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Summary

Parallel trade is the lawful form of trade where the marketing takes place outside the normal distribution line that the original producer has set up for its products. The incentive to engage in parallel trading is due to differences in pharmaceuticals among the European Community (EC) member states. Parallel traders exploit the price differentials by purchasing pharmaceutical products in a lower priced market, and subsequently sell them to a high priced market. The existence of price differences is mainly due to member states´ autonomy in matters of health care and health care services. Different member states have different policies when it comes to the setting of prices. Besides, the economic aspect of retaining competition across the Union and the efforts to create a single market, the social welfare need of citizens in the Union must also be met. Therefore, a high level of research and development (R&D) by the pharmaceutical industry and the need of sufficient resources that can be invested in the research is of importance. The effects of parallel trade in the area of pharmaceuticals have been discussed frequently. A common argument by advocates of parallel trade is that parallel trade results in great saving for the patients and for national health insurance systems. Pharmaceutical companies on the other hand argue that parallel trade deprives the companies from incomes that could have been invested in research and development. If parallel trade leads to less profit for pharmaceutical companies and therefore has a negative impact on their research and development spending, the companies might more selectively choose which products to invest in. Subsequently, more unusual diseases could be left untreated because of the lack of accessible pharmaceuticals on the market. It is moreover held that the existence of reimbursement schemes in many states means that it is not the consumers that profit from parallel trade. To sum up, one can neither view parallel trade as entirely positive, nor as entirely negative, considering the importance of research and development. 

In the GlaxoSmithKline case, a pharmaceutical company, Glaxo Wellcome (GW), later GlaxoSmithKline (GSK), introduced a dual pricing system for its retailers, as a way to limit parallel trade. The Commission regarded the agreement as constituting an abuse of Article 81 EC, and did not find the criteria in Article 81(3) EC to be fulfilled. However, the European Court of Justice (ECJ) established that the Commission had failed in taking all arguments by GW into consideration, and thereby upheld the judgment in the Court of First Instance (CFI). Especially the argument by GW of losses to R&D should have been examined more carefully. Research and development as a ground for restriction of Article 81 EC could thus potentially be accepted. Measures by companies with the intention of restricting parallel trade are not seen as automatically restrictive of EC competition. They must be assessed individually under the competition rules (Article 81 and 82 EC) and with respect to the specific context. Part of this is that the pharmaceutical industry operates under special premises.
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1 Introduction

1.1 Background

"The pharmaceutical industry alone accounts for 15 per cent of the whole EU business R&D expenditure. It remains one of the most innovative and successful industries in the EU, a key asset to the health and wealth of Europé”-Franz Humer

The trade of pharmaceuticals is a controversial area within the European Union (EU). Due to price differences between different member states, excessive trade of pharmaceutical drugs takes place. The price differences are a consequence of the possibility for member states in the EU to regulate the prices and the distribution of pharmaceuticals within their national boarders. These price differences have been exploited by parallel traders who buy medicines in countries where the prices are low, and then sell them to countries where the prices are high. 

One of the main objectives of the EU is the fulfillment of a single market. Since pharmaceuticals constitute goods, any regulation that could jeopardize the free movement is prohibited. Likewise, measures taken by private actors that could restrict competition must be hindered. The problem is that while competition must be upheld, with parallel trade of pharmaceuticals as a part of this, pharmaceutical manufacturers complain of profit losses due to the parallel trade. The argumentation goes that financial resources could be invested in R&D instead of giving profit to the parallel traders. Therefore, pharmaceutical manufacturers are trying to prevent and restrict parallel trade by adopting different kinds of measures. This include applying supply quotas or as in the GlaxoSmithKline
 case, introducing a differentiated pricing system. The case is interesting as it concerns an agreement introduced by a medical manufacturer that implies a restriction of parallel trade and possibility of competition. The question is how legal the measure is in relation to EC competition law. Can the agreement be accepted due to the need of R&D? After all, the EU is constantly struggling to stay competitive on the international arena. Countries like China and India, not forgetting the United States, hold and improve their strong position on the pharmaceutical market. To be able to fight competition and produce new and innovative solutions and products, the European industry has to put a lot of effort and finance into R&D. Consequently, R&D is central in the discussion of parallel trading.
1.2 Purpose

The purpose of this paper is to examine whether measures introduced by pharmaceutical companies restricting parallel trade are accepted by EC competition law. The main question is if R&D is able to constitute a ground for exemption under Article 81(3) EC. The views by the Commission, the CFI as well as the ECJ on how these regulations should be understood and applied will be of relevance. The focus of this paper will be the GlaxoSmithKline case, as it is the latest case concerning restrictions of parallel trade by a pharmaceutical company holding R&D as an exemption ground. The Commission decision and the judgments by the CFI and the ECJ, will be analyzed in order to give the full picture.
In order to understand the standpoint of the ECJ in cases regarding parallel trade and R&D, how parallel trade of pharmaceuticals is regulated will be evaluated. A first issue is how competence is divided between the member states and the Community as regards the regulation of parallel trade. A second issue is how national regulating measures may affect trade and prices of pharmaceutical drugs. An insight of the arguments for and against unlimited parallel trade of pharmaceuticals will also be of interest.

The issues of study are the following: 

To look at different factors affecting the trade of pharmaceuticals on the European market.

To map out the advantages and disadvantages that could come out of parallel trade with pharmaceuticals.

To find out legal grounds for restrictions of parallel trade within EU/EEA, with primary focus on European Community competition laws (primarily Art 81(1) EC). 

To investigate whether research and development can be an accepted ground for exemption under Article 81(3) EC for restrictions of parallel trade.

1.3 Delimitation

Since the focus of this paper is pharmaceuticals, parallel trade in other areas is on the whole excluded. Repackaging and relabelling pharmaceuticals involved in parallel trade will not be evaluated in this essay. Neither will intellectual property rights be examined in detail. Also the discussion concerning counterfeiting and the national procedures concerning price-fixing will be left outside the scope. As to the competition rules, the focus will be on Art 81(3) EC. Article 82 EC will only be discussed in connection to relevant case-law. As the purpose is to look at the legal and not the economic aspects, there is no intention to reach a conclusion whether losses for the pharmaceutical companies due to parallel trade actually means less investment in R&D.

1.4 Method 
For the purpose of this essay we have studied relevant EC legislation, case law, AG opinions and doctrine. As part of the literature, we have read various articles and research papers on parallel trade and its pros and cons. Opinions by associations for parallel traders as well as for the pharmaceutical industry have been of interest and therefore we have studied relevant homepages and statements on the Internet. Even though these sources are subjective, interesting views can be extracted on the matter and give a comparative view to the discussion. Regarding R&D there is little regulation at EC level. What was expressed in the Green book, Seventh Framework Programme and the Lisbon Treaty however, gave us some idea of what the ambitions and views on research and development are in this field. Since not too many cases have come up related to this particular area, the main focus has been the GlaxoSmithKline case, which is also a very recent case. 

1.5 Outline

In chapter 1, a presentation of the single market will be given, connected to the trade of pharmaceuticals goods. Also, regulations and policies in the European Union concerning research and development will be established.

In chapter 2 the pharmaceutical market will be mapped out, establishing how and by whom regulations in the area can be carried out. The possibility by member states to intervene and regulate in the area will be assessed, and price fixing explained, as it is necessary in order to understand the opportunity presented to parallel traders.
Chapter 3 explains parallel trade, and is followed by a discussion around the positive and negative consequences that might follow from parallel trade of pharmaceuticals. Questions of finance and competition on the global arena in regard of pharmaceuticals will be handled briefly.

Chapter 4 deals with the competition rules, Article 81 and 82 EC and how they are related to the trade of pharmaceuticals and the pharmaceutical companies’ possibility to restrict parallel trade. The exemption rules in Article 81(3) EC are treated in this context.

 The GlaxoSmithKline case is at centre in chapter 5, which will be thoroughly evaluated under the European Community competition rules, in particular under the exemption rules in Article 81(3) EC.

Finally, we will present the finding of our study in chapter 6. The ambition is then to answer the questions posed in the beginning with a discussion of the material reviewed.

2 The Construction of the Single Market

The primary aim of The European Community is to create a single market.
 The idea is that a single market leads to economic benefits for consumers, stimulated marketplace competition, and improved product choice.
 This is accomplished by the establishment of "an area without internal frontiers in which the free movement of goods, persons, services and capital is ensured…”.
 Two different techniques are used to attain a single market, the principal being negative integration, which means that national rules that hinder cross-boarder trade are prohibited by Community legislation. The negative integration is reinforced by mutual recognition, i.e. that member states are required to accept, subject to certain exceptions, goods that have been lawfully produced in another member state. By positive integration, the other method to create a single market, national laws are harmonised by means of Community directive. The ECJ has firmly interpreted Treaty provisions governing the free movement in such a way as to give maximum effect to the Single Market, and has thus demonstrated that it takes seriously any attempts by member states to restrict the free movement.
 

2.1 Free movement of goods

The free movement of goods, with its origin in Article 14 EC, is one of the Union's most important and continuing priorities.
 The Court has repeatedly stated that pharmaceuticals are not excluded from the rules governing the Single Market and the free movement of goods.

Article 23 EC, which prohibits customs duties on imports, covers products originating in member states, as well as imported products from third countries which are in free circulation within the Union.
 Articles 28 and 29 EC ban all qualitative restrictions on trade between member states. Also “all measures having an equivalent effect” to a qualitative restriction are prohibited.
 By Article 30 EC, the protection of patent is however not affected, as long as the limitations are not actually arbitrary discrimination or a disguised restriction on trade between member states. In De Peijer, the ECJ interpreted article 28 EC
 through article 30 EC
, which is the ground for exemptions, and thereby established the legality of parallel trade (further discussed in paragraph four) within the Union.
 Regulation on the free movement of goods is supported by the competition rules and enforced by the Commission and the ECJ under Articles 81 and 82 EC. The development of an internal market and maintenance of competitive markets are the cornerstones of the Community’s competition policy.

2.2 European Union Regulations and Policies Regarding Research and Development
The European research and development policy is based on provisions in the three founding treaties (ECSC, Euratom and Title XVIII of the EC Treaty). The Single European Act introduced the concept of technology into Community law by the incorporated Title XVIII, "Research and technological development". The Treaty on European Union then developed the Community's objectives in this field.
 The Community has the exclusive competence and the responsibility to strengthen the competitiveness of the Community industry and to promote research and technological development.

The renewed Lisbon Strategy (2007) lied down that the European Union prioritizes R&D in order to improve employment and growth in Europe. R&D together with education and innovation is called to form the “knowledge triangle”.
 One of The Lisbon Strategies core element is the European Research Area which has become a key reference for research policy in the European Union.
 The fundamental ERA concept encompasses three inter-related aspects, “a European 'internal market' for research, where researchers, technology and knowledge can freely circulate; effective European-level coordination of national and regional research activities, programs and policies; and initiatives implemented and funded at European level”
 In the Seventh Framework Programme for Research (2007–2013) 
 an ambition was established to, in line with the Lisbon Strategy, improve in R&D and innovation with the aim of approaching 3 per cent of gross domestic product (GDP) by 2010 to improve the results from 2003, 1.93 per cent of GDP.
 During 2007, The Commission adopted the Green Paper “The European Research Area, New Perspectives”
 and further evaluated areas needed to be treated at a European level. Important areas are a significant amount of jointly-programmed public research investments, common priorities and cooperation on a world wide arena to handle global challenges are other prioritized areas.

3 The Pharmaceutical Market

The pharmaceutical market is regulated at different levels. One part is where the member states act at a national level to administer their health care system. Different member states have different levels of prices and consumption demands. Clarifying causes include different medical cultures, prescription patterns, the market situation, currency fluctuation and ability to pay.
 Pharmaceutical companies also have their interests when it comes to the regulation of parallel trade. Other forms of regulation are intellectual property law, both at a regional and national level, competition rules and an extensive European legislation regarding manufacturing, approval and rules applying when the medical product is put on the market.

Restrictions introduced by the pharmaceutical companies, for instance by applying dual pricing
 or by limiting supplies to wholesalers, shall be watched over by Community competition rules: Articles 81 and 82 EC.

3.1 The Uniqueness of the Pharmaceutical Sector

In a Communication on the Single Market in pharmaceuticals
, the Commission expressed that the efforts undertaken for the completion of the single market in pharmaceuticals must take into account the particular features of the sector. Characteristics are the research-based industry, the traditional functions of demand split between the patient, the prescribing doctor and social security institutions meeting most of the costs as third-party payers, and high expectations by the consumers that they will have access to medical innovation, including new pharmaceuticals at an affordable cost.
 Another unique factor is that member states have the possibility to intervene to limit the prices payable for medicinal products within their territories and they do so in various degrees and by various means.
 General Advocate Ruiz-Jarabo Colomer in Lelos also brought up the specific features of the European pharmaceuticals market such as the low level of harmonization owing to state price intervention and to the existence of public systems for the reimbursement of patients’ expenditure on medicinal products, which means that "the price paid by the end-user is less important."

3.2 Competence for National Authorities to Regulate the National Pharmaceutical Market

In the area of health care, the European Union shares competence with the member states. The organisation of the health care and health care services is solely attributed to the member states in their respective territories.
 National pricing and re-imbursement rules for pharmaceuticals is not harmonised within the European Community. However, the member states must respect the aims of the Treaty and make sure that national policies are not contrary to the free movement of services or goods.

State regulations connected to the free movement of goods are accepted if the primary objective is the furtherance of public health with the aim of securing accessibility of adequate amounts of pharmaceuticals at a reasonable cost.
 In the Duphar case the Court stated that it is not against Community law to secure financial stability of a national health care insurance system, even if regulations are made contrary to the free movement of goods.
 When regulations concern prescription medicines, member states can exclude pharmaceuticals from a reimbursement scheme. This type of regulations are only acceptable according to Community law if firstly there is no discrimination based on the origin of the product, and secondly, if it is based on objective, and for the importers, verifiable criteria. There must be a possibility to make amendments in the list of excluded products to secure that the criteria are fulfilled.
 Imported medical products must not be placed in disadvantage position in relation to domestic products so that the marketing of a product is impossible or unprofitable. If the price fixing levels are set lower for medical products from other member states than for domestic products, this constitutes such a disadvantage. This may constitute a measure having an effect equivalent to a quantitative restriction which is illegal according to Art 28 EC.
 Factors that can distort competition between member states are to be handled by the Community and not by individual member states.
 When price differences exist between member states that distort competition, it is not up to the states to balance the situation by ways of adopting measures incompatible with the rules of free movement of goods.

3.3 States Controlling Prices for Pharmaceuticals through Price-fixing

Member states must ensure that pharmaceutical expenditures do not become excessive, and therefore have an interest to influence on the price setting.
 The primary objective of such measures is the promotion of public health by ensuring the availability of adequate supplies of medicinal products at a reasonable cost. Such measures should however at the same time be aimed at promoting efficiency in the production of medicinal pharmaceuticals and to encourage R&D of new medicinal products “on which the maintenance of a high level of public health within the Community ultimately depends".
 The use of pharmaceuticals varies substantially between different member states as a result of national arrangements of healthcare systems. Differences with indirect taxation rules, together with costs for pharmaceutical distribution including wholesale and retail pharmacy distribution have a considerable effect on the pharmaceutical budgets for the different member states.
 States uses the model of price-fixing to control the costs. 

3.4 Progressing towards a Single Market in Pharmaceuticals?

As problems exist today in the trade of pharmaceuticals, fully integrating the sector of pharmaceuticals was investigated by the Commission in a Communication from 1998
. But as it would prove extremely difficult to establish an appropriate level of price across the Community, the idea was abandoned
. The result with low prices would be to the advantage for immediate health care expenditure objects (at least in member states where prices are currently high), but would be negative for Europe’s contribution to global pharmaceutical R&D investment, “leading ultimately to disinvestment for the European economy”. High levels would, on the other hand, reduce the access of medical products for consumers and payers in member states where economic and social conditions mean that such prices cannot be afforded, according to the Commission. Even if a fully integrated approach would seek to relieve the current tensions by forcing price convergence within the Single Market, it has not been viewed as desirable to adopt a centrally administered European pricing system for medicines.
 In addition, full integration might be impossible due to the principle of subsidiary
.
 Instead, the Commission in its communication proposed various measures designed to reduce the distortions to the internal market resulting from price regulation of pharmaceutical products by the member states.

3.5 Finance of Research and Development and Competition on the World Wide Arena

Companies need to finance their R&D based on profits from products placed on the market. When a new medical product is out it has about eight years left on its protection for the patent. The cost of researching and developing a new “chemical or biological entity” was approximated to € 1,059 million in 2006. Furthermore, out of every 10,000 laboratory substances at most two become a marketable medical product.
 Problems already affecting financing of R&D were pointed out in the Green Book. Increasing struggle for funding and knowledge actualize a need for adjustment to the new circumstances.
 Even if R&D is an important area when it comes to competing with the rest of the world, European investment in pharmaceutical R&D was in 2008 2.7% of the turnover in relation to Japan 3.4 % and US 3.4 %. Although the European pharmaceutical industry is powerful, with a triple of investments in R&D in 1997 by reference to the 10 previous years, it lags behind for example the US.
 The existence of business R&D deficit, with expenditure in the EU 30% below that of the US, is of concern in the area of science, technology and innovation. Among European pharmaceutical companies, French Sanofi Aventis followed by UK Glaxo Smith Kline is investing most money on research and development.
 Not only US compete on the pharmaceutical market, also economically growing countries like China and India are increasingly investing in R&D.
 It has been expressed by the Commission that in order to finance R&D activities, the pharmaceutical industry needs to make profits at a world-wide level.
 

It has been argued that the importance of innovation and combating diseases does not seem to take as big part in the health care debate in Europe as problems with high cost for medical products. This is a short sighted approach based on the fact that R&D activities contribute to economic growth and productivity.
 EU has had problems finding investments in pharmaceutical R&D because of the focus on the health care budgets by the member states. The pharmaceutical companies face problems when it comes to setting prices on new products. The different national price system results in an unpredictable lottery for the companies not knowing the final reimbursement prices for their products.
 

4 Parallel Trade of Pharmaceuticals

With parallel trade, the marketing of the medical product takes place in parallel and outside the distribution network that the producer or original suppliers have set up for their products at a state within the Union.
 The imported product shall have been granted a marketing authorisation in the member state of exportation and should be similar to the ones marketed by the distribution network. The product does not have to be identical in all respects to the product already marketed by the producer but it should have been manufactured according to the same formulation, using the same active component and must have the same therapeutic effects.
 The importing states must verify that the medicinal products are authorised within their borders and comply with the EU guidelines. The guidelines established by the Commission for national authorities create price equalisation across the European Community, contributing to a greater sense of one market across Europe.
 Prices for pharmaceuticals can vary a lot between states in Europe and this creates a breeding ground for parallel trade. Sometimes the differences between the member states can be as high as 40 or 50 per cent for the same products. Even though the parallel trader will have to invest in marketing in the import state, parallel trade will most certainly occur as long as price differentials and demand make it economically viable.
 

4.1 Exhaustion of Rights of Pharmaceutical Products

The European Union justifies parallel trade of pharmaceuticals with the doctrine of exhaustion. Regarding patents, there is an exclusive right to use an invention with a view to manufacturing industrial products and put them on the market for the first time, either directly or by giving licenses to third parties, as well as the right to oppose infringements.
 In this way, the creative effort of the inventor is protected. However, once a pharmaceutical has been legally put on the market by the patentee himself or with his consent, derogation from the principle of free movement is not justified.
 The intellectual property right is then “exhausted”. In line of this principle, the ECJ has forbidden national provisions that render it possible for a patentee to prohibit the sale in a state of a pharmaceutical product protected by the patent, which has been marketed in another member state by the patentee or with his consent.
 Likewise, a trade marketer that has sold his product on the market in the Community has exhausted his right and cannot prevent his medical product from entering into a different market. The rules of free movement must then prevail.
 Parallel trade most often occurs with patent-protected pharmaceuticals as the competitive market created for these original products is the most advantageous.
 This is because no copies have the ability to enter the market during the time for patent. 
4.2 Different Views on Parallel Trade of Pharmaceuticals

The notions on parallel trade and whether it is beneficial or not for the different stakeholders diverge. In a Communication report from 1988, the Commission commented on parallel trade, stating that a negative effect resulting from price differences has a negative impact on the dynamic results wanted in parallel trade and that the economic profits accrue to the parallel trader rather than the health care systems. On the other hand parallel trade, according to the Commission, works as a driving force for market integration.
 In this regard it was held that the intention with price fixing and the fulfillment of the Single Market is in conflict.

4.2.1 Negative Aspects of Parallel Trade

It has been stated that parallel trade does not create value for health care, society or economy. Instead the trade destroys the possibility to finance R&D and this negatively affects medical progress. Parallel trade can also result in serious product shortages when big amounts of products meant for a national market are diverted to higher price markets.
 The European Federation of Pharmaceutical Industries and Associations (EFPIA) consider the fragmented pharmaceutical market, due to the price differences in EU, as resulting in a profitable parallel trade that dispossesses the medical industry from additional capital to finance in R&D.
 In a research paper studying the effects of parallel trade for different stakeholders it was concluded that manufacturers incur a significant loss of business in destination countries as a corollary of parallel trade.
 This reduces the manufacturer’s overall profitability without at the same time necessarily increasing social welfare. The importance of fostering a strong industry capable of investing all or parts of its surplus on innovative R&D activities should not be neglected.
 

It is held that since the 1970s, parallel trade has been a problem for the pharmaceutical industry in Europe. Entrance of new, less rich countries like Spain and Portugal opened up a market with price differences and the parallel traders used this to enrich themselves at the expense of pharmaceutical producers in countries with higher prices.
 Since parallel traders enter into competition only in the post-production and post-innovation phase in contrast with the manufacturer, the competition is not on merits but an artificial one. When parallel traders set the prices, the innovation efforts leading up to the pharmaceutical product are not considered.
 The development time for new medical drugs has increased, and so have the costs for research and development.
 In addition, the average returns on successful products have decreased. It is an industry based on research and development and a manufacturer’s ability to stay in the market is dependent on the constant fund-raising. Losses in one national market must be compensated by profits in another national market.
 The argument by parallel traders that parallel trade is the only form of competition for patent protected pharmaceuticals can not be accepted since this is not the kind of competition the EC Treaty promotes. Rather, the competition must come from inside the industry, i.e. from members of the industry that are involved in the invention and creation of the product and not from parallel traders who have not been active in that process. Parallel trade does give rise to short term benefits for the consumers and the national health services, but those benefits are outbalanced by the detrimental effect on social welfare in general.
 

4.2.2 Presented Positive Effects of Parallel Trade 

The other side in the debate of the effects of parallel trade is presented by parallel traders and association representing them. The European Association of Euro-pharmaceutical Companies (EAEPC), which represents Europe’s licensed parallel distribution industry,
 holds that parallel trade has resulted in great savings for the patients and for the national health insurance systems. Also indirect savings have been claimed, based on the competitive effect parallel trade has on the pharmaceutical market. During the period a medical product is protected by a patent, parallel trade is the only available competition for pharmaceuticals, it is argued.
 

A similar line of reasoning in the debate concerning parallel imports of pharmaceuticals is brought forth by Richard Freudenberg, the Secretary General of the British Association of European Pharmaceutical Distributors (BAEPD)
, who holds that parallel imports provide patients access to the latest drugs at low costs and save money both for the government and the taxpayer. The saving can then be invested in other parts of the health service. When it comes to the notion, held by for instance GSK in the GlaxoSmithKline
 case that parallel distribution limits a company’s ability to invest in research and development, no quantifiable evidence of this exist according to Freudenberg.

5 Competition Rules Related to the European Union Market of Pharmaceutical Products

5.1 Article 81 EC

Art 81 EC prohibits anti-competitive agreements, practices and decisions between undertakings which may affect trade between member states. Paragraph 1(a) states that “directly or indirectly fixed purchase or selling prices or any other trading conditions” are prohibited under Art 81.
 To be considered as an “undertaking” under Art 81 the unity must be engaged in an economic activity regardless of its legal status.
 Art 81 requires that two or more actors are involved and does not handle unilateral conduct. There has to be some type of collaboration between the actors in forms of agreements, decisions or concerted practices and it has to have an effect on trade between member states. The collaboration must have as its object or effect to prevent, restrict or distort competition and the agreement must have an appreciable impact on competition
. 

5.2 Two Possibilities to Gain an Exemption from Article 81 EC 
There are two forms to gain exemptions, individual cases under Art 81(3) EC and block exemptions for different categories of agreements and concerted practices.
 In the year of 2003 a Council Regulation
 was adopted and new conditions in the procedure for individual exemptions from Art 81(1) EC were introduced. Before, the Commission had the sole power to grant exemptions under art 81(3) EC but in the present situation national courts and national competition authorities may apply the entirety of Art 81 EC.

5.3 Individual Exemptions: Article 81(3) EC
If an agreement is held to fall under Art 81(1) EC it can, fulfilling four cumulative conditions, gain an exception under Art 81(3) EC. Any agreement which restricts competition, whether it is by object or by its effects, may in principle benefit from an exemption.
 The agreement has to improve the production or distribution of goods or promote technical or economic progress. Also consumers must receive a fair share of the resulting benefit and the agreement must include only restrictions which are indispensable to the achievement of the agreements objective. Finally, undertakings cannot act in a way that lead to elimination of competition in respect of a substantial part of the products in question.
 A party relying on Art 81(3) must demonstrate that those conditions are satisfied, by means of convincing arguments and evidence.
 When an actor claims exception under Art 81(3) EC, the Commission shall evaluate facts and decide if identified disadvantages for competition can be overlooked to enable appreciable objective advantages.
 The Commission has adopted guidelines to establish an analytical framework for the application of Art 81(3) EC.
  

5.3.1 The First Criteria for Art 81 (3) EC: Improvement of the Production or Distribution of Goods or Promoting Technical or Economic Progress

There must be some efficiency gains flowing from the restrictive agreement. The efficiencies can take form in a couple of different ways. Development of new technologies and methods, or exchanges of know-how are examples of efficiencies that might be accepted. Also large-scale production and economies of scope, a combination of for example transport or production lowering costs for distribution may also meet this criteria. Further, rationalization and possibilities for better planning of production are other accepted efficiencies.
 Qualitative efficiencies are of equal or possibly of greater importance than cost efficiencies. A restrictive agreement between cooperating undertakings can result in otherwise unachievable efficiencies. This includes particularly research and development agreements and also license agreements.
  

5.3.2 The Second Criteria: a Fair Share Must Reach the Consumer

The consumer must receive a fair share of the efficiencies benefits. “Consumers” encompasses consumers of the parties to the agreement and subsequent purchasers, producers using the product as an input, wholesalers, traders and final consumers. “Fair share” constitute compensation for any negative impact, likely and actual, caused by the competition restriction. The net effect of the agreement shall at least be neutral for concerned consumers. Positive effects of the agreement have to be balanced against and compensate for the negative effects on consumers. It is sufficient if consumers receive a fair share of the total advantages. If for example higher prices represent the negative effect it shall be compensated through better quality or other improvements. Some efficiency does not appear until after a certain time but that does not exclude an exemption from Art 81(3) EC. Instead such efficiencies must be high enough to compensate for the longer period.
  

5.3.3 The Third Criteria: Indispensability of the Restriction

Firstly, the restrictive agreement as such must be reasonable necessary in order to achieve the efficiencies and secondly, the individual restriction of competition as a result from the agreement also has to be reasonably necessary for the attainment of the efficiencies. It is important to evaluate if extra efficiencies are produced with the agreement or restriction than would it not exist. There must not be any other economically practicable less restrictive ways to attain the efficiencies. The possibility and the time needed to achieve the benefits by other less restrictive agreements and the opportunity for the undertakings to, by them selves, achieve the benefits, shall be examined.  A restriction is indispensable if the absence of it resulted in a remarkable reduced or abolishment of the efficiencies following the agreement or drastically reduces the possibility to materialize the efficiencies. Restrictions recognized as hardcore restrictions in the Commission’s guidelines, and restrictions not accepted according to block exemptions are unlikely to be seen as indispensable.
     

5.3.4 The Fourth Criteria: Not a Total Elimination of Competition

The agreement must not lead to the elimination of competition in respect of a substantial part of the products in question. When competition is removed, the competitive process is ending, resulting in longer term losses in relation to short-term efficiency gains. When evaluating the agreement, existing competition prior the agreement and the reduction of competition caused by the agreement, has to be considered. The risk for eliminated competition increases with greater reduction of competition. Both actual competition and potential competition, like barriers to enter the market, has to be considered. To evaluate actual competition sources, not only market shares shall be evaluated but also the incentive and ability to compete must be analyzed. Restrictions on specific competition factors such as price competition and competition for innovation and development of new products are likely to have an eliminating result. Degree of market powers of the parties of the agreement may show if competition is still available on the market. Also the position of buyers and their ability to contribute with new sources of competition and in some cases substitutability of products has to be examined.
   
5.4 Block exemptions
Agreements found to restrict competition within the meaning of Art 81(1) EC can receive an exemption if they are covered by a block exemption declared by the Commission. The object for block exemptions is to give further guidance to firms, reduce individual exemption investigations and to exclude a general type of agreements from falling under Art 81(1) EC.
  Art 249 EC states that regulations for block exemptions are directly applicable in the member states. Only if the Commission or a national competition authority withdraws an agreement falling under a block exemption, it can be found illegal according to Art 81(1) EC. There is no possibility to challenge a group exemption through private legal action.
 Clauses permitted and not permitted for the relevant agreement are listed for each block exemption. Also limitation restrictions regarding the size of firms included under the exemption is pointed out.
 Block exemptions are found in numerous areas such as e.g. vertical restraints
 and research and development. 
 
5.5 Cases Concerning Attempts by Companies to Restrict Parallel Trade 

5.5.1 Bayer/Adalat

As a reaction of hardships caused by parallel trade, the pharmaceutical company Bayer adopted a quota system by which it reduced supplies of Adalat
 to its Spanish and French wholesalers. The purpose was to provide wholesalers with sufficient supplies to satisfy domestic demand. Bayer wished to cease providing unlimited supplies of Adalat because any surplus was liable to be exported by the wholesalers. Bayer openly admitted that the aim of this quota system was to reduce exports to the UK but claimed that its standard terms and conditions did not prohibit exports. The system set up did not prevent Bayer’s Spanish and French wholesalers from selling Adalat in their local markets or for export.
 The Commission held that Bayer had infringed Article 81 EC.
 The CFI however held that Bayer’s wholesalers did not accept the ban on parallel imports and the quota system was therefore not considered to constitute an agreement between Bayer and its wholesalers. The Court stated that Art 81(1) EC does not cover unilateral conducts. 
 The ECJ upheld the ruling and acknowledged the possibility for a pharmaceutical manufacturer to undertake a unilateral action with the object to fight parallel trade.
 It was moreover stated that although a unilateral behaviour is found to affect the trade in the same way as a total ban, such behaviour is not per se an abuse of Art 81(1).
 In order to be found illegal, other material criteria’s more than intent or effect to prevent parallel trade will have to be fulfilled.
 Neither does there exist any protection for parallel trade as a specific kind of trade
nor any community principle regarding restrictions on parallel trade.
 
5.5.2 Syfait and Others v GlaxoSmithKline 
The pharmaceutical manufacturer GSK had stopped supplying its Greek wholesalers with its products because the wholesalers exported a substantial proportion of GSK’s products to other, higher-priced member states. GSK alleged that the export of its products by the wholesalers lead to significant shortages on the Greek market. When GSK subsequently reinstated supplies to wholesalers, it refused to meet their orders in full in order to prevent parallel trade. The wholesalers complained to the Greek Competition Commission about GSK’s behavior. The Greek Competition Commission appraised that GSK enjoyed a dominant position and made a reference to the ECJ asking whether and in what circumstances a dominant pharmaceutical manufacturer may refuse to in full meet the orders by the wholesalers in order to limit parallel trade in its products. The case was dismissed by the CFI on formal grounds.


Advocate General (AG) Jacobs in his opinion to the case stated that according to case-law, a dominant pharmaceutical wholesaler does not per se abuse its position when it refuses to supply full orders with an object to prevent parallel trade. The economic and factual context must be examined.
 AG Jacobs maintained that the pharmaceutical sector is subject to diverse regulations which separate it from other industries. Some member states tolerate higher prices because they observe a need for pharmaceutical companies to fund development of new medical products.
 According to AG Jacobs, pharmaceutical manufacturers only invest in products when they expect to gain sufficient profits to cover investment costs. There is a need of large finances during the period of research and development of new products in relation to relatively low costs for manufacturing the product when it is developed.
 In this context, there is a risk to prohibit a restriction of parallel trade. Undertakings may not find it well-founded to put a product on a market with low fixed prices.
 If there is no possibility to negotiate a price increase in low priced member states, a result could be that undertakings would try to remove products from the low-priced markets.
 AG Jacobs asserted that parallel trade does not constitute a usual industrial competition factor when it comes to prices for pharmaceuticals. Reimbursement schemes regulate the costs for consumers in many states and it is in fact the social health insurance system that often gains from the trade.
 Although this is not always the case, in some states pharmacists have been permitted to receive payment for traded products at the rate applicable for pharmaceuticals first provided within the state concerned. In those cases price differences have been eaten up as profits by involved parties in the distribution chain.

6 The GlaxoSmithKline Case

The most debated case recently concerning parallel trade and its connection to R&D is the GlaxoSmithKline case. The question was whether a dual pricing system/differentiated price system (see next paragraph) could be excused even though limiting on parallel trade. The claimed reason was the negative effects on R&D investments due to parallel trade. A pharmaceutical company’s ability to invest in R&D therefore made up a large part of the discussion in the Courts.

6.1 Legal Background

The matter for ECJ to decide upon concerned assessment of general business conditions ("the General Sales Conditions") introduced by GW (later GSK) in the shape of dual pricing with the intention to restrict parallel trade with GW´s medicines between Spain and other member states. Of interest were the competition rules, Article 81 EC along with the exemption rules in Article 81(3) EC. The general sales conditions contained a clause (Clause 4) with price differentials that depended on whether the medicines were sold, domestically (lower 4A prices) or trough parallel trade to other member states (higher 4B prices), by the Spanish intermediaries. In GSK´s view, parallel trade primarily benefits the intermediaries while a restriction of parallel trade is beneficial to the final consumers. GSK argued that the additional resources obtained through the restriction of parallel trade could be invested in the research and development of new pharmaceuticals. The general sales condition was notified to the Commission, which delivered a decision rejecting GSK´s inquiry of exemption under Article 81(3) EC. The CFI upheld the contested decision in so far as that it infringed Article 81(1) EC, but annulled it in so far as the Commission rejected the request for exemption under Article 81(3) EC. In its appeal to the ECJ, GSK contested the judgement in so far as the Commission's finding of an infringement of Article 81(1) EC by the General Sales Conditions was upheld, while the Commission, the Asociación de exportadores españoles de productos farmacéuticos (‘Aseprofar’) and the European Association of Euro Pharmaceutical Companies (‘EAEPC’) contested the judgement in so far as it annulled the Commission’s decision to reject GSK’s request for exemption of the General Sales Conditions under Article 81(3) EC. The ECJ upheld CFI’s decision that the Commission´s conclusions that that Clause 4 of the agreement was not indispensable, was insufficient as they were based on a finding that the clause did not give rise to an appreciable objective advantage. The grounds of appeal by the Commission and Apresofar were in that regard rejected as unfounded. Also the appeals brought forth by GSK and EAEPC were dismissed.

6.2 The Agreement Evaluated under Article 81(1) EC 

6.2.1 A Presentation of GW´s Standpoint in the Immediate Proceeding

GW maintained that the agreement did not have as its purpose to prevent Spanish distributors to sell products to other states or to protect distributors outside Spain because of exchange rates and its positive effects for national distributors in Spain. The main reason for the agreement was to secure foundation of R&D and at the same time be able to ensure consumers to obtain medical products produced by the company.
 GW did not reject the fact that Clause 4 could affect trade between states but in practice, because a great amount of Spanish-sourced parallel imports ends up in UK the agreement affects firstly trade between these two countries.
 In 1997 GW was approved by Spanish health authorities, discussing with the pharmaceutical producers association Farmindustria, to increase prices for four medical products to ensure finance.
 These four products all belonged to a group of eight pharmaceuticals that GW asserted were the subjects of parallel trade.
 

6.2.2 Is there an Existing Agreement?

The Commission asserted Clause 4 constituting an agreement between GW (and its subsidiaries) and all Spanish wholesalers who have signed the agreement.
 
6.2.3 The Object of the Agreement

GW denied that Clause 4 constituted dual pricing since GW could not freely set domestic wholesale prices. Further, GW declared that Clause 4 possibly could restrict parallel trade but because there is still an existing possibility to execute parallel export on a commercial basis it does not constitute a total ban. On these grounds the agreement can not be seen to have as its object to restrict competition. Clause 4 has as its purpose to balance an already existing distortion of competition caused by the lack of harmonisation of national rules on pricing of prescription pharmaceuticals. GW stressed that the Commission must look at, and evaluate the agreement in the light of the economic and legal context.
 

The Commission asserted that the medical industry has an exclusive ability to negotiate with national authorities and by way of differences in national rules entitle restrictions on parallel trade contrary to other sectors. The car industry for example, is a sector severely regulated by differences in national taxation lacking any opportunity for the car manufacturer to have an influence
. According to the Commission, GW admitted that the object of the agreement was to reduce parallel trade by forcing Spanish wholesalers to pay more for GW products than the maximum industrial price established by national authorities.
  Clause 4 therefore entailed restriction on competition “by object”.
 

ECJ maintained that the objectives of the agreement and the economic and judicial context surrounding the objectives have to be evaluated.
 Further, the ECJ asserted that agreements with an intention to restrict or prohibit parallel trade should be assumed to have as its object to prevent competition. AG Verica Trstenjak pointed out that this principle applies to the pharmaceutical sector too.
 In numerous cases it has been stated that agreements shielding national markets and preventing interpenetration of national markets have as its object to restrict competition and especially agreements preventing parallel exports.
 

6.2.4 Specific Character of the Pharmaceutical Market and the Role of the Consumer

The CFI found that the purpose of the agreement was to set up differentiated price systems and therefore must be considered to restrict parallel trade
, but blamed the Commission for not examining the specific character of the pharmaceutical market. For example that it is the national authorities that set the prices suitable for the state in question. Further, the prices for medical products are shielded from the free play of supply and demand.
 
6.2.5 Impact on Parallel Trade or a Potential Export Ban
When the Commission analysed the impact that dual pricing had on the ability to export products from Spain they partially focused on figures until 1998
. In 38 cases prices for GW products in other states were lower than the clause 4A prices. Even if Spanish traders could offer products to other countries for clause 4A prices at the time, they did not profit from exporting. In 66 cases the price was higher than clause 4A prices but lower than clause 4B prices. And, finally in 57 cases the price was higher both for the clause 4A prices and the clause 4B prices. In the first situation clause 4B did not have any impact on parallel trade. In the second situation clause 4B prevented parallel trade, and under the third circumstances clause 4B prices did not make parallel trade impossible but less profitable.
 

According to the Commission, in many situations clause 4 resulted in an effect equal to an export ban and in some cases functioned similar to a system of dual pricing.
 The Commission referred to another Commission decision where different prices on spirits were used for national consumption in United Kingdom, and for export. This rendered sales to other states and therefore was found to impede parallel trade and form an indirect export prohibition.
The Commission also pointed out that pharmaceutical manufacturer have a possibility to participate in negotiations with the national authorities which also pay regard to costs for R&D.
 

6.2.6 Protection for R&D in Relation to Protection for Parallel Trade
National authorities tend to have different models to regulate prices on pharmaceuticals. One state may have free pricing and another set the price limits low, like Spain, in order to save money for the national health system. According to GW, this can undermine the price models for national authorities like in the United Kingdom, where the need for research and development is prioritized and where the prices are not pressed down as low as might be the case in some other states. Parallel trade puts R&D in a dangerous situation when, according to economic theory, prices are forced down and less money is released to finance R&D. 
 Pharmacists in UK get a fixed reimbursement fee from National Health Service (NHS) for every product sole based on manufacturer’s list price. To balance obtained gain by the pharmacists from buying products from parallel traders NHS automatically deducts from the manufacturer’s list price a discount in the range of 4% to 5% from the reimbursement fee (claw-back). This is done to all pharmacists irrespective of differences in actual place of purchase, cheaper parallel imports or more expensive domestic purchases.

The Commission stressed that the ECJ has, according to Art 28 EC and the free movement of goods, frequently condemned methods adopted by states that restrict parallel imports from states with lower prices and less stimulation for R&D. Competition rules have the same purpose when it concerns avoiding dividing the common market.
 There was no proof for GW´s assumption regarding losses of finances for R&D as a result from parallel trade and the lowering of prices, according to the Commission. There was no evidence showing that prices had or will fall in the future.
 The Commission discussed the case Merck v Primecrown
in which it was established that the mere fact that price controls may distort competition does not excuse derogation from the principle of free movement of goods.
 The existence of national price controls shall have no impact on this prohibition.
 It was pointed out that differences in national price-fixing, and underlying political goals, were not of such great importance in this case. United Kingdom does as a policy objective defend the importance of R&D. At the same time they promote use of cost effective medicines and the claw-back system actually provide an incitement to increase parallel import.

6.2.7 Appreciable Restriction of Competition and Appreciable Effect on Trade between Member States
The Commission regarded that the agreement restricted competition to an appreciable effect because of the fact that the agreement affected 80 % of Spanish pharmaceutical wholesalers.
 The agreement has as its object to restrict or prevent parallel trade between member states. Both by way of guarding all other European markets and also by separating the market of origin.
 

6.3 Application of Art 81(3) EC in the GlaxoSmithKline case

The Commission in its decision
 firstly responded to GW´s general remarks concerning Article 81(3) EC and why, according to GW, the dual pricing agreement should be exempted from Article 81 EC. Thereafter the four conditions were handled.

GW´s argument why the dual pricing should be exempted included that parallel trade has immediate and long-term detriment effects on the pharmaceutical sector and the ability to foster spending on R&D. The immediate effect is the reduced revenues of companies in the target countries as prices are pushed down to the levels of the source countries. As support for this argument, GW provided numbers on its loss of revenues in the United Kingdom. When it comes to the long-term effects, the loss of revenues means reduced funds available for basic research and new product development.
 The Commission in its contested decision viewed these arguments as entirely overlapping the first condition of Article 81(3) EC (technical progress). Hence they were discussed in that connection.
 GW further claimed that the pricing policy used in Spain was introduced in order to guarantee adequate supplies of innovative medicines on the Spanish market. The low prices, fixed by the Spanish government, had led to significant delays on the introduction of new medicines to the Spanish market according to GW. It is not uncommon that products reach the market six or seven years after they have been introduced in the UK.
 The Commission responded to this argument in the context of consumer benefits.

The trend of reduced ability to invest in R&D, and the risk that the pharmaceutical industry will migrate to countries such as the US where higher profits can be made, was another point made by GW.
 The Commission dealt with this argument in a broader context, in which the causal link between parallel trade and revenues spent on R&D was discussed.

GW pinpointed that by reading case law one can conclude that private measures aimed at reducing parallel trade are legal, and that the Commission must support such efforts by exempting them pursuant to Article 81(3) EC. These measures include individual exemptions, and "the exercise of their powers in the competition field" as the Court of Justice in Centrafarm v Wintdrop expressed it. 
 The Commission responded that firstly, the Court has ceased using the Centrafarm v Winthdrop language on the exercise of powers in the competition field. Secondly and more importantly, what the Court expressed was only that the Commission must consider the application of Article 81(3) EC when a private party raises obstacles to the parallel trade of pharmaceuticals and argues that there are objective justifications. Thereafter, it is up to the party to show that the four conditions in Art 81(3) EC are fulfilled.

6.3.1 The First Condition: Promotion of Technical Progress or Improving the Production or Distribution of Goods

6.3.1.1 The Relation between Parallel Trade and R&D

GW held Research and Development as the most vital factors for competition in the pharmaceutical sector, and brought up the negative effect parallel imports have on the R&D spending. The high R&D expenditures (about 13-14% of turnover) and the internal funds as the major source of funding was emphasized, as well as the fact that pharmaceutical companies make their R&D investment decisions on the basis of the anticipated stream of returns.
 In addition, GW claimed that the millions of reductions as a consequence of parallel trade of the eight leading products from Spain would have covered the development costs for any of the new products whose development or in-licensing GW has been forced to cancel or postpone because of their tight budget. Clause 4 in the agreement was introduced to remedy the situation of lost financial resources for R&D by restricting parallel trade, and thus to promote technical progress.

The Commission for its part, held that GW did not satisfactory prove that there is a causal link between parallel trade and R& D investments. The causal link is necessary for the application of Article 81(3)EC. If GW hypothetically would make savings by preventing parallel trade, the Commission regarded it questionable whether the saving automatically would lead to higher R&D investments.
 They could just as well merely add to the companies' profit, which can not alone justify an exemption. Otherwise every agreement that could be hold to contribute to an increase in the revenues of a firm engaged in R&D would be exempted from the first condition in Article 81(3) EC according to the Commission.

The CFI did not agree on the latter notions, clarifying that what GSK meant is that parallel trade prevents it from making the profits necessary for the optimum financing of its R & D. The contested clause would not only increase its revenues but also have the secondary effect of increasing its capacity for innovation and that was why it should be exempted. The creation of additional profits was never claimed as a justification in itself.

6.3.1.2 Appreciable Objective Advantages

According to the Court of First Instance, the Commission should have examined whether the advantages of the dual pricing agreement would be likely to be achieved or not in order to determine whether an appreciable objective exists.
 This should have been conducted in the light of the arguments and evidence submitted by GSK, which was by the Court considered as relevant.
A prospective analysis may be required for the Commission in order to find out.
 Since prospective analysis can never be conducted with 100% certainty, as pointed out by AG Trstenjak, the threshold is set at finding it "sufficiently likely" that the advantage will occur in the light of actual experience.

The ECJ upheld the decision by the lower courts with the explanation that the contested decision (conducted by the Commission) lacked a proper examination. In this respect the Court upheld GSK´s claim that the Commission did not bother to examine whether the agreement contained "appreciable objective advantages".

The Commission had argued that the ruling by the CFI must be held to contradict to the approach taken in Verban der Sachversisherer v Commission, in so far as the Court stated that it is sufficient that part of the increase in profit go to R&D expenditures for the condition to be fulfilled. According to the Commission, the specific link between the restriction of competition and the advantage alleged must be shown.
 The ECJ did not agree. Contrary to the Commission's view, it does not follow from Verband der Sachversicherer v Commission, that the existence of an appreciable objective advantage necessarily entail that all additional money must be invested in R & D.

6.3.1.3 Other Factors Affecting Investment in R&D

The Commission in its decision noted that there are many factors influencing the investment in R&D such as the general level of current profits, the expected profitability of the products in the R&D pipelines, interest rates, exchange-rate volatility, and uncertainty about future demands. The Commission, in this connection, reminded of the small portion that goes into R&D, in relation to sales costs, administrative costs and profits.
 That high risk projects might be cancelled due to lack of financial resources, an argument brought forward by GW, cannot, according to the Commission be seen as necessarily a problem. It is not proven that high-risk projects would be those who led to greatest patient benefits.

6.3.1.4 The Magnitude of Impact of Parallel Trade and Currency Fluctuations

The Commission considered that the magnitude of parallel trade appears to have more to do with the currency fluctuation in UK, the main target country, than with the price levels in Spain.
Currency fluctuations cannot be invoked to justify a limitation on parallel trade.
 

However, in the judgement by the CFI, the Commission was criticised for not showing sufficiently substantial figures on the currency fluctuations for that conclusion, while refuting the arguments and evidence submitted by GSK.
 The ECJ agreed observing that the Court never claimed that an agreement which is restrictive of competition, with the intention to offset effects of currency fluctuations, may be exempted under Article 81(3) EC. CFI merely discussed around the phenomenon on parallel trade made possible by price differences and by reason of the cyclical nature of currency variations.
 While the Commission regarded the figures provided by GSK on the overall lost revenues due to parallel trade as exaggerated, the CFI expressed that they merited to a serious examination as they were considered to reveal a tendency.

6.3.1.5 The Second Part of the First Condition: Improvement of Distribution 

GW in this regard brought up three ways in which parallel trade is detrimental for the distribution of pharmaceutical products. To begin with, GW held that parallel trader interferes with a producer's ability to plan distribution rationally because it leads to shortages in source countries and oversupply in target countries. The former has for instance been the case in Spain. Secondly, GW claimed that parallel trade removes the incentive for wholesalers to provide a level of service for which they are remunerated. Lastly, producers of pharmaceuticals are discouraged from marketing new medicines in low-priced countries, leading to significant delays.
 Clause 4 intended to remedy the negative effects of parallel trade by providing objective improvements in distribution.

The Commission contested that parallel trade would disrupt GW´s distribution system. Independent wholesalers distribute GW´s products and they set their own resale price taking into account the level of service they wish to provide.
 The second statement by GW was refuted on the ground that no evidence has been presented to show a causal link between parallel trade and any alleged shortage of supply in Spain
. The Commission summed up by stating that parallel trade, in its view, does not cause delays for introducing products in Spain.
 Once again, the Commission could not see the necessary causal link between parallel trade and in this respect product launches. It regards it as a simplified notion to blame everything on the parallel imports. Product launches in reality depend on a number of factors such as price discussion between pharmaceutical companies and the national authorities.
 In conclusion, the Commission considered that GW had not brought forth sufficient evidence of a gain in efficiency, that is that the agreement contributes to the improvement of production or distribution of goods or to enhanced technical or economic progress.
 

6.3.1.6 Balancing the Disadvantages of the Dual Pricing Agreement with Potential Benefits

The CFI pointed out that the Commission should have conducted a careful examination of the factual arguments and the evidence submitted.
 This should have included a prospective analysis, with the conclusion either that the agreement must make it more possible to obtain appreciable advantages or that it will not.
 After completing that analysis, the Commission should have evaluated whether the appreciable objective advantages, if found, could offset the disadvantages for competition in the context of Article 81(1) EC.
 The CFI concluded that the Commission erred in performing this two-step assessment. It merely examined whether parallel import gave rise to a loss of efficiency. No examination of potential gains of efficiency by Clause 4 in the form of promotion of economic progress was conducted.
 The Court stated that "the factual argument and the supporting evidence submitted by GSK appear to be relevant, reliable and credible, having regard to their content".

In this respect, the CFI brought attention to a Communication report
, in which the Commission itself acknowledged the specific features and challenges of the pharmaceutical industry. Mentioned was that the pharmaceutical market is based on research, that there is fierce competition in terms of innovation in the patented medicines sector and that the pharmaceutical companies need to achieve sufficient level of profits in order to be able to invest in the necessary resources in R&D in order to develop new products.
 These observations on the role of innovation and the impact which parallel trade and price differentials have on innovation are in many ways identical to the reason why GW applied for an exemption from Article 81(1) EC.
 Consequently, as they corroborate partly, the reliability and the credibility of GSK´s arguments were in the Court´s opinion strengthened.
 The ECJ confirmed the insufficiency of the examination conducted by the Commission and thus confirmed CFI’s ruling in this regard.

6.3.2 The Condition of Consumer Benefits

 Regarding consumers, GW remarks that in this context the principal consumers are the governments who fund the purchases and they do not necessarily regard the lower prices from parallel imports as gains. Especially since the lower prices might lead to less investment in R&D.
 Consumers profit from improved R&D as well as from improved distribution. In addition, national governments involved benefit from the dual pricing agreement. It allows the United Kingdom to achieve its goal of stimulating R&D while permitting the Spanish Government to share these benefits while setting maximum wholesale prices nationally.
 

Spanish consumers will benefit directly in that the agreement makes sure that there is a supply of GW´s products on the Spanish market.

The Commission refuted that pharmaceutical products are different from others in that national health organisations are the real consumers who purchase the drugs and by whom the patients are reimbursed (with the implication that parallel trade does not benefit the consumers). Patients, according to the Commission, do benefit directly when they have to pay the full amount of purchase price themselves or when reimbursement is only partial and is expressed as a percentage of the actual purchase price. Germany, Belgium and France were taken as example where these kinds of payment policies exist. 
 Moreover, the Commission criticised the limited notion of consumers as only being patients. Also the interest of wholesalers, pharmacies, national health budgets and insurance schemes can be taken into account.

6.3.3 Indispensability of the Restriction and Not a Total Elimination of Competition 
The Commission maintain that there is no factor to analyse because neither technical progress nor improved distribution has been proven to be fulfilled. Further, it is a fact already demonstrated that GW holds a great share of the market and evidence presented for the fourth criteria has already been dismissed by the Commission.
 
6.4 R&D as an Exemption Ground for Limiting Parallel Trade-Previous Case Law

The question remains whether R&D has been approved in previous case law as an exemption ground in relation to parallel trade. Some case law can bring clarity over the issue.

In the opinion to Lelos, the provision in question was Article 82 EC, rather than Article 81 EC but whether parallel import might have a negative effect on pharmaceutical companies’ ability to recoup investment in R & D was discussed.
 The enormous cost of investing in the R&D for the launch of a medicinal product was brought up, as well as the fact that the long time between obtaining the patent for the medicine and the product becoming available for therapeutic purposes usually means that the period during which the marketing of the product produces returns is only 7 or 8 years.
 AG Ruiz-Jarabo Colomer did not accept the arguments put forth by the pharmaceutical company though, as he, similar to the claims by the Commission in the decision leading up to the GlaxoSmithKline case, could not see the necessary causal link between any possible negative impact on R&D investment and parallel trade.
 As was expressed:

" …I find the argument that the loss of income resulting from parallel imports of patented medicines acts as a disincentive misleading...aimed only at seducing public opinion, which is sensitised to the vital importance of R&D for competitiveness, by shifting the focus from business rivalry to research policy...".

In this case it was considered that the pharmaceutical company had not provided any information relating to the reasons for the period during which the patent is not revenue producing. AG compared to other sectors, with the similar situation of enjoying IP rights only for a limited period. At the same time, a discussion evolved around the importance of R & D as a competition tool for companies to survive in the reality of a very competitive, globalised and lucrative market. AG however prescribed a well-thought-out commercial policy that can find and reach the consumer as the tool for survival rather than intending to restricting parallel trade and by that competition.

7 Analysis 

7.1 Different Factors Affecting Trade of Pharmaceuticals on the European Union Market

Pharmaceuticals are like all forms of goods restricted by community rules of free movement of goods. Further, community competition rules are of importance when pharmaceutical companies make regulations on trade with medical products. Medical products must be able to circulate freely within the Union and restrictions preventing this may be found illegal according to community law. The European Union has set up goals to improve investments for R&D within Europe and promote the significance of R&D in a number of documents. While companies in Europe are competing with each other there is also the rest of the world struggling to enter the European market to take part in the trade with pharmaceuticals. One can assume that increased competing pressure from companies outside of Europe is contributing to the fusion of smaller pharmaceutical producers. 

The phenomenon of parallel trade has an effect on trade with pharmaceuticals. This category of products is one main object for this category of business with a great turnover. It is questioned and debated to what extent parallel trade has a negative versus a positive effect on trade with pharmaceuticals. Another factor of importance is the regulations of patent rights. How and when a product shall be put on a market is affected by those rights. Period of protection for new entities is also of importance. 

Member states have an interest in regulating trade with pharmaceuticals to ensure that pharmaceutical expenditures do not become excessive. This is done based on the national level to regulate the organization and design of the health care system. Differences in the national regulation systems, reimbursement schemes and levels of price-fixing are affecting both the pharmaceutical companies and the parallel traders when they are active in the trade with medical products. 

7.2 Advantages and Disadvantages Following from Parallel Trade

The implications following from parallel trade of pharmaceuticals is ambiguous. Parallel traders uphold the great savings that can be made by granting unlimited parallel trade of pharmaceuticals drugs within the Union. An argument delivered by parallel traders and their representatives is that parallel trade is found to be the only form of competition for medical products protected by patent rights, which are otherwise shielded from competition. The pharmaceutical industry on the other hand assesses that the patent protection secures incomes for finance which parallel trade eliminates. In this respect the fact that patent rights are exhausted once the products are put on the European Union market is brought up, and that the period during which the patents can be enforced is reasonable short considering that it takes many years before a product can be launched. 

The pharmaceutical industry maintains that to justify research for new medical entities, companies are dependent on a noticeable profit to cover development costs. Parallel trade may risk those investments and also result in shortages of pharmaceuticals in some low price countries and potential delays before products will be launched on some markets (high-price states), due to that the parallel traders direct their products where most incomes can be made. It can be questioned if consumers in this perspective end up with any benefits at all in the exporting country. Consumer welfare must also be put in a long term perspective. If losses in finance are found to be a downside of parallel trade, this can have an effect for possibilities to develop new medicines in the future. One can assume that companies will be more selective when it comes to deciding which products that are securing incomes and more unusual diseases will end up untreated because of no accessible pharmaceuticals on the market. If the consequence of losses in revenues due to parallel trade is that only products that are expected to generate the greatest incomes will be produced, the consequence will be negative socially and concerning the health of the European Union citizens. On the other side, because of the patent protection, companies may choose to focus on developing new medical entities to secure incomes from products which they possess alone. 

It is also debated whether parallel traders should be seen as competitors for the pharmaceutical industry based on the fact that they enter into the market when the product is already produced and they do not have to focus on the developing process and finance. One can speculate whether parallel trade can be found to constitute a hindrance for the competition between the pharmaceutical producers if this was a general accepted view.  

The notion held by Silvija Aile that parallel trade has been a problem for the pharmaceutical industry since 1970´s, and the claim by other parties that losses of income depends on the parallel trade, is not met without criticism. It is difficult to establish reliable data on the effect parallel trade has on income losses. Figures presented by pharmaceutical companies can thus be subject for debate, such as in the GlaxoSmithKline case. 

The parallel traders and their representative associations hold up positive effects based on cost savings for the states. This is not entirely contradicted by the pharmaceutical companies, who however argue that it is a narrow and short-sighted approach and maintain that in the long run parallel trade of pharmaceuticals offers no benefits.  When health authorities are able to buy the same pharmaceuticals from parallel traders as from the pharmaceutical industry at a lower price this can be found to contribute to cost savings from medicines that can be invested in other parts of the health insurance system, resulting in benefits for governments, consumers and taxpayers. Opposite to this view are those assessing that due to the reimbursement schemes that exist in many states, it is not the consumers that profit from parallel trade. They get the same economic compensation with or without the cost savings. One can assume that there is no evidence that the states will put the money saved in other parts of the health insurance system. They could just as well decide to use savings from parallel trade as a mean to cut down costs for the health insurance system as a whole, or spend the saved money in other areas of national finance.

In conclusion, one can neither view parallel trade as entirely positive, nor as an entirely negative phenomenon, considering the importance of research and development. Parallel trade clearly reduces costs for some member states, where prices are high, but the positive effects might be only short-sighted. Few studies can with certainty establish the economic effects of parallel trade in the area of pharmaceuticals for the different stakeholders. More than one of the studies do point out negative effects following from parallel trade though, which could explain the courts approach in the GlaxoSmithKline case: that arguments on R&D connected to parallel trade can not simply be refuted but merits to a careful evaluation. If parallel trade only incurred advantages for the competition and for the consumers, the verdict would most likely be different. 

7.3 Legal Grounds for Restrictions of Parallel Trade

When states regulate trade with pharmaceuticals in the area of free movement of goods they have the possibility to restrict trade if the objective is the furtherance of public health and the primary aim is to secure accessibility of adequate amounts of pharmaceuticals at a reasonable cost. Prescript drugs may also be excluded from the reimbursement scheme. States have to ensure that imported products are not placed in a disadvantage position; objective verifiable criteria must be fulfilled for exclusion from the reimbursement scheme. Discrimination is moreover not accepted. In addition, there must be a possibility to make amendments in the excluding list in order to secure fulfillment of the criterions.          

Generally, measures introduced by companies that imply a restriction of parallel trade are also considered to restrict competition within the EU. Parallel trade thus has a certain amount of protection in EC law since it as a starting point is viewed as positive for the competition. Whether the measure has an object or an effect that is restrictive of competition must be assessed.  In this regard, the CFI and the ECJ have acknowledged the problems that parallel trade incurs. 

Under Article 81 of the EC competition rules, anti-competitive agreements, practices and decisions between undertakings which may affect trade between member states are prohibited. To directly or indirectly fix purchase or selling prices is for instance prohibited. For an agreement to be found illegal there has to be some type of collaboration between the actors and the collaboration must have as its object or effect to prevent, restrict or distort competition. The agreement must have an appreciable impact on competition. As made clear by cases such as Bayer/Adalat, parallel trade may be accepted to limit in some instances by a company through unilateral actions. In that case a quota system was at issue. Also, refusing to supply full orders with an object to prevent parallel trade was by AG Jacobs in his opinion to the Syfait and Others case not considered as a per se abuse of Article 82 EC. Measures restricting parallel trade are thus not once and for all banned but may, depending on the circumstances and the legal and economic background, in some instances be accepted. In the GlaxoSmithKline case, the association of parallel traders intervened and harshly condemned GSK for its action, underlining the arguments put forth by the Commission. One can wonder why the association for the pharmaceutical industry did not step in also to support the other side. Did they not consider that the case concerned an important issue where the interests of its members were at stake?
7.4 R&D an Accepted Ground for Restriction under Article 81(3) EC of Parallel Trade?

Firstly, there is no question that the agreement with dual pricing was found to constitute an infringement of Art 81(1) EC. The question to be answered is whether R&D can be a ground for exemption under Art 81(3) EC.
It is not disputed that the pharmaceutical industry is dependent on R&D. The debate concerns whether the potential savings made by restricting parallel trade would actually be invested in R&D. Marketing and other costs have been brought up in that regard which  according to the Commission constitute the larger part of the companies budgets. GSK focused on the funding of R&D and pointed out that introduction of new products on the Spanish market had been delayed as a result of the low fixed prices in Spain. Because of a tight budget, GSK was forced to cancel development of new products which would not have been the result if parallel trade was prevented. The differentiated pricing system (Clause 4 of the agreement) would in that regard contribute to secure finance and thereby promote technical progress. The Commission questioned this and rejected the figures presented by GSK that would show the potential cost saving. The Commission stressed a need for a specific link between a restriction of competition and the advantage. ECJ upheld that not all money saved by the company, based on an appreciable objective advantage, must be invested in R&D. One can assume that if a company will be able to show that parts of the cost savings are invested in R&D, this will increase its possibilities to gain an exemption. Further, if the result would be as assessed by GSK, that pharmaceutical companies choose to move their production outside of Europe one can find a significant negative effect on the main purpose of  the competition rules, to construct a single European market. GSK presented three arguments for improving distribution for the company. The Commission rejected those and once again demanded proof for a casual link between product launches and parallel trade. It did not find the first criteria under Art 81(3) EC to be fulfilled. 

It is clear that the Commission made a rough judgement and both CFI and ECJ pointed out the shortcoming in the evaluating process. The CFI as well as the ECJ enhanced the importance of taking the social and economic background into account when assessing potential breaches of Article 81 EC. The context in which parallel trade of pharmaceuticals operate thus merits to a serious evaluation.  The specific characteristics of the pharmaceutical market, where for instance member states have kept the competence to regulate and set the prices on the pharmaceutical drugs, is of importance. This is where the Commission failed. In its decision leading up to the case effort was put in showing the negative effects that would follow from the dual pricing agreement, while potential positive effects from Clause 4 did not get an equal treatment. The CFI criticised the Commission for not conducting a proper balance test. Any agreement restricting trade may have positive effects and must be evaluated carefully, step by step.  In the GlaxoSmithKline Case, the positive effects resulting from a limitation of parallel trade would be the additional investments in R&D. Clearly, arguments of R&D in connection with parallel trade cannot be brushed of lightly without a thorough examination of potential gains resulting from the restriction. The Commission may have been a little overconfident in this regard. It will be interesting to see whether the Commission will really take the time to re-evaluate the potential benefits from parallel trade, as told to do by the courts. 

Another interesting observation is that the courts held that restrictions of parallel trade are not prohibited per se, which seems to have been the notion by the Commission. Parallel trade is not a specific kind of trade that is to be protected in all situations. The courts stressed that individual assessments must be made with the specific circumstances taken into account and thus seemed to take a pragmatic approach regarding exemptions under Article 81(3) EC. The specific characteristics of the pharmaceutical sector were in the GlaxoSmithKline case acknowledged by the courts, which speaks in favour for the pharmaceutical companies. That they operate under special conditions, meaning that normal competition rules can not simply be applied, is exactly why pharmaceutical companies such as GSK claim they must be able to make limitations for parallel trade. AG Jacobs in Syfait and others v GlaxoSmithKline pointed out that it would be a risk to totally prohibit the ability to restrict parallel trade. Pharmaceutical producers may then find it unprofitable to offer medical products on low price markets. This is notable because if a company with such big influence on the market is found to have an acceptable ground for impeding parallel trade, it may be reasonable to hold that other companies, not in a dominant position, should get the same opportunity. 

As AG Ruiz-Jarabo Colomer pointed out in the Lelos case, because of the reimbursement scheme the price paid by the final users is not of such great importance. If this is found to be an accepted fact the consumer criteria may be seen as fulfilled. There are also the different standpoints concerning the long term effects of preventing parallel trade. Even if parallel trade is found to offer advantages in the form of cost savings for governments, consumers or taxpayers, in the long term the result may be negative on R&D and in the end negative for consumers because of less available pharmaceuticals. 

To conclude, dual pricing can be accepted if, in the light of the legal and economic situation, it gives advantages that outweigh the disadvantages. Since Article 81(3) EC requires all four conditions to be met, pharmaceutical companies wishing to be exempted from Article 81 EC have a quite burdensome task. Whatever the reason for the restriction, consumers must gain from it and some sort of technical progress that would not have been a reality without the restriction must be proven.

There is a state of conflict today concerning the parallel trade of pharmaceuticals. If the market of pharmaceuticals operated just like any other market, the trading would have been more dynamic than as it is now. Not surprisingly, the Commission has investigated how the market of pharmaceuticals can operate more smoothly. The problem is that regulations concerning pharmaceutical expenditures are within the scope of the member states as they are primarily responsible for the health care. The Community can therefore not establish fixed price schemes. Harmonization was discussed by the Commission but abandoned. Perhaps some general rules could be adopted, or else the member states themselves might see the need for a more uniform price-setting across the union and initiate such legislative proceedings. Further, the importance of patent rights is actualized and will certainly play a great part in regulations connected to trade with pharmaceuticals.

For the nearest future though, it seems like price differences and parallel trade as a corollary, will continue to exist. Critical for the future as what companies can do and not do in order to restrict parallel trade, will be the verdict by the Commission once it has re-evaluated GW´s (GSK´s) grounds for exemption (primarily R&D). Until then, companies will most likely continue to in different ways try to limit the parallel trade. 

The debate will most certainly not end with the GlaxoSmithKline case, so many interests are at stake and the turnover for the industry is huge.
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Annex 1

Clause 4 of the agreement provides for two different prices and is worded as follows:

(A) Pursuant to the provisions of subsections 1 (first paragraph) and 2 of Article 100 of Law 25/1990 of 20 December 1990 on medicinal products (BOE No 306 of 22 December 1990), the price of pharmaceutical products of [GW] and its subsidiary companies shall, in no event, exceed the maximum industrial price, established by the Spanish health authorities when the two factors which allow for the application of the said legal rules are present, namely:

–    that the aforementioned pharmaceutical products are financed by the funds of the Spanish Social Security or by Spanish public funds,

· that the acquired pharmaceutical products are subsequently marketed at a national level i.e. through pharmacies or Spanish hospitals.

(B) In the absence of one of these two factors (i.e. in all cases where Spanish law gives full freedom to the laboratories to set the prices of their pharmaceutical products themselves), [GW] and its subsidiaries will fix the price of their pharmaceutical products according to real, objective and non-discriminatory economic criteria and completely irrespective of the destination of the product determined by the purchasing warehouse. In particular, [GW] and its subsidiary companies will apply to their pharmaceutical products the price which, on the basis of their internal economic surveys, had been initially proposed to the Spanish health authorities and objectively updated taking account of the increase in the cost of living in accordance with the provisions of subsections 1 (first paragraph) and 2 of Article 100 of [Law 25/1990] and other prior Spanish legislation concerning setting of prices of medicines.’
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