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A. Introduction

Parallel importation is a constantly growing formtade. It occurs when the original goods
protected by intellectual property rights (IPR) preg on the market by the manufacturer or with
his consent in one country but then imported tattagrocountry by a parallel trader without the
consent of the manufacturer, passing the authorizetibutor. These goods are described as
“parallel imports” or “grey market goods”. Usuaflyices of the goods are lower in the first market
and the parallel trader benefits from the pricéedénce when selling the goods at a higher price
in another country. This form of trade might reddlce income of manufacturers and official
distributors which leads to the attempt to preveatallel importation. Parallel importation is
debated most in branded products market and edlgenipharmaceutical industry which will be

the focus of this study.

In the European Union (EU), admissibility of paghlimports is based on the principle of free
movement of goods defined in the Treaty on the Foning of the European Union (TFEW).
Although the owner of an IPR (a patent, a trademarkcopyright) would be able to use its
monopoly position in order to prevent parallel #athis conduct might in certain circumstances
prove to be against the provisions of Competiten.|Depending on the case, both Article 101
TFEU on prohibition of agreements which limit coriipen and Article 102 TFEU on abuse of
dominant market position would be applicable. Digtions between the interests of intellectual
property (IP) owners and parallel traders in tghtliof EU competition rules are often complicated

and may lead to disputes.

The interface of Competition law and IPR is conicady due to the fact that IPRs create exclusive
rights enabling the proprietor of such rights tesgthen his position on the markets and restrict
competition. However, goals of IPRs and Competitiaw are to a large extent the same.

Regulations in both laws aim at dynamic efficieaeyl economic welfare in genefal.

! The Treaty on the Functioning of the European bifili-EU), Consolidated Version 26 October 2012,
0J C-326/01

2 K. Tervo,EY:n kilpailuoikeuden soveltuvuus ETA:n ulkopualélievaan rinnakkaistuontiin in,

A. Saarnilehto (Ed.), Teollisoikeudellisia kirjoitsia VI, 123 at 123 (2006)



There are several specific national and EU reguiatin the European pharmaceutical sector, due
to which parallel trade is a controversial issudthdugh the Community imposes certain
obligations to pharmaceutical manufacturers, nati@uthorities have the right to regulate the
prices of pharmaceuticals. The price differentiadeated by Member States’ individual price
fixing boost parallel trade. Pharmaceutical manwii@grs consider that price differences are
generated by the lack of unity by governmentsydhe actions of the industry itself. Therefore,
manufacturers’ economic interests should be pretelsy limiting parallel trade. However, in the
Commission’s view, restrictions to parallel tradeuld be inconsistent with the goal of market

integration®

The choice of strategies against parallel tradedippanies operating in multiple countries is
relevant to all IP-intensive industries. Howeveredo the particularities of the drug industry,suc
as the necessity of citizens’ access to treatngentrnmental price regulation and the importance
of innovation, parallel trade is given a greaterighe* The effect of parallel trade in
pharmaceuticals to consumer welfare through lowieep and to innovation has been studied both
theoretically and empirically, and more evidencéeig gathered concerning its impact in the
EU.

Parallel trade seems to be a massive challenge farofitability of pharmaceutical manufacturers
since the research and development (R&D) suffehss Thallenge gives rise to attempts of
preventing parallel trade with various strategsessh as dual pricing and supply restrictions. On
the other hand, other stakeholders (national healtinorities, the Commission and parallel
traders) argue for consumer benefits. The compatiegests of stakeholders thus need balancing.

Parallel trade in pharmaceuticals has been judtifig free movement of goods, promotion of
common market and benefits to consumers. In the@ment of free market, the pro-competitive
free movement of goods creates benefits to theuwrness by equalizing price differences.
However, the pharmaceutical market makes an exaeptithe EU: it is not a free market but is
distorted by various price regulations and contlpisnational authorities of Member States. In

these circumstances, restrictions to parallel trslgeuld be analyzed taking into account the

3 A. Dawes, Neither Head nor Tail: the Confused Application BE Competition Law to the
Pharmaceutical SectoEuropean Competition Law Review, 27(5), 269 a&-275 (2006)

4 M. K. Kyle, Parallel Trade in Pharmaceuticals: Firm Responsesl £ompetition Policy inB. Hawk
(Ed.), International Antitrust Law & Policy: FordmaCompetition Law, 339 at 339 (2009)



specific characteristics of the sector. The impdgiarallel trade on consumer welfare should be
weighed against the special nature of the sectw.uhcertainty of the Competition law issues on
parallel trade in pharmaceuticals makes it a reiegad meaningful subject to study.

This thesis examines the special characteristidh@fpharmaceutical industry in parallel trade
cases under EU Competition law. For this purposeéll focus on restrictions deriving from dual

pricing schemes and a dominant undertaking’s réfiessaupply pharmaceuticals. | will try to

answer the following questions: How the speciauratf the pharmaceutical sector is being
considered when assessing dual pricing under Artl€fl1 TFEU and refusal to supply under
Article 102 TFEU? What is the effect of paralledde on pharmaceutical prices, on innovations,
and on consumer welfare? And finally, taking into@unt the current legal and economic context
of parallel trade, should the pharmaceutical sdatogiven a special position under Competition

law?

This thesis is based on qualitative research. Tam mesearch methods are studies on literature
and case law, as well as questionnaires to thepearoCommission DG officials and Finnish
Competition and health authorities. These questivaa show the current view of the
Commission and Finnish authorities on the issuéisignarea and enable the analysis of the future
implications of this subject. The questions andwaans are included in Annex | and Il. The
research is accompanied with a comparative studythen approach to parallel trade in

pharmaceuticals in the US and the EU.

The structure of the thesis is the following. Cleapi contains the introduction to the research,
the aims and research questions and the methodsaisemplete this study. Chapter B examines
the relationship between intellectual property tsghnd EU Competition policy in parallel trade,
especially in pharmaceuticals. Chapter C introddices£uropean pharmaceutical market and the
special features of the market. It will study thregulatory measures in the market and the
importance of innovation in the industry. Chapteinbludes a case study on parallel trade of
pharmaceuticals in EU Competition law, more speaifly how EU Competition law treats the
strategies of dual pricing and refusal to supplsnaans of manufacturers to prevent parallel trade.
Further, it will discuss how the special charaste&as have been taken into account in the
assessment under Competition law. Chapter E arsatyzeeconomic effects of parallel trade on

prices and on R&D in the light of the case law teathe previous chapter.



Chapter F compares the different approaches tdlglairade in pharmaceuticals in the EU and
the United States. It tries to find out whether¢his something to be learnt from each jurisdiction
Chapter G will present the current policy argumentshe European Commission authorities,
specifically the authorities of DG Competition, ahe Finnish Competition and Pharmaceutical
authorities. The answers to the questionnaires bellreflected to the appropriate case law
presented in the earlier chapters. Chapter H walvidle an answer to the research questions and

present a way forward in the current issue.

This study is limited to pharmaceuticals protedbgdpatents; after the patent has expired, the
biggest competition pressure moves to generic nraliproducts which are outside the scope of
this work. Free movement of goods and creatiomnahgernal market as fundamental EU goals
are discussed as far as they concern the intesgebetween IPRs and Competition law,
particularly in regard to parallel imports of phaweuticals. This thesis will not cover the
Intellectual Property Laws as such. Furthermore,rdpackaging issues related closely to trade

mark rights and exhaustion of IPRs are not in toei$ of this work.
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B. Parallel Trade within the EU

l. Introduction

The pharmaceutical sector and EU Competition lavelieeen in a controversial position, not least
due to the tension between the policy of the Eumop&€ommission (hereinafter “the
Commission”), encouraging parallel trade in theikWdrder to strengthen a common market, and
the belief of the manufacturers that parallel traselermines stimulation to invest in R&D

promoted by national governmefts.

The basis of parallel trade lies on the EU prireipli free movement of goods and the principle of
Community exhaustion, which allows the IPR protdayeods to circulate freely after their first
marketing in the EEA These principles have been strictly enforcechieyEuropean Commission
and the European Court of Justice (ECJ) againstestyictive measures from Member States or
private entities concerning parallel trade. Consatjy, these legal settings have enabled the
growth of parallel tradéOne of the goals of the European Community has teeachieve a single
market, which would not only need the removal dtalriers to trade between Member States,
but also obstacles to trade imposed by operatdestalcreate such barriers. The single market
remains as a cornerstone of the European UnionCamapetition rules serve that objective by

protecting the market economy and achieving maritegration®

Parallel imports are often seen as providing artrage between the price levels in different

national markets, and at the same time as a bagmsgtrument against the big suppliers and their
distribution networks. The protection which parkail@ports gets is an important part of the

Community integration achievement. The Commissias éxpressed its view on parallel imports
in the Communication of 2083tating that parallel trade is a lawful form odide within the

5> A. Coscelli, G. Edwards & A. Over®arallel trade in pharmaceuticals: more harm thasod?European
Competition Law Review , 29(8), 490 at 490 (2008)

6 EU Member States and EFTA counties Norway, Island Liechtenstein are members of European
Economic Area. Switzerland is an EFTA country, isutot belonging to EEA.

" C. DesogusCompetition and Innovation in the EU RegulatiorPbfarmaceuticals:

The Case of Parallel Trade, 1-2 (2011)

8A. Montesa LloredaParallel Trade in the Pharmaceutical Industry frenCompetition Point of Vievin

H. Kanninen, N. Korjus & A. Rosas (Eds.), EU Conmgant Law in Context, 233 (2009)

® European Commission Communication on parallel impb proprietary medicinal products for which
marketing authorisations have already been gra@@d) (2003) 839 final, 30 December 2003
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European Union and therefore supported. Howeverethave been critics towards parallel traders
as ‘free riders’ who exploit the supplier’s readyestments in brand and sales promotion, but do
not need to carry responsibility for example foliaies of the full range of product8.

The early case law shows that the effects of IPR®\a great concern to competition authorities.
This resulted in too strict limits of the exerc#elPR. The economic understanding came later,
where it was understood that the legal monopolytee by IPR does not necessary create
economic power, but this should rather be estadtiggmpirically. The European Courts started
the work to balance the relationship between IRR® Competition by interpreting the EU Treaty
provisions. It resulted in the distinction betwdbe ‘existence’ and the ‘exercise’ of IPRs. The
concepts of ‘specific subject matter’ and the ‘Commity exhaustion’ followed. Thus the current
legal environment is supporting parallel trade. TQmnmission and EU Courts have treated any
restrictions to parallel trade negatively. Howeverrecently this policy has been questioned in

pharmaceutical cases, due to the different intéapoms of welfare effects of parallel tratle.

Il. Parallel Trade in Pharmaceuticals

Pharmaceutical industry can be divided into twoisions: research-based and generic
pharmaceutical industries. The first mentioned $asuon research and development of new
original drugs or existing treatments, while thdedaconcentrates on producing generic drugs
equivalent to the original drugs after the pateotegxtion for the original drug has ceasgd.

Apart from these two industries, there exists aependent sector of parallel imports of medicinal

products. Companies involved in parallel imports aot part of manufacturing of the drugs but

mostly part of supply chait® The costs of parallel importers involve primaidiyly costs related

to the sales of the pharmaceuticals — they do awet lany R&D expenses. In 2008, the estimated

volume of the turnover of parallel imports of ther&pean medicine markets was 2 - 3%, and there

101, van Bael & J-F. Bellis, Competition Law of tBeiropean Community, 213 (2010)

11 C. DesogusCompetition and Innovation in the EU RegulatiéiPbarmaceuticals: The Case of Parallel
Trade, 79-80 (2011)

127, Aitlahti, Laakevalmisteiden dokumentaatiosuoja. Kannustinenugakehoitojen kehittamisgeiPR
Info 3/2005, at 10

13 Communication from the Commission, Executive Sumyrofthe Pharmaceutical Sector Inquiry Report,
COM (2009) 0351 final, 43. The report presents lprdistributors as a part of supply chain togethih
wholesalers and pharmacies.
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were about 100 enterprises in Europe involved énhisiness. Generally, companies involved in
parallel trade, are SME compantésThe latest estimate on the volume of the paréisgle in
pharmaceuticals was in 2011 €5,000 million (valuexafactory prices}?

Price differences of genuine goods between magmteurage parallel importers to gain profits
by buying the goods from a cheaper country andngethem again in a country with higher
prices!® There are many reasons for the price differenzes¢ur, such as currency fluctuation,
price or product regulation, distribution costs amahufacturers’ choice in pricing. According to
the theory by Frank P. Ramsey (Ramsey Priéinghising the prices in inelastic markets is
strategically wise due to the fact that the consuwmuld eventually have to buy the prodtftt.
Furthermore, the national price regulation is oh¢éhe major reasons for the parallel trade in
pharmaceuticals. For example in Greece and Spaigdkernmental regulations for decreasing
the prices of pharmaceuticals are strict, which ledsto the situation that these countries are

currently two of the main pharmaceutical export kegs in the EU?

Thus, parallel trade in pharmaceuticals is drivethle price differentials due to the manufacturers’
pricing policies and governmental price controlee3e differentials are up to 30 % and more,
which creates a strong economic incentive for pelrtaders?’ The applicable approach of price
strategies depends, for example, on whether Me/@tage in question has research-based drug
industry.Member States with high prices on pharmaceuticalsgestination countries of parallel

imports are particularly Denmark, the UK, Sweddre Netherlands, Germany, Norway and

147, Joukad,aakevalmisteiden uudelleenpakkaaminen EuroopadsaSorvari (Ed.), Teollisoikeudellisia
kirjoituksia Xl, 25 at 33 (2010), see, Communicatfipom the Commission, Executive Summary of the
Pharmaceutical Sector Inquiry Report, COM (2009 10fnal, 45

15 Information available atttp://www.efpia.eu/uploads/Figures Key Data_ 20dB.fast revisited on 04
May 2014

16 G. GrassieParallel Imports and trade marks — where are we?tRa European Intellectual Property
Review 28(9), 474 at 474 (2006)

17 Information available ahttp://isites.harvard.edu/fs/docs/ich.topic90998sframsey-pricing.pdflast
revisited on 02 May 2014)

18 |. Avgoustis,Parallel imports and exhaustion of trade mark righshould steps be taken towards an
international exhaustion regimezuropean Intellectual Property Review, 34(2), 40809 (2012)

19 A. Feros,Free movement of pharmaceuticals within the EUoukhrights be exhausted regionally?
European Intellectual Property Review, 32(10), 48889 (2010)

20 C. DesogusCompetition and Innovation in the EU RegulatiorPbfarmaceuticals: The Case of Parallel
Trade, 45-46 (2011)
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Finland.Low price Member States, i.e. source countriesroflpcts are Greece, Spain, Portugal,

Italy, and Francé?

By some estimates, parallel trade is amounted &34 @f drug sales in Europe, but it is difficult
to quantify the money lost by the manufacturera essult of parallel trade. According to a study
carried out by the Economic and Social Researcm€bun 2004, parallel trade caused a loss of
£770 million for pharmaceutical manufacturers anlyhe UK. These numbers might explain the
fierce fight of the manufacturers against pardtatie’® Thus, pharmaceutical manufacturers are
constantly trying to limit parallel trade by plagia number of strategies such as export bans, dual

pricing, limits to supply and use of IPRs to divitie marketg?

1. Internal Market and the Exhaustion Principle

1. Free Movement of Goods

Creation of a single market without barriers wag of the first aims of the European Union.
Internal barriers to trade are eliminated by thaqgyple of free movement of goods, according to
which Member States should not impose any bargen®strictions to trad#. Parallel trade is
justified by Articles 34 and 35 TFEU, accordingvibich quantitative restrictions of import and
export of goods between the Member States and ofredr measures having equivalent effect are
prohibited. Article 36 TFEU defines exceptionstihe main rule, stating that the provisions of
Articles 34 and 35 “shall not preclude prohibitiarsrestrictions on imports, exports or goods in
transit justified on grounds of public morality,lpi¢ policy or public security; the protection of
health and life of humans, animals or plants; tieégetion of national treasures possessing artistic
historic or archaeological value; or the protectiohindustrial and commercial property”.

21 p, Kanavos & J. Costa-i-ForRharmaceutical parallel trade in Europe: stakehalded competition
effects Economic Policy, 751 at 762, 767 (2005)

22 A. Montesa LloredaParallel Trade in the Pharmaceutical Industry freanCompetition Point of View,
in H. Kanninen, N. Korjus & A. Rosas (Eds.), EU Cortijgen Law in Context, 234 (2009)

Zibid at 236

241, Avgoustis,Parallel imports and exhaustion of trade mark righshould steps be taken towards an
international exhaustion regimezuropean Intellectual Property Review 34(2), 10812 (2012)
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However, such prohibitions or restrictions shall serve as a tool for arbitrary discrimination or

hidden limitations of trade between the Memberetat

The establishment of a single market and proteatfomational interests in intellectual property
have created a conflict, which has required a gtr@conciliation from the ECJ. In comparison
with the competition rules of TFEU, described ahodricles 101 and 102 (former Articles 81
and 82 EC) do not provide such a balance, but ¢eenciling role of competition law and
intellectual property has been on the agenda oEtheourts trying to find the balance case by
case?® As stated earlier, Article 36 TFEU is an exceptiothe main rule of free movement, and
the protection of industrial and commercial propdias been invoked in cases where the IP
owners have tried to prevent parallel trade. Howens exception can impair the function of the

single market; therefore the interpretation of thig by the ECJ has been quite narféw.

The integration of intellectual property rights &iee movement of goods started from case
Consten and Grundf§ The ECJ has successfully eliminated restrictimested by IPRs on free
movement of goods. This jurisprudence has beena@fconcerning the cases of the exhaustion

principle. The aim is to balance free movementawfds and the interests of IPR ownérs.

CaseConsten and Grundiop 1966 was the beginning of the development el@Qbmmunity-wide
exhaustion although the principle was only implinithe judgment. Grundig allowed Consten to
register a second trade mark in Consten’s naméaoitt could use the trade mark to prevent
parallel imports of Grundig products from Germaiijie agreement constituted a breach of
competition law, namely Article 81(1) EC (now Afecl01(1) TFEU). The Court stated: “Since
the agreement thus aims at isolating the Frenchkehdor Grundig products and maintaining

artificially, for products of a very well-known bwd, separate national markets within the

2 The Treaty on the Functioning of the European WiitFEU), Consolidated Version 26 October 2012,
0J C-326/01

26 C. DesogusCompetition and Innovation in the EU RegulatiorPbarmaceuticals: The Case of Parallel
Trade, 90-91 (2011)

271, Avgoustis ,Parallel imports and exhaustion of trade mark righghould steps be taken towards an
international exhaustion regime2uropean Intellectual Property Review, 34(2), 40812 (2012)

28 Judgment of 16 July 1966 ifpined Cases 56/64 and 58/64, Etablissements Qor&éeR.L. and
Grundig-Verkaufs-GmbH v. Commission (Consten angh@ig), [1966] ECR 299

29 3. EnchelmaierThe inexhaustible question - free movement of gaadsintellectual property in the
European Court of Justice's case law, 2002-20@6ernational Review of Intellectual Property and
Competition Law, 38(4), 453 at 453 (2007)
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Community, it is therefore such as to distort cotitipe in the Common Market® The judgment
gave the same reasoning on which the exhaustinaipie is based, the isolation of markets would
distort free movement of goodsThe general concept of exhaustion was introducehlis case.

2. Exhaustion of Intellectual Property Rights

In the conflict between IPRs and Competition lawme agoal is to promote competition by
penalizing the distortions of market. Another gedab promote innovation and proprietary rights.
Intellectual property is protected by Article 346HU, which states “...[t]his Treaty shall in no

way prejudice the rules in Member States goverthiegsystem of property ownershifs.

The intellectual property rights are exhaustedrafie goods protected by IPR are put on the
market for the first time. The purpose of the exdtiam principle is to prevent the use of exclusive
rights to partition the market. Therefore the gephical market to be protected needs to be
defined. There are different forms of exhaustiogimes: national, regional and international.
Under national exhaustion the rights will be ext@d®nly if the goods are sold for the first time
in that particular country. If the products are patthe market outside that country, the intellatctu
property owner has the right to prevent the pdrafiports. The United States apply this regime
for patents. Applying the international exhaustiegime means that the rights are exhausted after
the goods are put on the market of any countrytb@dhtellectual property owner cannot prevent
the parallel imports. The US applies this regiméraole marks. The regional exhaustion means
that the rights are exhausted when the goods arenpilne market inside that region. The parallel
imports can be blocked from outside the region. Ebheopean Union applies this system, called

the “Community exhaustiod® which will be discussed below in detail.

Decisions by the ECJ during the last decades hatableshed a regime of “Community
exhaustion” of IP rights, including patents, tradeks and copyrights. Pharmaceuticals are usually
protected by patents and trademarks. In a numleasafs, where courts have recognized that these

30 Joined Cases 56/64 & 58/64, Consten and Gruntfa

31D. T. Keeling, Intellectual Property Rights in Edw: Volume 1: Free Movement and Competition Law,
80-81 (2003)

%2T. Hays, Parallel Importation under European Uniaw 115 (2004)see alsdArticle 345 TFEU

3 C. Stothers, Parallel Trade in Europe: IntellecRrmperty, Competition and Regulatory Law, 40-43
(2007)
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rights are valid by national legislation and enprgtection by exception of Article 36 TFEU, the
exercise of the IPR has been examined under A3¢l@FEU stating that these rights shall not
prevent free movement of goods. This doctrine dfaestion was first ruled by the ECJ in case
Deutsche Grammophdfh The Court established the principle of Communitiiaustion for the
first time, where it stated that: “It would be iordlict with the provisions prescribing the free
movement of products within the common market fananufacturer of sound recordings to
exercise the exclusive right to distribute the @cteéd articles, conferred upon him by the
legislation of a Member State, in such a way getdibit the sale in that State of products placed
on the market by him or with his consent in anotember State solely because such distribution
did not occur within the territory of the first Mdrar State.®

The same reasoning was subsequently used in rempedents irCentrafarm v. Sterling Dru,

in regard to trademarks @entrafarm v. Winthor{§ and later inCentrafarm v. American Home
Products®. This principle was also applied to several cagesre IPR holders tried to use their IP
rights in order to prevent repackaging of goods Tlourt decisions clearly stated that after the IP
rights have been exhausted, it is prohibited tp prallel trade once the product has been legally
put on the market in another Member State by tiRed®ner, his licensee, or a person dependent

on the IPR ownef?

In December 1988, the Trade Mark Directive was &b harmonize the laws of Member States
regarding trade mark legislation. According to Ali7, paragraph 1 of the TM Directiv@he
trade mark shall not entitle the proprietor to pib@hts use in relation to goods which have been
put on the market in the Community under that tnradek by the proprietor or with his consent”.

According to the same Atrticle 7, paragraph 2, “Geaph 1 shall not apply where there exist

3 L. Hancher & W. Sauter, EU Competition and InsrMarket Law in the Health Care Sector, 112
(2012)see alspJudgment on 8 June 1971C0@ase C-78/70 Deutsche Grammophon GeschellschaftmbH
Metro-SB-Grossmarkte GmBH&Co0.KG (Deutsche Grammopgiid71] ECR 487, para 6

3% Case C-78/70 Deutsche Grammophpara 13

3% Judgment of 31 October 1974 @aseC-15/74 Centrafarm BV et Adriaan de Peijper v. [8tgrDrug
Inc. (Centrafarm v Sterling Drug]1974] ECR 1147

37 Judgment of 31 October 1974 @ase C-16/74 Centrafarm BV et Adriaan de PeijpeWinthrop BV
(Centrafarm v Winthorp974] ECR 1183

38 Judgment of 10 October 1978 @ase C-3/78, Centrafarm BV v. American Home Pral@urp.
(Centrafarm v American Home Producf$979]

ECR 1823

3. Hancher & W. Sauter, EU Competition and Inggéiarket Law in the Health Care Sector, 112 (2012)
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legitimate reasons for the proprietor to opposthkrrcommercialization of the goods, especially

where the condition of the goods is changed or iragafter they have been put on the markt”.

In Merck v. Primecrowft, the Court had to answer the question, whethere pregulation of
pharmaceuticals and expired patent protection wpsglify not applying the regional exhaustion

of IPRs*? This was the first time the special nature ofggharmaceutical sector was discussed.

Price regulation was regarded not to justify theak&on from the regional exhaustion rule. In fact,
AG Fennelly argued that a patent right does ndtfjua monopolistic profit, alleging explicitly

that “the fact that the application of such pri@mtrols may, along with various other factors,
affect the potential profits of pharmaceutical pé&tes is not relevant for the interpretation of the
balance between the free movement of pharmaceytroalucts and the protection of national
patent rights** The Court agreed on this point with AG Fennellyfsnion. Thus, it confirmed

previous rulings where price differences and nomvaaized price controls in the pharmaceutical

sector are not relevant when assessing whetheictists to exports are anti-competitidfe.

3. Competition Law and Intellectual Property in théehmal Market

Competition law has an ability to regulate the eisgr of IPR’s. The recent cases in the
pharmaceutical industry show that the reach of aitipn law has expanded further. Competition
rules have developed to a second level of IP réigalawhich concerns anti-competitive conduct

unregulated by the IP legislation. It has been edgtnat IPR legislation and Competition law

40 First Council Directive 89/104/EC of 21 Decemb888 to approximate the laws of the Member States
relating to trade marks [1989] OJ L 159/60; now ated as Directive 2008/95/EC of the European
Parliament and of the Council of 22 October 2008gproximate the laws of the Member States relating
to trade marks (Codified version), [2008] OJ L 2%5(Trademark Directive)

41 Judgment of 5 December 1996Jinined Cases C-267/95 and C-268/&rck & Co. Inc., Merck Sharp

et Dohme Ltd and Merck Sharp Dohme Int. Serviceg. B¥imecrown Ltd et a[1996] ECR I-628%Merck

v Primecrown)

42 C. DesogusCompetition and Innovation in the EU RegulatiorPbfarmaceuticals: The Case of Parallel
Trade, 148 (2011)

43 Advocate General Fennelly doined Cases C-267/95 and C-268/95, Merck v. Priaveg [1996] ECR
[-6285, para 163; C. DesoguSompetition and Innovation in the EU RegulatiorPfarmaceuticals: The
Case of Parallel Trade, 148-149 (2011)

44 C. DesogusCompetition and Innovation in the EU RegulatiorPbarmaceuticals:

The Case of Parallel Trade, 149 (20EEe alsp Joined Cases C-267/95 and C-268/®rck v.
Primecrown para 47 an€aseC-15/74 Centrafarm v. Sterling Drug
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should be equal under EU law, or that Competitema $hould give way to IPR legislation in the

name of innovation, since IPRs provide major inis@stto innovatoré®

Effective or workable competition means that congsuare subject to reasonable constraints to
competition, from competitors and customers, arat tompetition authorities ensure such
constraints exist on the markétEU competition policy appears to be based on tlea iof
effective competition with the goal of maintainiitgvithin the single market. It has also been
argued that minor price competition is first ofatesult of strategic behavior of the manufactyirin
pharmaceutical industry, aiming at reduction ofaflar imports*® Based on these arguments, the

efforts of the Commission to support parallel intpaeem quite logical.

Generally IPRs and Competition law have the sama: gmnsumer welfare and innovation.

However, the means differ. Intellectual property latfers exclusive rights for the encouragement
of innovation through a monetary compensation, e&grcompetition law promotes innovation
through the free market access and prevention retlosure’® IPRs are monopolistic in their

nature, since they give their owners a possibtlityprevent competitors from using the same
inventions and brands. This has an effect to hinddiminish competition. As a result, the owners
of IPR can place higher prices for the goods. Theates a conflict between IPR and Competition
law.>° There are opinions stating that IP law itself vibbhlance the incentive and innovation
needs with market access. One could though oppaséot the reasons that IP legislation cannot

regulate issues of competition law.

The search for the balance between competitionalasv IPRs has been ongoing for over forty
years by the European institutions. The first cageere the application of the Article 101 TFEU

to an agreement to restrict parallel imports wassiwered, wa€onsten and Grundig The case

4 3. Anderman & H. Schmidt, EU Competition Law antkllectual Property Rights: The Regulation of
Innovation 3-4 (2011)

46 C. Waelde, Contemporary Intellectual Property lzawl Policy 869-870 (20143pe alsdR. Whish and
D. Bailey, Competition law, note 2, 18 (2012)

47 C. Waelde, Contemporary Intellectual Property leal Policy 869-870 (20143ee alsoW.R Cornish,

D Llewelyn and T Aplin, Intellectual Property: Pate, Copyright, Trade Marks and Allied Rights, gara
1-39 - 1-47 (2010)

48 M.K. Kyle, Strategic Responses to Parallel TratBER Working Paper, 24

49 C. Desogus, Competition and Innovation in the EgiRation of Pharmaceuticals: The Case of Parallel
Trade, 79 (2011)

0T. Hays, Parallel Importation under European Uniaw 114 (2004)

°1 Joined Cases C-56/64 & C-58/64, Consten and Grundig
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law of the European Courts and the Commission’ssamsts show that the focus has been on
protection of so called intra-brand competitiont, imter-brand?? Thus, restrictions on intra-brand

competition have regularly been disapproved, ewvenituations where a potential increase of
competition between the brands would have beenrappaeven sometimes preventing a new
product from entering the market. This priority sisa¢he importance of EU internal market, driven

both by the Commission and the Coufs.

EU Competition law is not as such restricting tee af IPR, only where the circumstances of the
use or licensing of IPR becomes so extraordinaayttie underlying policy of the grant of these
rights is threatened, Competition law determinestiver there is a violatiot.Article 101 TFEU
prohibits agreements which may affect trade betwdember States with an object or effect of
preventing, restricting or distorting competitiam the common market. Article 102 of TFEU
prohibits abuse of a dominant position by undertg&j which may affect trade between Member
States?®

The ECJ drew distinction between the existenceexmeticise of IPRs ionsten & Grundigand
provided that the use of IP could be infringingiélg 101, if the distributor would enjoy absolute
territorial protectiorr® However, the Court changed its policyNtaize Seed$ where the vertical
exclusive licenses were assessed to be pro-compefitis change culminated to the Technology
Transfer Block Exemption (TTBER) in 1996. Today thain element of regulating the licensing
is the new TTBER from 2004 and the guidelines, Whiave taken more economic approzth.
The ECJ has regularly pointed out that in ordezdiablish an abusive conduct corresponding to
the exercise of IPR there has to be some ‘additfactors’ or ‘exceptional circumstances’ for the
elimination of competition. However, it has hel@tin the conflict situation, the exercise of IPR

should yield to competition law.

52 Inter-brand competition occurs between differemissitutable products, whereas intra-brand conipetit
occurs between the same pharmaceutical products.

53], van Bael & J-F. Bellis, Competition Law of tB®iropean Community, 211 (2010)

54 G. Tritton, Intellectual Property in Europe, 20081

%5 Treaty on the Functioning of the European UnioREU), OJ C 326, 26.10.2012

% R. Whish, Competition Law, 763 (2009)

57 Judgment of 8 June 1982Qase C-258/78, L.C. Nungesser and Kurt Eiseleni@ission (Maize Se€ds
[1982] ECR 2015

%8 3. AndermanThe new EC competition law framework for technokogysfer and IP licensingResearch
handbook on intellectual property and competiten in Drexl, J. (Ed.), 109 at 109-110 (2008)

% S. Anderman, H. Schmidt, EU Competition law angtllectual Property Rights — The Regulation of
Innovation, 18-19 (2011)
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In Parke-Davi§®, the ECJ established that the mere use of IPRmtutesonflict with Competition
law, however certain abusive use can violate comnpet This requires finding an additional
element to the normal exerci¥eThe permitted exercise of the IPR was testeHaffman-La
Roché&?, where the Court concluded that if the trade nhak not been used as a tool for the abuse
of a dominant position, the exercise of the tradeknis lawful although the undertaking has a
dominant position. IVolvothe Court declared that under Article 102 thesafto grant a license
does not itself constitute an abuse of a dominasitipn.®® The Court confirmed this position in
Magill and IMS Health stating however that the exercise of the IPR inighexceptional

circumstances be abusite.

V. Restrictions to Pharmaceutical Parallel Trade

The players of the pharmaceutical industry, i.e. ttenufacturers and parallel importers, have
ended up in several disputes resolved throughessttits or court trials. The original producers
have been claimed for hindering the entry of patathported products into the market. Also some
differences in the aims of IPRs and Competition lzave resulted in legal actions. Both the
arguments of the decisions and defence statemawésihcluded different opinions, first, on the

nature of the pharmaceutical sector deviating father industries because of regulation, R&D
expenses and safety of medicines and, secondtecacceptability of restricting parallel imports

of pharmaceutical®

Pharmaceutical companies have presented a vievh#hanstable activities of the parallel traders
create demand unpredictability and supply chaimleras leading to allocation inefficiencies so
that manufacturers might not meet the requiredksteeels needed for consumers in Member

States. Consequently, they have introduced diftedeial pricing strategies to reduce the price

€0 Judgment of the Court on 29 February 1968ase C-24/67, Parke Davis and Co. v Probel

61 A. Kur & T. Dreier, European Intellectual Propekigw: Text, Cases & Materials, 395 (2013)

62 Judgment of 23 May 1978 in Case C-102/Fbffman- La Roche et Co v. Centrafarm
Vertriebsgesellschaft Pharmaceuticher ErzeugnisBélNHoffman- La Rochg)978] ECR 1193, para 16
63 Judgment of the Court on 5 October 198&ase C-238/87 Volvo AB v. Erik Veng Ltd (Volvo)B]98
ECR 6211para 11

64 Judgment of the Court on 6 April 1995Joined Cases C-241-242/91P, Radio Telefis Eire&rE)
and Independent Television Publications Ltd (ITPCemmission (Magill)[1995] ECR 1-743, para 50;
and Judgment of the Court on 29 April 2004Gase C-418/01MS Health GmbH & Co. V. NDC Health
GmbH & Co.,[2004] ECR I-5039

® L. Hancher,The EU pharmaceuticals market: parameters and paylsvinMossialos, E. (Ed.), Health
Systems Governance in Europe: The Role of Europeén Law and Policy, 635 at 662 (2010)
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differentials between markets which would reduesaiticentive for parallel trade. Another strategy
is the supply quota system, which usually restsaggplies to wholesalers. In terms of Competition
law, supply quotas may breach Article 101(1) TFEthé manufacturer has made an agreement
with the wholesalers. Otherwise it might only beuglat if the manufacturer has a dominant
position on the market. Dual pricing might be cdesed as breach of Article 101 TFEU, if there
Is an agreement, or Article 102 TFEU, if the sugpis dominant on the market. However, under
certain conditions, both of these strategies mighéxercised®

Competition policy pursues several objectives.tiirenhancement of efficiency; secondly, the
protection of consumers and; thirdly, creation sfregle market. However, these objectives have
not remained stable over tifieThe Commission Guidelines on Article 101(3) sttt the goal

of EU competition rules is to protect competitionarder to enhance welfare of consumers and
secure efficient resource allocation. Agreemengtricgéing competition may have efficiency
benefits which promote competition. Such effici@samay result in additional value by means of
lower production costs, better quality or innovatad new products. If such agreements’ net effect
promotes competition through better goods and bptiees to the customers, i.e. pro-competitive
economic effects outweigh anti-competitive effectisey meet the objectives of the EU

competition rule$®

The case law other than in pharmaceutical sectow ghat agreements aiming at prohibiting

parallel trade have been regarded as having theciolifje prevention and the restriction of

competition, thus breaching Article 101(1) TFEU.eTpractices that a dominant undertaking

might apply in order to prohibit parallel tradechuas a refusal to supply, have generally been
caught by Article 102 TFEU if they are not objeetiyjustifiable®®

% L. Hancher,The EU pharmaceuticals market: parameters and paylsvinMossialos, E. (Ed.), Health
Systems Governance in Europe: The Role of Europegon Law and Policy, 635 at 662-663 (205@e
also,Joined Case€-2/01 P and C-3/01 BAI and Commission v. Bayg004] ECR 1-23; Case T-41/96
Bayer v. Commissiof2000] ECR 11-3383;Case T-168/01GlaxoSmithKline Services v. Commission
[2006] ECR 11-2969

67 P. Graig, G. de Blrca, EU Law: Text, Cases anceN&s, 959-960 (2011)

%8 EU Commission Guidelines on the Application ofiéle 81(3) of the EC Treaty (now 101(3) TFEU) of
27 April 2004, OJ C/101, para 33

8 L. Grigoriadis,Application of EU Competition Law in the Pharmadeait Sector: the Case of Parallel
Trade European Business Law Review 25(1), 141 at 1844p see alspJoined Cases C-56/ & C-58/64,
Consten and Grundig; Case C-19/Wfiller v. Commission, [1978] E.C.R. 131; Joined €a<-32/78, C-
36/78; C-82/78, BMW Belgium SA and others v. Cosion§1979] ECR 2435; Case C-551/03, General
Motors BV v. Commission, [2006] ECR 1-3173
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Although the restrictions to parallel trade in athectors have generally been regarded restrictive,
the pharmaceutical sector might need special trettohue to its special nature. The arguments to
prefer the special treatment are based on sevactdrs: the strict regulation of prices in the
pharmaceutical sector, the impact of parallel tradethe innovation incentives of the
pharmaceutical manufacturers, and the effect dli@htrade on consumers and social health care

funds’®

The first case where the Commission expresseddtg on the pressure of the manufacturers of
pharmaceutical sector on their dealers ®asdoZ’. Both the ECJ and the Commission regarded
the behaviour of Sandoz as an attempt to reduedi@laaxports from Italy to other Member States

through arrangements with wholesalers. Accordinght ECJ, this constituted an agreement
which is prohibited by Article 101(1) TFEB.The special characteristics of the pharmaceutical
sector in relation to parallel trade were not auésat that time and accordingly, the EU Courts

considered this only in latter cas@és.

In Bayer® (Adalat), the ECJ did not take a stand on the mattether the practice between a drug
producer and wholesalers of supply limitations wdseach of EU competition legislation as it
considered that unilateral supply restrictionsh®ydrug producer did not constitute an agreement
between the producer and its distributors. The naght have been in the Commission’s view a
defeat concerning its policy towards companiesgytio prevent parallel trade. This case was a
victory for the pharmaceutical manufacturers, bdisaouraging precedent for the parallel traders.
It can be said based on this judgment that manwiad, in order not be caught by Article 101,
should set unilateral measures and avoid any itidica of an invitation to confederate.
Limitations of supply by a non-dominant playerhistcase proved not to be breaching competition

law, but monitoring and sanctioning policies migbetdangerous in that regafd.

0. Grigoriadis,Application of EU Competition Law in the Pharmadeait Sector: the Case of Parallel
Trade European Business Law Review 25(1), 141 at 1044p

1 Judgment of the Court on 11 January 199Case C-277/8%Bandoz prodotti Farmaceutici SpA v.
Commission (SandqZ)1990] ECR 1-45

2 C. DesogusCompetition and Innovation in the EU RegulatiorPbfarmaceuticals: The Case of Parallel
Trade, 130-131 (2011)

3 A. Montesa LloredaParallel Trade in the Pharmaceutical Industry franCompetition Point of View,
in H. Kanninen, N. Korjus, A. Rosas (Ed.), EU Comipeni Law in Context, 239 (2009)

4 Judgment of the Court on 6 January 2004cimed Cases C-2/01 P and C-3/01 P, BAI and Cononiss
v. Bayer [2004] ECR 1-23

S A. Montesa LloredaParallel Trade in the Pharmaceutical Industry franCompetition Point of View,
in H. Kanninen, N. Korjus, A. Rosas (Ed.), EU Comipeni Law in Context, 244-245 (2009)
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It can be concluded that the more economic apprstted from th®ayer (Adalat)case, when
both the CFI and ECJ qualified the restrictionsBayer more like unilateral conduct than an
export ban, which would fall within the scope oftisle 101 TFEU. They implicitly ruled
favourably towards Bayer’s quantity restrictioig.he risk of examining the limitation of supply
through Article 102 TFEU might have pushed the nfacturers to try other means, such as dual

pricing.””

A significant EU-wide precedent regarding supplstrietions, potentially limiting parallel trade,
was the preliminary ruling by the ECJSot Lelo% in 2008. It concerned the abuse of a dominant
market position, caused by restrictions on suppbesholesalers dealing with parallel exports.
However, the Court established that even a suppitbra dominant market position may refuse
to supply a wholesaler with an order which is nolimary, even though the refusal is clearly aimed
at restricting parallel trade. On the other hanahe case of an ordinary order, a drug company
holding a dominant position cannot refuse to sugpiythe reason that the wholesaler plans to
take the products to other Member States. Whiler¢hesal to supply with ordinary drug orders
was regarded as an abuse of a dominant positiengebision does not entirely prohibit supply

limitations as an abuse of dominariée.

In GSK v Commissidf restrictions to parallel trade in pharmaceutieadse clarified, particularly

in regard to so called dual pricing systems. GSKrged different prices from the wholesalers
depending on the final destination of the prodifcthe product was meant for use in Spain, a
lower price applied; if it was meant for exportdhigher price was charged. Several wholesalers
and their organizations complained about this pradio the Commission. In May 2001, the
Commission made a decision stating that GSK’s glaeconstituted a contractual arrangement

aimed at blocking parallel imports and thus bredcheicle 81 EC (now 101 TFEU). However,

6 C. Desogus, Competition and Innovation in the EdgRation of Pharmaceuticals: The Case of Parallel
Trade, 137 (2011)

7 A. Montesa LloredaParallel Trade in the Pharmaceutical Industry franCompetition Point of View,
in H. Kanninen, N. Korjus, A. Rosas (Ed.), EU Conitimt Law in Context, 245 (2009)

8 Judgment of the Court on 16 September 20QBined Cases C-468/06 to C-478/06 Sot. Lélos lai Si
EE and Others v. GlaxoSmithKline AEVE FarmakeftiRomonton formerly Glaxowellcome AEVESot
Lelos),ECR 2008 1-07139

® A. Ezrachi, EU Competition Law: An Analytical Geaido the Leading Cases, 246-248, (2012)

8 Judgment of the Court on 6 October 2009dimed Cases C-501/06 P, C-513/06 P, C-515/06 PGind
519/06 PGlaxoSmithKline v. Commissid@laxoSmithKline Services Unlimited v. Commissiorthef
European Communitig$slaxo)[2009] E.C.R. 1-9291
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the ECJ came to a different conclusion than the i@ssion, as the Commission had not presented
sufficient arguments of the negative consequenttw@ractice and had not investigated closely
enough the potential efficiency benefits of thecpice meant by the exemption under Article 81(3)
(now 101(3) TFEU}!

Restrictions to parallel trade by dominant compammay fall under Article 102 TFEU. In order
to identify the competitive restrictions towardse tondertaking in question and whether the
dominant position exists, it is necessary to defireerelevant product and geographic mafket.
The definition of a relevant market helps to essdblthe boundaries of the competitive
restrictions® The ECJ has stated {Dontinental Canthat: “... [tlhe definition of the relevant
market is of essential significance, for the pasisgs of competition can only be judged in
relation to those characteristics of the produttguestion by virtue of which those products are
particularly apt to satisfy an inelastic need arel@nly to a limited extent interchangeable with

other products®

The products or services substitutable or interghahle with the product in question define the
relevant product marké®. The ECJ held irHoffman-La Roche“The concept of the relevant
market in fact implies that there can be effecteenpetition between the products which form
part of it and this presupposes that there is fecgrit degree of interchangeability between ail th
products forming part of the same market in saaa specific use of such products is concefied”
The objective characteristics which meet the comsumeds and competition conditions as well
as the structure of supply and demand are considé@tee boundaries of the market are often
determined with the SSNIP t&&t

81 C. Petrucci,Parallel trade of pharmaceutical products: the E@adally speaks - comment on
GlaxoSmithKlingEuropean Law Review 35(2), 275 at 275-276 (2010)

82]. D. C. Turner, Intellectual Property and EU Cetitjpn Law, 80 (2010)

8 C. DesogusCompetition and Innovation in the EU RegulatiorPbfarmaceuticals: The Case of Parallel
Trade, 54 (2011)

84 Judgment of 21 February 1973 @ase C-6/72 Europemballage Corporation and Contiae@an
Company Inc. v Commissigi€ontinental CanECR 215, para 32

85 The Commission defines the relevanoductmarket as follows: “A relevant product market coisgs
all those products and/or services which are reghes interchangeable or substitutable by the coeisu
by reason of the products' characteristics, thigep and their intended use”. See, Notice on diimition
of the relevant market for the purposes of Comnyuroimpetition law [1997] OJ C372/5, para 7

8 Case 85/761offmann-La Roche v. Commissi@ara 28

87 1.e. Small but Significant and Non-transitory lease in Price; The SSNIP test is a hypotheticakpri
increase test, which consists a small (5% to 10%%pbrmanent change in prices. This change is sedly
in the sense that whether the consumers would lswotother substitute products. If the price inseess
not profitable due to the loss of sales as a reduthe substitution, these additional substitutedpcts
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Defining the relevant market is not straightforwardhe pharmaceutical sector, which has been
recognized in the economic and legal literaturee @Hferences in the characteristics of drugs,
price controls and limited consumer choice explhia difficulty to use the SSNIP test in a
traditional manner to the pharmaceutical mafReéEherefore, under EU competition law, the
definition of the relevant product market of phaceticals is made according to the ATC
(Anatomical Therapeutic Classification) syst&hifhe pharmaceutical products are classified
under five different groups on the basis of theaogyor systems on which they act and the

chemical, pharmacological and therapeutic propetiie

The ATC classification is used in a number of memdgcisions, however it has not been dealt
under the 102 TFEU before tetraZenecd case. The company was found to be dominant on
the proton pump inhibitors market with the prodlaisec’, which contains omeprazole. The
Commission first analysed the ATC 3 level, whichlimled ‘H2 blockers?, but then narrowed
the market to the mere omepraztl@he change in the market definition was one ofrttaén
impacts of this case. Commission chose to highlightmode of action rather than the therapeutic
use. Losec (a proton pump inhibitor) and H2 bloskeorked in a totally different way, so they
were put into different markets even though theyehareviously treated similar problems. This
suggests that an undertaking with a patent prategt@rmaceutical product which uses a new
biochemical action could be likely to be considenagling market power at least according to the

Commissior?*

include to the relevant market. See in this effét:DegosusCompetition and Innovation in the EU
Regulation of Pharmaceuticals: The Case of Parbthde, 57 (2011)

8 C. Desogus, Competition and Innovation in the EdgRation of Pharmaceuticals: The Case of Parallel
Trade, 60-61 (2011)

8 The ATC system was developed by the European Ritaumical Market Research Association
(EPhMRA).

% F, Liberatore, UK calls for ban of parallel tranfeprescription medicines - what are the EU contiosti
law implications?, ECLR, 189 at 191 (2013)

1 Judgment of the Court on 6 December 201Qase C-457/10 AstraZeneca v. Commission (Astrazgnec
[2013] 4 C.M.L.R

92H2 blockers were used for the treatment of paptiers before the omeprazole

9 C. DesogusCompetition and Innovation in the EU RegulatiéiPbarmaceuticals: The Case of Parallel
Trade, 69 (2011)

% M. Cole,Pharmaceuticals and competition: first strike t@ tBommission®.C.L.R. 34(5), 227 at 230
(2013)
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However, parallel trade is not concerned with Hiilearnd competition i.e. competition between
different substitutable products, but the caseparallel trade concern the trade of the same
pharmaceutical product (so-called intra-brand cdipe). Therefore, the General Court noted in
GlaxoSmithKlinghat accepting that all the drugs capable of beegllel imported in a certain

Member State would constitute a product marketpistotally incorrect?

V. Conclusions

In the EU, parallel imports of pharmaceuticals flsh due to encouragement from the
Commission and the Courts, referring to the pritecgd free movement of goods and creation of
a single market through the exhaustion principiecdntrast, pharmaceutical companies consider
that parallel imports diminish their ability to iest in R&D due to lower returns. Parallel traders
have been claimed to be ‘free riders’ as they akpliginal drug companies’ ready investments
without being responsible, e.g. for coverage ofpfiep. Thus, these companies search for legal

grounds to prevent parallel imports of their oraiproducts.

The promotion of a single market on one hand, anteption of IPRs, on the other hand, has

created contradictory interests, requiring recaawodn by the ECJ. The search for finding a

balance between these interests has been goirg dadades through the harmonization attempts
by the Commission and trough interpretative workhef EU Courts. Fror@onsten & Grundig

the EU Courts have distinguished the existence exmicise of an IPR. Therefore, the mere

existence of an IPR as such is not anticompetitbrdy the exercise of an IPR as means for

restriction of competition might prove to be aga@smpetition law.

In the pharmaceutical industry, IPR is a vital mdrthe business and thus companies aim at larger
market powers with the help of patents. Traditinalll artificial restrictions to parallel trade
have been considered as a severe breach of cometithich have not been exempted on
efficiency grounds under Article 101(3) TFEU. Recease law in the pharmaceutical sector,
however, have shown light towards an economic ambravhich takes into account the special

characteristics of the pharmaceutical industry #red economic impact of parallel trade. It is

%F. Liberatore, UK calls for ban of parallel tradepeescription medicines - what are the EU comijmetit
law implications?, ECLR, 189 at 191 (2013ge alsoCase T-168/01 GlaxoSmithKline Services v.
Commission[2006] 5 C.M.L.R., para 159
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though questionable whether the economic approactbe promoted in Competition law. These

issues are discussed in more detail in subsegbhapters.
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C. The Specific Features of the European PharmaceutitMarket

l. Introduction

Pharmaceuticals are essential for the modern spsiete they preserve health, treat diseases and
are also very cost-effective comparing to surgicateedings. Pharmaceuticals, however, account
a great proportion of governments’ health expemeguThe public and regulators have claimed
that drugs are too expensive which might impairgpésg’ access to medicines and therefore limit
their right to health. Governments have createféidint policy tools to control excessive prices.
These price differences have created a favourabMiramment for parallel traders of

pharmaceutical®

Pharmaceutical research has in the last thirtysyesated a health revolution, which can be seen
in more effective drugs increasing life expectaayg the quality of life. Drugs treat many diseases
and conditions supplementing nutrition, sanitato medical care. Pharmaceutical business is
one of the most profitable in the world. Pharmaicaliindustry is global; however, the largest
companies are located in North America, EuropeJapa@n which are often called as ‘big pharma’.
While the market is dominated by this ‘big pharmgeénerally pharmaceutical industry can be
considered dynamic, with a good level of entry efvnfirms. The market has become more
concentrated after the wave of mergers in the 198@sefore drugs are sold by fewer firms. This
has a negative impact on the degree of compefifion.

The EU pharmaceutical policy has as its objectieesnsure a high level of innovation and to
secure public health as well as to provide a coitiyetindustry of pharmaceuticals. Medicines
should be safe and effective and access to medisimeuld be affordable. Although the European
Medicines Agency (EMAY has legislative powers in pharmaceutical licensind marketing, it
has less influence on prices and purchasing ofsdrTige role of Member States is crucial in that
aspect in spite of secondary legislation approvetthe EU level, which is forming the market
paths. National price and profit controls have alsanpact on the competitiveness of the industry.

% C. DesogusCompetition and Innovation in the EU RegulatiorPbfarmaceuticals: The Case of Parallel
Trade, 1 (2011)

9 Ibid at 12-14

% Information available online athitp://www.ema.europa.eu/emaét visited on 4 May 2014
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These controls have often claimed to be one afnjer factors for the difference of the European

research industry compared to that of the®¥S.

The TFEU protects free movement of goods, whiclil gliarantee access to pharmaceuticals and
other medical products on national markets. EU s#a&ry legislation gives guidance on sales
authorization of most of these products, and Men8iates are not entitled to block the trade
through their own legislation with the aim of pretiag public health®® However, not all the
products are under this guidance and national mecgilation is still legitimate. Moreover,
pharmaceutical regulation is weakly harmonizedeesly in regard to price and profit control.

In addition, IPRs impact on the partitioning of tiegions into separate national markéts.

This Chapter examines the specific features ofpthermaceutical industry at the EU level. In
order to be able to analyze competition matteted|to blocking of parallel imports, it is highly

important to first investigate the characteristidsch make pharmaceutical industry special from
the Competition law point of view.

I. Regulation in the Pharmaceutical Market

1. Competence in Public Health

In accordance with Article 168 TFEU, as a horizbotgective, human health has to be protected
and ensured on the highest level in all policies activities of the EU. However, its paragraph 7
imposes a limit on the EU activities in the areguoblic health stating that Member States shall
carry full responsibility for the organization oédlth and medical care. Thus, the EU’s role is
limited to encourage Member States to mutual cajmer, give support by request and
complement national policies. This kind of shareanpetences in the health care issues means

that price differentials caused by national regafratre fully legitimate according to the TFEU

% L. Hancher,The EU pharmaceuticals market: parameters and pagiswinMossialos, E. (Ed.), Health
Systems Governance in Europe: The Role of Europe@on Law and Policy, 635 at 635-636 (2010)

100 Council directive 89/105/EEC of 21 December 1988ting to the transparency of measures regulating
the prices of medicinal products for human usethait inclusion in the scope of national healthuinagmce
systems [1989] OJ L40/8

1011 . Hancher & W. Sauter, EU Competition and Ingéidarket Law in the Health Care Sector, 110-111
(2012)
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provisionst® As the pricing and reimbursement systems of tremhceuticals are determined
solely by the Member States, harmonization is Behito the provisions of the Transparency
directiveé'®® and the Directive of Medicinal Products for Humase%*,

2. Obligation to Supply Medicines

According to Community legislation, pharmaceuticanufacturers and wholesalers are obliged
to: “ensure appropriate and continued suppliebatfrinedicinal product to pharmacies and persons
authorized to supply medicinal products so thatrieeds of patients in the Member State in

question are covered®®

3. Marketing Authorizations

In the past, companies wishing to launch a new omsglihad to apply separately for an approval
in each EU member state, which had different lamaards on drugs. The single market approach
for pharmaceuticals led the EU to establish tworeygd procedures in 1995. However, the
approval alone is not enough in order to sell dingbe majority of EU countries: almost all EU
Member States use a strict price regulation onrmpheeuticals, forcing traders to carry out lengthy
negotiations with health authorities. Additionabpme Member States determine that the starting

price shall be at the average or even minimum peieel compared to other countri€s.

In order to get a marketing authorization, grafitedthe Member State or the European Medicines
Agency (EMA,formerly EMEA), a pharmaceutical company has to show reke@sults of the

102 . DesogusCompetition and Innovation in the EU RegulatioiPbarmaceuticals: The Case of Parallel
Trade, 186 (2011)Para. 1 of Art. 168 TFEU, reads as follows: “The ibm action shall respect the
responsibilities of the Member States for the daim of their health policy and for the organisani and
delivery of health services and medical care. Tésponsibilities of the Member States shall incltrae
management of health services and medical cardgtandllocation of the resources assigned to them.”

103 Council Directive 89/105/EEC of 21 December 1988ating to the transparency of measures regulating
the prices of medicinal products for human usethaut inclusion in the scope of national healthunasmce
systems, OJ 1989 No L40/8; 18.03.2013 the Commmidsie adopted the amended proposal for the above
mentioned directive, COM/2013/166 final/2

104 Directive 2001/83 on the Community code relatingrtedicinal products for human use, as amended
by Directive 2004/27, amending Directive 2001/83lvem Community code relating to medicinal products
for human use, [2004] O.J. L136/34

105 Art.81(2) of Directive 2001/83

106 p.M. Danzon & A.J. Epsteirkffects of Regulation on Drug Launch and Pricinglnterdependent
Markets National Bureau of Economic Research Working Pageé41, at 9-10, (2008)
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safety, quality and effect of a medicinal produlthe pharmaceutical company or other party

launching the medicine may choose which of two edoces they prefer.

Encouragement of parallel trade in pharmaceuticatbe EU has sometimes accompanied the
harmonization of the approvals. ThusPa Peijpet®’in 1976, the ECJ stated that product testing
which was performed in the Member State of origiawdd be accepted by the importing Member

State. Thus, the imported product does not requave extensive tests guaranteeing the product’s

safety, quality and efficacy®

Due to the fact that information protecting puliigalth has become available to the controlling
authorities in the Member State once the produstpud on the market for the first time, a parallel
imported product is subject to a simplified authation process compared to the one needed for
the original product provided, however, that th@amed product has a marketing authorization
in the Member State of origin. It also has to bessantially the same as the product which has
been granted a marketing license in the destinatomtry. The license for the parallel imported
product remains valid even if the original manufiaet later cancels it in the destination country.
According to the Commission, the parallel impocehse may be refuted only on the grounds of

public health safeguardint§?

4. Price Regulation in Pharmaceuticals

EU Member States have the right to control thearptaceutical expenses which form a big part
of the health care budgéfs. However, this shall not result in discriminatiogaist parallel
imported products. In general, the ECJ has ap@radie 34 TFEU to pricing controls of medicine
less strictly so far they do not cause barrietsate. The party who invokes Article 34 TFEU shall
show that price regulation constitutes discrimiatiagainst parallel imports, e.g. when the

regulation does not allow including into price aa#tions costs, which have occurred outside the

107 Judgment of 20 May 1976ase C-104/7%Rdriaan de Peijper, managing Director of CentrafaBW
(De Peijper)[1976] ECR 613.

108 | . Hancher & W. Sauter: EU Competition and Intérstarket Law in the Health Care Sector, 111
(2012)

109 5, Valliluoto, Laakehuollosta ladkemarkkinoihilArvoketju ja Saantely, Kilpailuviraston Selvityksia
2/12, at 57see alspCOM/2003/839final, Commission Communication onaflal imports of proprietary
medicinal products for which marketing authorizatidhave already been granted

110 Article 168(7) TFEU
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Member State. The same concerns price freezesrafidrpgulation which may infringe Article

34 TFEU in case importers are not allowed to redbefr costs!

Thus, for example in cas€@ommission v. Belgiumnd Commission v. Itak}? the Commission
failed to prove that price and profit regulationtbése two national regimes was discriminating

against parallel imported products and thus the iglh&ld the legality of the national regulations.

An imported product is not allowed to entry the kediof a Member State which has not included
it into the list for imbursement by its health céuad. InRousse(1983) andDuphar(1984)*3the

ECJ took a balancing view on the interests of Manftates trying to keep health costs at a
reasonable level through price controls against ftee movement right of pharmaceutical
companies. Ilbupharthe ECJ concluded, based on objective critere, ahnational regime for
controlling the costs was justified as pharmacalBgpenses were covered not by consumers but

by the social security funds?

The constant question in EU policy towards pharmtical sector is the market fragmentation,
which basically derives from divergent nationalcpriand profit controls. The Commission and
parallel traders have traditionally relied on theéngiples of free movement and undistorted
competition, as correcting factors in removing abls to trade and competition. However, the
type of intervention in question has not met thedseof this research-based industry. The presence
of parallel imports and Commission’s support tasita persistent issue in the industry. The
fragmentation of the market will continue as nagilogovernments are unwilling to give up the
sovereignty on price and profit controls to Eurapésstitutions. The harmonisation attempts of

price controls have been abandoned following tloptdn of the Price Transparency directi¥e.

1. Hancher & W. Sauter: EU Competition and Intérarket Law in the Health Care Sector, 113
(2012)

112 Case C-249/88ommission v. Belgiufii991] ECR 1-1275; Case 56/&bmmission v. Italj1988] ECR
2919

113 Judgment of the Court on 29 November 1983ase 282/8 Roussel Laboratoria BV and others v. The
Netherlands (Rouss€l}983] ECR 3849; Judgment of the Court on 7 Felyrd&84 inCaseC-238/82,
Duphar BV and others v. The NetherlariBsiphar) [1984] ECR 523

114 |, Hancher & W. Sauter: EU Competition and Intérarket Law in the Health Care Sector, 113
(2012)

115 . Hancher,The EU pharmaceuticals market: parameters and pagisvinMossialos, E. (Ed.), Health
Systems Governance in Europe: The Role of Europedon Law and Policy, 635 at 637 (2010); see also
Council Directive 89/105/EEC of 21 December 1988tneg to the transparency of measures regulating
the prices of medicinal products for human usethaut inclusion in the scope of national healthunasmce
systems, OJ 1989 No L40/8
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The harmonisation of price and profit controls igsrently on a minimal level and the reform
attempts of the Price Transparency directive hanamgly been resisted. Instead, the EU has tried

to solve the problems through political initiativessed on consultations and cooperattén.

The enlargement of the EU has brought more chadignghen the price differences have increased
and national health budgets have still signifiadisparities. The development in case law shows
that the traditional role of competition policy the pharmaceutical sector might need re-
assessment of competing targets of public healthpdwarmaceutical industry in order to ensure
both affordability of drugs and incentives for imation. This development will be discussed in
more detail in chapter D, where case law regardomgpetition in pharmaceutical parallel trade

will be examined.

[l. Innovation in the Pharmaceutical Sector

This chapter examines the importance of innovatmrpharmaceutical sector. Research and
development is vital especially for the pharmaaaltsector as it brings new innovative drugs to
the market. Parallel trade of pharmaceuticals id &areduce the prices of drugs through its
competitive effect. These two objectives can bathsben beneficial for consumers. However,
there seems to be a tension between these obgotitrech is much debated in the economic and
legal literature. As long as parallel trade reduites prices, it is beneficial for the consumers;
however the decline in manufacturers’ profits megd to a reduction of research and development
(R&D). Reduced innovation is one of the claims méxepharmaceutical manufacturers in

competition law cases, these claims will be mor@yaed in Chapter D.

R & D of pharmaceuticals takes significantly muiche and money. It takes about 12 — 13 years
to launch a medicine on the market after the a@yent was developed, and the price of a new
medicine has been estimated to be around €800millihe views on the price of developing a
medicine vary: manufacturing companies have preséahe price to be about €800 — 1000 million
euro, while in some connections the estimated pgra® been around 500 million euro, see In

addition, medical research contains several reskgyng 10 000 developed molecules only 1-2 end

116 Hancher,The EU pharmaceuticals market: parameters and pagisvinMossialos, E. (Ed.), Health
Systems Governance in Europe: The Role of Europeén Law and Policy, 635 at 661 (2010)
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up on the market as a new medicine. The resegyghiarmaceutical industry invests in R & D
more than any other industry or institution. Theestments of the researching pharmaceutical
industry represent about 17 per cent of their sd#ds. In this context, the role of the patentesys

is to enable the pharmaceutical company to redsae& the money invested in R &Y.

The pharmaceutical industry is an important sect@&urope in terms of production, revenue and
employment. In 2008, it amounted to about 3.5%hef tbtal manufacturing and 19.2% of the
R&D expenditures in the EU, therefore it can besidered one of the most successful industries
in Europet!® In 2008, the pharmaceutical industry provided @@@,employment units in regard
to R&D and invested €27,2 billion to R&D. Europeaimarmaceutical sector is performing well
and growing, but recently there have been indiaatithat the competitiveness on the EU
pharmaceutical market is not able to keep up viithdevelopment of the US industry, which is
now leading in regard to the sales revenue putR&® which invested about $38,4 billion in
200811°

The recent figures, presented in 2013 by the Eeaop-ederation of the Pharmaceutical Industries
and Associations (EFPIA), show that between 19902812 R&D investment in the US grew 5.4
times, while in Europe only 3.8 times. In 2012 Faganvested €30,000 million in R&D whereas
the investment in US was $36,810 million. Howevtlee, EU is not losing competition only to US
in this regard, since the gradual migration of R&Destments to fast-growing market such as

India, Brazil and China has taken place in recears?°

According to the European Commission, while Eursas once known as “world’s pharmacy”,
the number of new drugs originated in Europe hasedesed drastically. Until 1998, seven out of
ten new drugs originated in Europe, today onlygtoet of ten are from Europé: As a response

to the decrease in European R&D the Commissiontlaagharmaceutical industry have started

1173.Joukas, Laakevalmisteiden uudelleenpakkaaminesoiassa in K. Sorvari (Ed.), Teollisoikeudellisia
kirjoituksia XI, 25 at 101 (2010)

118 C. DesogusCompetition and Innovation in the EU RegulatiodPbirmaceuticals: The Case of Parallel
Trade, 27-28 (2011)

1191bid at 28

1201nformation reproduced online faittp://www.efpia.eu/uploads/Figures_Key Data_20dBJast visited
on 28 April 2014

121 The European Commission Press Release No. IP/B82686April 2008, “Public-Research Initiative to
boost the competitiveness of Europe’s pharmacduitidastry”
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the implementation of the Innovative Medicinesiatite (IM1)1?2. One of the major challenges

to answer with this initiative is the insufficieR&D investment in the pharmaceutical industry.

V. Conclusions

The Community legislation provides that pharmaaaltiproducers and wholesalers ensure
continued supplies to pharmacies and consumerpgbpariate medicinal products. In order to
secure that, the Commission has followed the piateminticompetitive behaviour of drug
companies probably leading to increase of pricaghA same time, national health authorities
have the right to control their medicine expensgsldfining price levels. Member States allow
only those medicines to enter their market whi@hiarthe list for reimbursement by the country’s
health care fund. National price and profit corgrbave claimed to be one of the main reasons
why the European drug industry has been losing etitigm to the US and other fast-growing

markets, especially in developing new drugs.

The EU and Member States regulate drug industtycpiéarly through their secondary legislation.
The launch of new drugs is controlled through sgeauthorization procedures. However, the
most important regulation related to the specitust of the drug industry is the price regulation
by the Member States which has partially resultecharket fragmentation as drug prices are not
converged within the EU. Therefore the remainingepdifferentials are a prerequisite for parallel
trade of medicines. The harmonization of pricesough the modernization of the Price
Transparency directive has been resisted and tblitscal consultations and cooperation have
been suggested for resolving problems. Also paraide has been seen as a harmonisation tool

due to its ability to decrease medicine pricehendountries where medicines are expensive.

The pharmaceutical sector is made special by irtrmvactivities which are the basis of the whole
research-based drug industry. The largest pahiegbtoducing process of the drugs is R&D which
takes the major share of the drug industry’s as3dtes, drug manufacturers have referred in
Competition law to these specific features, esplgcito pricing policies and innovation

development. These factors will be discussed im#x chapters.

122 Information available dtttp://www.imi.europa.euflast visited on 13 April 2014)
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D. Case Study: Dual Pricing and Refusal to Supply inte Pharmaceutical

Sector

l. Introduction

As already mentioned in Chapter B, dual pricinguagements and refusal to supply are means
used by the drug manufacturers in order to bloctklfg imports. Issues related to dual pricing
were discussed in ca&taxoSmithKline v. Commissitid Further, refusal to supply was covered
in casesSyfait?*andSot Lelo$?®. The Court dismissed caSgfaitfor procedural reasons, but AG
Jacobs gave his significant opinion in the matisgussing particularly the special characteristics
of the pharmaceutical industry and the impact ofibel imports. The Court gave its decision
regarding the same matter in c&sx# Lelos.

This Chapter analyzes the judgment@axoSmithKlinerelated to application of Article 101
TFEU, as well as cas&yfaitandSot Lelogelative to the application of Article 102 TFEUhE

judgments are analyzed from the view of speciatattaristics of the drug industry.

1. Article 101 TFEU - GlaxoSmithKline v Commission

Facts of the Case

Glaxo Wellcome SA (GW), which is a subsidiary obs&SmithKline Services Unlimited (GSK),
proposed differentiated prices for 82 pharmacelsticcaits wholesalers in Spain. According to its
sales conditions, GW sold reimbursable medicin&ptmish hospitals and pharmacies with lower

prices and charged higher prices for products d@ggoro other Member States (dual pricing

123 Judgment of the Court on 6 October 2009dmed Cases C-501/06; C-513/06; C-515/06 and Q.9
GlaxoSmithKline Services Unlimited v. Commis$909] ECR 9291Glaxqg

124 Judgment of the Court (Grand Chamber) of 31 M&@b20 Case C-53/03 Synetairismos Farmakopoion
Aitolias & Akarnanias (Syfait) and Others v. Glara®Kline plc and GlaxoSmithKline AEVED05] ECR
[-4609 Syfai)

125 Judgment of the Court (Grand Chamber) of 16 Sepeerf008 inJoined cases C-468/06 to C-478/06
Sot. Lélos kai Sia EE and Others v. GlaxoSmithKABYE Farmakeftikon Proiontd@008] ECR 1-7139
(Sot Leloy
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system)t?® In the Commission’s decision, GW had infringedidle 101(1) TFEU on the facts

that it had with its wholesalers entered into areament according to which GW charged for
reimbursable medicines meant to Spanish hospitads pharmacies lower prices, while for
products exported to other Member States prices Wgher. GW'’s request for exemption of the

agreement under Article 101(3) was rejected bydbemission:?’

Court of First Instance in GSK

The Court of First instance ruled on the matter staded that the objective of Article 101(1)

TFEU, in particular for the mission of market intagpn, is to prevent companies, who aim at
restricting competition, from reducing consumer faued. The Court came to a conclusion that
Article 101(1) is not applicable solely on the gnds that the agreement aims at partitioning of
the common market and limiting of parallel trad@iharmaceuticals. In addition to the conclusion
that the agreement has an obvious impact on tratinvthe EU, also an analysis is needed on
whether this kind of agreement has as its objeefffect the prevention, restriction or distortion

of competition on the market so that it harms thé eonsumer. This kind of analysis must be

supplemented if it is obvious that the conditiohthe agreement are not altering competifith.

The CFI found, as the Commission earlier, that Gsales conditions were in breach of Article
101(1). However, it rejected the Commission’s offreting that the object of the agreement was
to restrict competitiod?® Consequently, while it has been ruled that aneagest which aims at

limiting parallel trade must be interpreted to hageits object the prevention or restriction of
competition, it applies only when the end consummay be deprived by the agreement of
mentioned advantages. Given the judicial and ecanoantext, the CFl established that it could
not be presumed that dual pricing conditions ofadgeeement would cause competition restraint
leading to detriment of the end consumers of pheeuticals*® Considering the particular

features of the pharmaceutical sector, the CFedt#itat due to the regulation the prices of
pharmaceuticals are to a large extent removed fhenhaw of supply and demand and therefore it

cannot be presumed that parallel trade reducesspsind increases the welfare of consurhérs.

126 Joined Cases C-501/06; C-513/06; C-515/06 and G/ Glaxov Commissiorj2009] ECR 9291

127 bid

128 Judgment of the Court of First Instance 27 Sepe&2@06 inCase T-168/01, GlaxoSmithKline Services
Unlimited v. Commissioj2006] ECR 11-2969, paras 118-119

129 A, Dostert,Parallel Trade in Pharmaceutical Products Withiretmternal Market: The Recent Glaxo
Judgment of the E.C,J16 The Columbia Journal of European Law Onlirfea®26 (2009)

130 Case T-168/01, Glaxo v. Commissif2006] ECR Il 2969, paras 121-122

131 1bid, para 147
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The Court then analyzed the possible anticompetgi¥ect of the agreement and concluded that
the agreement had such effect, as it reduced ca@rsweifare by preventing the participation of

Spanish wholesalers in the intra-brand competitiimporting countries?

The CFI considered the possibility of an exemptioder Article 101(3) TFEU and stated that any
agreement restricting competition might benefitnfran exemption. In order to apply that
provision, following conditions must be sufficigndatisfied. First, the agreement must enable to
improve the manufacturing or distribution systems,to promote economic or technological
progress; second, a fair share of the benefits bripassed to the consumers; third, participating
enterprises must not be addressed any dispensaiidietions; and fourth, the agreement must not
give means for eliminating competition in relatittnan essential part of the goods in question.
Arguments and evidence must, however, be showndardo demonstrate fulfilment of those

conditions in accordance with Article 101¢3§.

The CFI considered also the efficiency effects afafiel trade and its impact on innovation. It
criticized the Commission of failing carrying outpaoper examination and did not take into
consideration all the evidence and factual argumsuibmitted by GSK. The Commission neither
reasoned its conclusion when arguing that it wagprmven: first, that parallel trade was capable
to lead to a loss in efficiency by impairing GSK&pacity for innovation; second, and that sales
conditions were capable of enabling a gain in &fficy to be achieved by improving innovatiGh.
Moreover, the CFl noted that the observation of #wdence clearly reveals that in the
pharmaceutical sector the effect of parallel trsd@mbiguous, since the gain in efficiency in the
intra-brand competition must be compared with ¢iss bf efficiency in inter-brand competitiéi.
Both the Commission and GlaxoSmithKline appealedcise to the ECJ.

132 Case T-168/01, Glaxo v. Commissif#006] ECR Il 2969, para 190
133 |bid, paras 233-234

134 |bid, para 303

138 |bid, para 296
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The Court of Justice in Glaxo

In its judgment of 6 October 2009, the ECJ rejectedapproach of the CFI regarding Article
101(1) and clarified certain issues on the appboaof Article 101(3)!3® The ECJ has already
held that agreements which aim at limiting or pbitinig parallel trade are in principle considered

to prevent competition as their objéét.

The ECJ came to a same conclusion &oin_eloghat an agreement aiming at limiting of parallel
trade is regarded restrictive of competition byalgect. It stated that “there is nothing in that
provision to indicate that only those agreementlwldeprive consumers of certain advantages
may have an anti-competitive object. Secondly,ustrbe borne in mind that the Court has held
that, like other competition rules laid down in theaty, Article 81 EC aims to protect not only
the interests of competitors or of consumers, kaat e structure of the market and, in so doing,
competition as such. Consequently, for a findireg #n agreement has an anti-competitive object,
it is not necessary that final consumers be degrofehe advantages of effective competition in
terms of supply or price”. Therefore the CFI comedtan error of law when it stated that the
agreement would only restrict competition, if itgjext or effect was shown to be restrictive of

competition as harming consuméts.

As regards the possible exemption under Article(30Q1the Court noted that in order to an
agreement being exempted under Article 101(3),ustncontribute to improve the production or
distribution of goods or promote technical or eqoroprogress. Those advantages must outweigh

the possibly resulting disadvantages for competitid

In its judgment, the ECJ clarified that the Commaisshad failed to take into account the specific
features of the pharmaceutical sector in assesbm@SK’s request for exemption. The Court

noted that the specific features of the pharmacalusector may be considered under Article

136 A Dostert,Parallel Trade in Pharmaceutical Products Withiretmternal Market: The Recent Glaxo
Judgment of the E.C.1L6 The Columbia Journal of European Law Onlinea857 (2009)

137 Seeto that effect Case 19/77 Miller International Schallplaten v. Guoission [1978] ECR 131,
paragraphs 7 and 18, and Joined Cases 32/78, 3@8/B2/78 BMW Belgium and Others v. Commission
[1979] ECR 2435, paragraphs 20 to 28 and 31; Joi@eges C-501/06 P, C-513/06 P, C-515/06 P and C-
519/06 P GlaxoSmithKline, para 59

138 Joined Cases C-501/06 P, C-513/06 P, C-515/06 PGx&d9/06 PGlaxo v. CommissiqQrji2009] ECR
9291, paras 63-64

139 Joined Cases C-501/06 P, C-513/06 P, C-515/06 PGx5d9/06 PGlaxo v. Commissiqrj2009] ECR
9291, para 9%ee to that effec€onsten & Grundig v. Commission
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101(3), when assessing the advantages and disadeanof the agreement. Thus the ECJ
recognized that no reasoagriori prevented Glaxo’s agreement to be qualified foex@mption
under Article 101(3%*°

[I. Article 102 TFEU — Syfait and Sot Lelos

1. C-53/03 Syfait v GlaxoSmithKline

Facts of the Case

GlaxoSmithKline (GSK) was distributing three phaomaticals (Lamictal for epilepsy, Imigran
for migraine and Serevent for asthma) in Greeasmfwhere some of GSK’s wholesalers were
supplying other Member States, especially the UK &ermany. In 2000, when there was a
shortage of these three products, GSK stoppedlifudfthe orders of its wholesalers and delivered
drugs to hospitals and pharmacies through the Fianmacenter AE. GSK restored its supplies to
the wholesalers very soon but with limited amouBtssed on their inability to export medicines
as much as earlier, the wholesalers took two comglagainst GSK#

They complained to the Greek Competition Commissiat GSK refused to fulfil their orders.
The Greek Commission referred to the ECJ in ordeyet clarification as to whether (and under
which circumstances) a dominant pharmaceuticarpnse may refuse to fulfil the orders so that
parallel trade is limited. However, the ECJ refusedule because it was not competent under
Article 234 of the EC Treaty, as the Greek CompetiCommission did not represent ‘a court or

tribunal of a Member State’ as required in the dett*?

140 Joined Cases C-501/06 P, C-513/06 P, C-515/06 PGx5d9/06 PGlaxo v. Commissiqrj2009] ECR
9291, paras 103-104

141 A, Montesa Lloredin Kanninen, Korjus & Rosas (Eds.), EU Competitiomlia Context at 251 (2009)
142 Turner-Kerr, PeterFinally a bit of clarity for pharmaceutical compasi; but uncertainties remain:
judgment of the ECJ in Sot Lelos kai Sia EE v GlamibthKline AEVEEuropean Competition Law Review,
30(2), at 57 (2009)
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Opinion of AG Jacobs

Despite of the decision of the ECJ, Advocate Gérlareobs gave his opinion on the matter. AG
Jacobs considered whether GlaxoSmithKline's amss/icould be objectively justified with
reference to the specific characteristics of therpiaceutical industry and the economic impact of

parallel imports.

AG Jacobs came to the conclusion that restrichiegstipply of pharmaceuticals GlaxoSmithKline
did not necessarily abuse its dominant positioenethough the intention was to limit parallel
trade. Though this kind of conduct is normally ddesed restrictive, taking into account the
specifics of the pharmaceutical market, the actimmsgd be objectively justifiett* AG Jacobs

reasoned his decision on three grounds.

Firstly, based on previous case law, the dominadertaking has an obligation to supply only
occasionally, for example when the interruptiorsopply would seriously harm competition in
the downstream markét between the undertaking and its customer or instiygply market

between the undertaking and its competitors (actupbtential)t*

Secondly, referring ttnited Brandspbligation to supply is only limited to the ordigasrders
and the undertaking could defend its commerciaradts. Furthermore, the Court has limited the

obligation to supply to dominant undertakings aritth the possibility of objective justificatiott®

Thirdly, referring to the Commission decision Microsoft and Verizoncasein United States,
when demonstrating the abusiveness of the refasalgply, account should be taken the specific

economic and regulatory context of the pharmacaliticiustry*4’

In the question whether the GlaxoSmithKline’s refus supply would be objectively justifiable,
AG Jacobs lists three factors to take into accofirst, the pervasive regulation of price and

distribution in the European pharmaceutical marketond, the possible impact of uncontrolled

143 Opinion of AG Jacobs iGase C-53/03 Syfaif2006] ECR 11-2969, paras 69-70
144ie. next stage of the production or distributibmic

145 Opinion of AG Jacobs iBase C-53/03 Syfaif2006] ECR 11-2969, para 66

146 ibid, para 67

147ibid, para 68
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parallel trade on pharmaceutical undertakings gards to the economics of the market; and third,

the effect of parallel trade upon consumers andh@asers of pharmaceuticals.

According to AG Jacobs, the pervasive regulatioth@ pharmaceutical sector at national and
Community level distinguishing it from other sect@hould not be ignored. Member States
intervene to limit the payable prices of pharmaicalg, therefore prices vary between the Member
States which makes the opportunities to parakeler Pharmaceutical manufacturers have a duty
to guarantee the availability of the pharmaceutt¢diwhich proves the fact that normal conditions
of competition do not apply for this sector. Thegde and moral obligations placed on
pharmaceutical manufacturers makes it questionablegther it is reasonable to require
manufacturers to supply wholesalers engaged iflektrade in low-priced Member Stat&s.

Considering the economic factors, the high leveéhpbvation in this industry should be taken into
consideration. Due to the high fixed costs of R&B the manufacturing process of
pharmaceuticals, the decision to develop a new yamtodepends solely upon whether the
manufacturers gain sufficient profits to recoup itheestments to R&D. Therefore manufacturers
prefer to supply markets where the price is abdwseviariable cost. Prohibiting restrictions to
supply creates a threat that manufacturers wilyl#ie launch of new products in certain markets
to avoid supplying parallel traders. This woulddéa even greater fragmentation of the matRet.

Furthermore, AG Jacobs considers the effect oflleateade upon consumers and purchasers in
Member States. In several Member States, the fargestribution towards the price of

pharmaceuticals falls to the social health insugatiterefore there are no the benefits to the hctua
consumers. Moreover, parallel trade does not allwapefit even the public bodies purchasing the
drugs, since the benefits of price differentialeated by parallel trade are being completely

absorbed as profit to parallel tradéts.

2. Joined Cases C-468/06 — C-478/06 Sot Lélos kai &mxoSmithKline

148 Article 81 of Directive 2001/83

149 Opinion of AG Jacobs in Case C-53/03 Syfait, [JED6R 11-2969, paras 77-88
150 1bid, paras 89-95

151 |bid, paras 96-99
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Another complaint was brought before the Greek @doy the applicants on GSK’s behaviour as
an abuse of a dominant position. The Greek Couftppfeal, in turn, referred to the ECJ several
questions similar to the ones asked by the Greekp@tition Commission earliép?

First in substance, the Greek Court of Appeal askkédther a dominant company’s refusal to
fulfil orders received from its dealers in orderlitoit parallel trade is an abuse of Article 102
TFEU, especially if such business is profitabledaasn price differentials caused by interference
of Member States. It also asked the ECJ to answenwuch refusal would mean an abuse in case

the first answer was negatiVe.

Sot Léloxlarified the application of Article 102 TFEU ind situation where a dominant company

had reduced supplies to its wholesalers with theatirestricting of parallel imports?

Opinion of AG Ruiz-Jarabo Colomer in Sot Lélos

Referring toCommercial Solventand United Brands AG Colomer stated that a dominant
undertaking avoiding supply of goods in a situatidrere there are no substitutes, reserving the
export market to itself, commits an abuse undeickrtl01 TFEU!>® However, in regard to the
objective justification of such action, he statest the undertaking could possibly justify its an8
when it could prove one of the following: firstathmatters of market regulation such as setting of
prices would force it to refuse supplying wholessilesecond, that the sole motivation was to
protect its legitimate interests excluding in ttése, the impact of incentives to innovate; odthir
the economic benefits of the conduct. Also the aehdnust be shown as unavoidable and
appropriate (proportionality test)®

152 Turner-Kerr, Peterfinally a bit of clarity for pharmaceutical compasi; but uncertainties remain:
judgment of the ECJ in Sot Lelos kai Sia EE v GlamithKline AEVEEuropean Competition Law Review,
30(2), at 57 (2009)

153 A. Montesa Lloredan H.Kanninen, N.Korjus & A.Rosas (Ed.), EU CompefitiLaw in Context, at
252 (2009)

134T, Graf & S. Hallouetpominant companies may not refuse ordinary ordets the aim of restricting
parallel trade: the ECJ judgment in GlaxoSmithKIBEVE,European Competition Law Review, 30(4),
194 at 194 (2009)

155 Advocate General Ruiz-Jarabo Colomer in Joinede€&5468/06 — C-478/0&ot. Lélos kai Sia EE
and Others v. GlaxoSmithKlij2008] ECR 1-7139, para 46

156 |bid, paras 121-122
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AG Ruiz-Jarabo Colomer admitted that because gbtice regulation, the pharmaceutical market
cannot be considered to operate under normal campetonditions. However, he stated that
manufacturers have some kind of influence on tieepregotiations and therefore have a degree
of strength in the markét’ Furthermore, AG Ruiz-Jarabo Colomer rejected G3gsiment that
the duty to supply in Greece prevents it from nmeptirders from the wholesaléers.

Concluding, AG Ruiz-Jarabo Colomer had an opiniwat tIGSK could not prove any possible

justifications in this case.

The Court of Justice in Sot Lelos

In its judgment, the Court of Justice states thatastablished case-law shows that the refusal of a
dominant undertaking to supply, is liable to eliati® competition in that mark&® The Court

then considered whether the conduct was abusive.

First, the Court assessed the GSK’s argument #ratlpl trade does not necessarily bring benefits
to the final consumer. The Court noted that thesssent should not be based on the fact how
much parallel trade benefits the final consumerough, the Court agreed that the benefits to
consumers might be lower than benefits to wholesaegaged in parallel trade. Regardless, the
Court was on the opinion that parallel trade isatxg of exerting pressure on prices and therefore

creates financial benefits to social health inseeaiinds and patient?

Next, the Court examined the impact of State reaguiaof prices on the pharmaceutical market.
In accordance of the view of AG Ruiz-Jarabo Colgntiee State regulation of pharmaceutical
prices and reimbursement does not entirely remoeetices from the law of supply and demand
and that manufacturers can to some point affecptiveng of those products. Furthermore, until
the expiry of the patent, price competition betwaenanufacturer and a parallel trader is the only
possible form of competition. Therefore, for theagiices of a dominant company aiming at

157 Advocate General Ruiz-Jarabo Colomedamed Cases C-468/06 - C-478/06 Sot LgRB(O8] ECR I-
7139, para 93

158 |bid, paras 94-97

139 Joined Cases C-486/06 — C-478/06 Sot Lg2308] ECR 1-7139, para 34

160 |pid, paras 53-57
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avoiding of parallel trade, can be no escape fiweprohibition of Article 102 TFEU since these

practices partition national markets and neutratieebenefits of effective competitioft

The Court also rejected the argument of GSK thedljgh trade might affect the future marketing
of pharmaceuticals in certain low-priced countriésioted that Community competition rules
cannot be interpreted in such a way that the ombyaoe left for the manufacturers would be not to

place its products on the market at'él.

The Court did not examine the GSK'’s claim of the@uaion of investments due to parallel trade,
but it stated that it would be permissible for tmelertaking to take reasonable and proportionate
actions to protect its legitimate interests aganastllel traders. It is therefore necessary tesss
whether the orders from the wholesalers are outhef ordinary:®® The Court left the
proportionality test to the referring court, to @dain whether the orders were ordinary in thetligh
of previous business relations between the manufacand the wholesaler engaged in parallel
tradel®

V. Conclusions

Pharmaceutical companies consider that speciftoifaof the sector, such as obligation to supply,
R&D spending, and price interference by MembereStahall be analyzed under Competition law,
and refer to these factors in cases brought agénest. Thus, GlaxoSmithKline referred to these
arguments irsyfaitand had acceptance for its arguments from AG 3aodt004, but no judgment
was given. According to AG Jacobs, the specialifestof the pharmaceutical sector would justify
a restriction, when it is considered reasonable@pgortionate. AG Jacobs was willing to give
some kind of special position to the pharmaceutimdistry. However, this view was rejected by
the ECJ irSot Lelos

In ECJ’s decision irSot Lelos refusal to supply existing customers with ordynarders was
considered to be against Article 102 TFEU. The nfecturer is obliged to supply, unless an
existing customer is requesting amounts out ofottanary. Though, the Court did not answer,

161 Joined Cases C-486/06 — C-478/06 Sot LdR308] ECR 1-7139, paras 58-66
162 |bid, para 68

163 |bid, paras 70-71

164 |bid, paras 73
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how the ordinary orders are described. However,nsidar protecting commercial interests
(company’s profits) would be allowed to a reasoeaid proportionate extent, provided they do
not aim at reinforcing dominance. The ECJ rejetitecargumentation of efficiency defences, such
as the impact of parallel trade on end consumeR&D arguments. This case benefitted both
manufacturers and parallel traders: while theitgin was not capable of escaping the application
of Article 102 TFEU, the ECJ still recognised a sbagity of an undertaking to protect its

commercial interests.

Regarding dual pricing irGlaxo, the Commission made a traditional decision, rsgatihat
restrictions of parallel trade constitute a resisit of competition by object. That was though
challenged by the CFI which established that phaemtical sector differs from others and thus
there was no restriction of competition by objentler Article 101(1). However, the CFI found in
this case a restriction by effect. It also critedzthe Commission for the refusal of an exemption
under Article 101(3) TFEU.

The ECJ established Blaxothat agreements which aim at limiting or prohilgtiparallel trade
constitute prevention of competition by object, &mid principle covers also the pharmaceutical
sector. Furthermore, the Court held that not ohlysé agreements depriving consumers of
advantages of competition, e.g. lower prices, arssiclered to have anti-competitive object under
Article 101(1), but also competition as such arelrttarket structure are protected by Article 101
TFEU.

The ECJ was not willing to give the pharmaceutsattor any kind of immunity from the
Competition rules irGlaxo or in Sot Lelos However, inGlaxo, the Court recognized that the
specific features of the market and the efficiealegyms should have been assessed in relation to
the requested exemption under Article 101(3). Bkae of claims on the negative effect of parallel
trade on R&D investment though seems to remain ,opahin general the outcome of the
judgments is that pharmaceutical industry is paladl by any other sector and thus its ‘specificity’

under Competition law is rejected.
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E. The Economic Effects of Parallel Trade

l. Introduction

The Commission and the EU Courts have supportalpkirade, since it forms an essential part
of free movement with its aim to create competitiorprices, to the benefit of the consumers.

However, it is not clear whether the reduction wégs ultimately leads to consumer benefit.

According to EU competition law, the consumer’s dfénis the prerequisite for acceptability of
parallel trade activities. Thus, agreements rastgccompetition would be admissible under
Article 101(3) TFEU based on the evidence thatatieantage for consumers is larger than the

adequate disadvanta&f@.

In Syfait Advocate General Jacobs analyzed the speciatenafithe pharmaceutical sector and
came to the conclusion that refusal to supply wdadccapable of objective justification. When
estimating the possible justification, the pervagwice regulation of the pharmaceutical market,
the economic effects of parallel trade to innovatamd its benefits to consumers must be taken

into account.

However, inSot Lelos the ECJ did not give the pharmaceutical induatry special position
despite of the characteristics. However, the Chas indicated that a pharmaceutical company

could take reasonable and proportionate stepsotegirits commercial interests.

In Glaxag the ECJ agreed with GSK that the benefits tollghtaaders might be higher than the
benefits to consumers. However, the Court emphadgize fact that parallel trade is capable of
exerting pressure on prices, though the consunearsfib from lower prices. The Court examined
the impact on prices and agreed with AG Ruiz- Jafaddomer that the regulation does not remove
the prices entirely from the law of supply and dathaince the manufacturers have some kind of
influence on prices. Therefore parallel trade wdagdhe only form of competition until the patent

expires.

165 M. Alkio and C. Wik, Kilpailuoikeus, 141 (2009)
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There are many different views on who really besdfiom parallel trade and how large are the
savings to the patients and health care providérs is one of the factors why the economic
effects have not been taken into consideratiohénpharmaceutical cases on a larger scale. This
Chapter will analyze the effects of parallel tramethe pharmaceutical sector and compare the
findings to the statements of the EU Courts in sassessed in Chapter D. The Chapter will first
discuss the impact of parallel imports on the gricEpharmaceuticals, followed by the analysis
of its resulting effects to research and develogmen

1. The Effects to Prices of Pharmaceuticals

A logical, expected consequence of parallel trageharmaceuticals would be that medicine prices
decrease as parallel trade boosts competiffoAccording to some theories, consumers would
ultimately profit from competition between companigecause these companies will constantly
develop new products and produce goods demandeainsyimers. Also, they are not able to keep
high prices artificially:®’ But whether parallel trade benefits consumer welfis not self-evident.
Instead, some studies suggest that parallel traeg ot create welfare benefits. The high level of
regulation in national markets might affect theottyeof price reduction in the importing countries.

The results of the studies conducted are not uraursni®

Ganslandt and Maskus studied the impact of paratglorts of medicines on prices on the
Swedish market. During the examination period, phiees of pharmaceuticals increased on
average by 6,64%, whereas the prices of parallpited medicines grew only by 2,88%.
Furthermore, if the medicinal product was underajpalr imports, the medicine prices of the
original producer grew on average by 6,38%, i.eghflly less than the average of all
pharmaceuticals. Also, the price differential iradés statistical significance. The more there were
parallel traders importing a medicine; the lowearksthe price of the original manufacturer. This
would show that parallel imports limit also origim@oducer’s pricing policy*® In another study

the same authors stated that if enterprises acedoalong with parallel imports to a uniform

166 G, Tsouloufad, imiting pharmaceutical parallel trade in the Eurgn Union: regulatory and economic
justifications.European Law Review, 36(3), 385 at 392 (2011)

167C. Waelde, Contemporary Intellectual Property leawl Policy, page 869 (2014)

168 G, Tsouloufad, imiting pharmaceutical parallel trade in the Eurgn Union: regulatory and economic
justifications.European Law Review, 36(3), 385 at 392 (2011)

169 M. Ganslandt and K.E. Maskus, “Parall@ports and the pricing of pharmaceutical produetsdence
from the European UnionJournal of Health Economic4047 atl047-1051 (2004)
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wholesale pricing across the markets, also retakp in the whole market region will become
equal. Thus, in that case retail prices are onameshigher, which leads to decreased consumer

welfarel”

According to a Danish study, in two of the studMdmber States, Germany and Denmark, was
found clear evidence of price reduction after gafamnports started. The fact that prices did not
lower in Sweden, was explained by the changes afulation, and the Clawback

system’!complicated the evaluation in the UK.Concluding, the study found that parallel trade

created considerable direct savings to consumersoapublic health care expenditurés.

The study by York Health Economics Consortium hiagilar findings where it concluded that
parallel trade of pharmaceuticals resulted in sgvifor the consumers, pharmacists and health

care system&’*

The results differ in the study of London SchoolExfonomics. In the study countries, price
differentials do not benefit the patients almostalit Instead the benefit remains largely at
insurance companies and public health care orgémizawho carry the most part of the medicine
costs. For example in Great Britain, parallel intpdrproduct is for the end user and doctors
identical with the product imported by the origimpabducer, including the price, because of the
reimbursement system. Thus, real competitive pressunot createdf> Also, this research denied

the hypothesis that parallel imports of medicinesnf low-price Member States to high-price

Member States lead to price competition and deesepsices in the importing countri€$.In

10 M. Ganslandt and K.E. Maskus: Wholesale Price bisnation and Parallel Imports, CESifo Working
Paper No. 1951, at 35-36 (2007)

1711n the Clawback system the state reduces the sement received by the pharmacy in regard to jghrall
imported drugs sold by the pharmacy.

172'y. Enemark, K. Moeller Pedersen & J. Soerensere &bonomic impact of parallel import of
pharmaceuticals. University of Southern Denmark t@efor Applied Health Services Research and
Technology Assessment, 49 (2006)

173 |bid at 66-69

174 West, Peter, Mahon, James: Benefits to PayersPRaiints From Parallel Trade, York Health
Economics Consortium, May 2003, 67

175 Kanavos et alThe economic impact of pharmaceutical parallel &aal European Union Member
States: a stakeholder analydi85 (2004), note also that in Clawback system the stetlices the
imbursement received by the pharmacy in regarcitaliel imported drugs sold by the pharmacy.

176 G. Tsouloufad,imiting pharmaceutical parallel trade in the Eurgn Union: regulatory and economic
justifications.European Law Review, 36(3), 385 at 392-393 (20448; alsoKanavos et alThe economic
impact of pharmaceutical parallel trade European Union Member States: a stakeholderysig|132-
138 (2004)
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these circumstances, the benefit created by patepice differentials, profits the health care

system.

As a conclusion, there is no unambiguous answgra@uestion whether parallel imports reduce
medicine expenses in the Member States. Alsonibti€lear whether parallel trade promotes price
competition and price reduction of pharmaceuticalssed by this competition. Furthermore, it is
unclear which interest groups gain most from thalpe imports. In fact, there have been claims
that the only group gaining from the parallel trasigoarallel traders themselves. According to
Kanavos and Costa-Font, 85% of the achieved pgoét to parallel traders, 13,2% to the health

insurance system and 1% to the pharmadfes.

[l. The Effects to R&D

According to the studies above, parallel tradeharmaceuticals might bring consumer benefits
by lowering prices in the importing countries. Hoeg the loss of pharmaceutical manufacturers
might result in reduction of innovation. Accordit@Coscelliet alia, the level of investments in
R&D depends on current and estimated producertprofihus, as parallel trade reduces drug
companies’ profits, it will likely result in less&D investment. As demand for prescription drugs
is inelastic while parallel trade is pure arbitrag@ch in practice does not add any value into the
delivery chain, the manufacturers suffer from lgssgual to the total benefits to consumers and
delivery chain (consisting of parallel importerdyalesalers and pharmacists). Thus, the losses to
pharmaceutical companies always exceed the piifieg by consumers through lower pri¢és.

According to the study of Kanaves alia, the total benefit from parallel imports to theaikel
traders is up to €704 million. The loss of surghysthe manufacturers is €755 million, of which
the margin gained by the parallel importers is %¥%r their supply costs. Consequently, it can
be noted that parallel importers either use theepdifferentials mostly for covering of their

activities or they keep the return by themseleés.

177p, Kanavos, and J. Costa-i-FdPharmaceutical parallel trade in Europe: stakehaldaed competition
effects Economic Policy, 751 at 774 (2005)

178 Andrea Coscelli, Geoff Edwards, Alan Ovepdyallel trade in pharmaceuticals: more harm thasog?
European Competition Law Review E.C.L.R. 2008, 29480 at 491

179 Kanavos et al.The economic impact of pharmaceutical parallel &ad European Union Member
States: a stakeholder analy4ig7 (2004)
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In Syfait, AG Jacobs stressed that the economiecspof parallel trade must be taken into
consideration when assessing objective justificatb refusal to supply. According to Jacobs,
innovation is an important factor of competitiortle pharmaceutical industry and R&D of a new
medicine usually requires notable investments. Heumore, the decision to invest in a new
medicine is depending for example on the manufacgiexpectations on the profits to cover R&D
costs. If the price of a drug in one country wil eneralised to a same level in the whole EU as
a result of parallel imports, the researching plaentical industry may not necessarily be able
to cover all costs related to innovation activitieBhus, companies of research-based
pharmaceutical industry would clearly have an itiwemot to market their products in low-price
countries, which would lead to delays of marketnidu of new products in those countries.
According to Jacobs, this would result in reductioh production amounts of certain

pharmaceuticals and worsening of welfare of conssiimethe EULE

In line with AG Jacobs were also Coscellialia, noting that parallel trade may harm consumers
in exporting countries through delays in suppliesew drugs in situations where manufacturers
are unwilling to put drugs on the low-price markgieferring supplies into countries with higher
prices. Instability in the delivery chain arise whgearallel exporters divert supplies, meant for
local consumption, to countries with higher pric€&his effect strengthens the conclusion that
restrictions would probably improve consumer welf&t A recent study proves that parallel trade
in the EU can lead only to upward price equalizatibherefore, static welfare effects of parallel

imports seem to be neutral, at the niést.

V. Conclusions

When evaluating total impact of parallel import tbng-term effects come up. Although it may
generate short-term economic benefits, these lers#fall be proportioned with damage to other

180 AG Jacobs irC-53/03Syfait[2005] ECR 1-4906, paras 89-95

181 Andrea Coscelli, Geoff Edwards, Alan Ovedyallel trade in pharmaceuticals: more harm thayog?
European Competition Law Review E.C.L.R. 2008, 29480 at 492

182G, Tsouloufad,imiting pharmaceutical parallel trade in the Eurgn Union: regulatory and economic
justifications.European Law Review, 36(3), 385 at 393 (20%&g also:P. Kanavos and S. Vandoros,
“Competition in prescription drug markets: is palell trade the answer?”Managerial and Decision
Economics, vol. 31(5), 325 a5, 336 (2010)
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affected parties and with long-term, partially usfgeeable economic consequences. Some studies
suggest that parallel trade is capable of geneyatitly moderate savings to health care systems,
while the negative impact in the form of medici®idages in exporting countries as well as
profitable counterfeiting are increasing. The mlagmeficiaries seem to be parallel distributors,
whereas long-term price competition or benefiterid consumers seem not to come true which

makes parallel trade an inefficient way of costisgs.

Empirical investigations regarding parallel tradeMect on R&D are lacking, but there are
theoretical studies emphasizing that positive welfffects of parallel imports may lose their

relevance due to reduced innovation willingness.

The effects of parallel trade on consumer welfaeevarious. Consumers can buy medicines at a
lower price provided than price differences arespdson to the prices paid by the patients. On the
other hand, due to reduced incentives manufactamaysnot be able to invest in R&D as much as
earlier which might result in less new drugs imrgd term. Moreover, consumers may be affected
by higher prices or delays of new medicines angblyupncertainty in exporting countries. Thus,
all above mentioned factors shall be taken intsm@ration when exemption under Article 101(3)

Is assessed in order to find out the net effeplanéllel trade on consumer welfare.

Regarding the economic impact of parallel impo#t§&, Jacobs noted iByfaitthat, due to the
specific nature of the pharmaceutical sector, pErmhport does not necessarily lower the prices
for consumers as the end users in Member Statedlygay only a small fixed share of the
prescription medicine while the social insurancgers the remaining part. Nor do the public
bodies or taxpayers benefit from parallel tradéhasprofits stay mainly at the distribution chain.
The ECJ handled the same questionkélosand stated that price differentials in exportimgl a
importing Member States do not necessarily mearswoer benefits in the from the parallel
imports and instead parallel traders seem to bieofedin most. Nevertheless, parallel imports may
put pressure on prices resulting in benefits botheéalth insurance systems and patients.
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F. Comparative Research

l. Introduction

Lowering the costs of prescription pharmaceuticals relevant issue both in Europe and in the
US not least due to the fact that people live lorrgsulting in more health expenses at personal
and governmental level. The attempts to reduceetbgpenses in the EU, e.g. through legalized
parallel importation have been thoroughly discusseshrlier Chapters. The US and the European
Union are the two main research-based pharmacéséctors and thus a business opportunity to
parallel trade. However, possibilities for paralielders to act in these markets differ — the US
being more oriented on protection of R&D investnsemthile the EU encourages to competition

by all means, including parallel trade in pharmdicais. This Chapter gives first an overview on

the US legislation and case law regarding paraiéele and the exhaustion principle of IPR and
then moves to the comparison of the current statysarallel trade in pharmaceuticals in these

two markets.

As discussed earlier, the EU follows the princifieegional exhaustion where IPRs are exhausted
when goods are put into circulation within the EEEAee movement of goods and common market

integration are prioritized over IPRs in the EU gmatition policy.

The United States applies the regime of intermafiexhaustion to trade marks with a “common-
control exception”, where parallel imports may tecked except if the trade mark owner and the
parallel trader are in a parent-subsidiary relatgp. Furthermore, the trade mark owner has to
prove the different quality among products whichlddead to confusion by consumers. In regard
to patents and copyrights, the US applies natiexalkustion, where the owners can prevent
parallel trade relying on the specific right of ianfation. The background of this treatment is the

thought that the monopoly rights ensure the readitpe costs put on investments.

In general, exhaustion is not agreed in any inteyvnal agreements, due to differences in the
interests of countries. The negotiations on TRIB&ement did not achieve a global mutual
understanding. Article 6 of the TRIPS agreemertesté’For the purposes of dispute settlement

183 K. Maskus, The curious economics of parallel inigpowWIPO Journal, at 124 (2010)
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under this Agreement, subject to the provision&rtitles 3 and 4 nothing in this Agreement shall
be used to address the issue of the exhaustiartediectual property rights.” It does not take any
position on exhaustion, instead leaves the rulesxtiaustion for each country to deciéé.

According to some opinions, “[tthe U.S.” bargainipgsition, supported by the pharmaceutical
industry, has been that every nation should followule of national exhaustiod® The Patent
Law Act, Section 271, states that “whoever withauthority makes, uses or sells any patented
invention, within the United States during the teshthe patent therefore, infringes the patent.”
In general, court decisions in the US have confititiiat the patent owners are eligible to restrict
parallel imports or reselling of their products,tldhere are though exceptions. Qurtiss
Aeroplane & Motor Corp. v. United Aircraft Eng’g @n'® the patent owner was not entitled to
block parallel imports as he had not unambiguotmllgidden its licensee to resell the goods in
the U.S. InJazz Photo v. International Trade Commis&iéstated that“[t]o invoke the protection
of the first sale doctrine, the authorized firskesaust have occurred under the United States
patent.” Thus, US patent owners could claim breddheir rights with regard to parallel imports

of goods legally purchased outside the '€fs.

II.  Different Approaches on Parallel Trade of Pharmaceticals — The Comparison of EU
and US

The EU Commission’s and the US government’s viewthe approach to parallel trade are vitally
different due to divergent exhaustion regimes dRdPand priorities towards R&D of the

pharmaceutical companies.

The EU legislation aims at harmonization of lawd areation of a common market in order to be
a competitive player on the global market. Morentlmotecting IPRs, the EU emphasizes

harmonization of community laws and creation oihgle market. The negative effects of parallel

184 K. Maskus, The curious economics of parallel intpowWIPO Journal, at 124 (2010)

185 R. Eisenberg Patents, Product Exclusivity, and Information €&imination. How Law Directs
Biopharmaceutical Research and DevelopméatFord. L. Rev. 477 (2003).

186 Curtiss Aeroplane & Motor Corp. v. United Aircr&fhg'g Corp., 266 F. 71

(2d Cir. 1920).

187 Jazz Camera Photo v. Int'l Trade Comm’n, 264 A.384 (Fed. Cir. 2001)

188 Kyle, Margaret,Parallel Trade in Pharmaceuticals: Firm Responses &£ompetition Policy inB.
Hawk (Ed.), International Antitrust Law & PolicyoFdham Competition Law, 339 at 344 (2009)
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imports are outweighed by the single market goairtHermore, in the EU countries the
governments pay for most of the expenses relatetetticinal needs of the people and that is why
they are interested in cheaper drugs offered ballehtraders.

In contrast, patent owners in the US are entitbegikclude others from using, importing or selling
an invention under patent based on the priority$aaf the lawmaker that R&D of new drugs must
be secured® This shows the clear difference compared to thesfEategy.

When discussing the differences in the US and Bd,pssible implementation of the similar to
the EU’s parallel trade strategy in the US, it ilvto consider simultaneous fulfilling of the
following conditions. First, patients have to sdek cheaper drugs; second, pharmacies must
regularly offer parallel imported drugs; third, qwi differences between locally sourced and
parallel imported pharmaceuticals have to be megwliior payers (both for patients and social
funds); fourth, continuous availability of drugssita be secured; and fifth, patients should be able
to rely on the quality and information about thegy. Importation from countries with strong
regulatory systems of pharmaceuticals is usualfg $ar consumersGenerally, the patients’
situation regarding reimbursement of drugs is gdiitierent in the US, where some patients payfall o

their costs of prescription medicines, and manigaificant share of their cost§®

Legalization of parallel importation may indeed mk&se costs of prescription drugs for
individuals. However, it does not necessarily Isglit mean that drug prices become affordable to
US consumers or reduce the costs of third-partegsaysually social insurance funds. In order to
rationalize drug costs in the long run, a more-edf&ctive method than parallel importation could

be intensified research on alternative medicatineats1°!

In general, parallel trade in pharmaceuticals in permitted in the US, but in regard to
international versus national exhaustion of IPRseahare no specific court rulings available.

Thus, the US courts continue supporting patent netgps to block parallel trade in

1893, A. Moore Parallel Trade, Unparallel Laws: An Examinationstb&é Pharmaceutical Parallel Trade
Laws of the United States, the European Union aedWorld Trade OrganizatiorRichmond Journal of
Global Law and Business, 77 at 83-84 (Summer 2006)

190 p_ Kanavos, D. Gross & D. TayloParallel Trading in Medicines: Europe’s Experienaed Its
Implications for Commercial Drug Importation in thinited States28 (2005)

194bid at 29

192 Kyle, Margaret,Parallel Trade in Pharmaceuticals: Firm Responses &£ompetition Policy inB.
Hawk (Ed.), International Antitrust Law & PolicyoFdham Competition Law, 339 at 348 (2009)
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pharmaceuticals. The United States is a spokesorafrefe market, except of pharmaceutical
industries, where the protection of patent holdesreferred over competitive markets. The US
government is a close partner of drug companiasekample, it has used threats of trade sanctions
in order to reduce illegal generic productionsamesal countrie$®® In addition, the US has made

a preferential trading arrangement with severalt@émmerican and other states in order to

restrict parallel imports of pharmaceuticis.

While parallel importation (or re-importation) oharmaceuticals is not legalized in the US, it
occurs outside the authorized distribution chana@ld not much about its volume is known.
However, the US Department of Health and Humani&eswestimated in 2003 that importation
of drugs by individuals and through internet phasiea was $695 millioh® Thus, it is a

remarkable form of unauthorized trade.

When trying to find reasons for an interest in pardarade, the elasticity of demand shall be
determined. More that patients’ income matters dbdity to substitute medicines. Usually,
branded pharmaceuticals do not have perfect sutestitif adequate generic drugs are not
available, but fairly close substitutes might barfd. For example, there are on the US market
several ‘statins’ including Pfizer’s Lipitor blocldbter, and other ‘statins’ with similar indications

their effectiveness only may vary by individd&.

Price discrimination in relation to patients isitdgted in the US drug market. It means that
manufacturers are obliged to supply Medicaid ai@pmffered to any buyer of the drug and other
agencies obtain special discounts. The relativ@ngirule of the US government thus pushes other
patients’ private costs up. This extensive systasléd to a situation where the same drugs under

patent are sold at rather different pri¢&s.

193 3. A. Moore Parallel Trade, Unparallel Laws: An Examinationstbé Pharmaceutical Parallel Trade
Laws of the United States, the European Union aedWorld Trade OrganizatiorRichmond Journal of
Global Law and Business, 77 at 85-86

194 K. Maskus, The curious economics of parallel intgpowWIPO Journal, at 125 (2010)

1997, Hollist & P. Ibbott,How Parallel Trade Affects Drug Policies and Priges<Canada and the United
States American Journal of Law & Medicine (32),193 a#1(2006)

196 |bid, 193 at 199

197 |bid, 193 at 201
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Parallel importation of pharmaceuticals is regedan the Federal Food, Drug and Cosmetic Act
(FDA)!*® and its amendments. Primarily, the Act is concegrsafety issues and less exhaustion
questions, but some provisions are still relevanihé importation of medicinal products. Only the
US manufacturer of a pharmaceutical has the rigimport that product into the U$? In order

to import foreign pharmaceuticals, a FDA approvaistnbe obtained. The approval stipulates
fulfilment of several features, e.g. in regard tanufacturer’s location, labelling, and list of &eti
ingredientg2%

Over the last years, the U.S. has repeatedly cereid permitting parallel imports of
pharmaceuticals. Most probably the country from nehtbe parallel importation or drugs would
happen would be the neighbouring Canada, sometaisesthe EU and other countries. Thus,
although the Congress passed in 2003 an act whocidvallow wholesalers and pharmacists to
import foreign drugs if they were certified by tBecretary of Health and Human Services, then-
Secretary Thompson refused to certify the Rtturther in 2009, 20 US senators proposed an
amendment into the US healthcare reform in ordpetmit wholesalers and pharmacies to import
FDA-approved medicines from Europe, Canada, Auatrddpan and New Zealand. However, it
was immediately opposed by the drug industry repriegives and the FDA commissioner,
although a spokesman from President Obama’s admaitics) indicated that Obama would work
in order to pass a related proposal already in 26710ntil now, such legislation has not been
enacted.

Even if parallel importation would be enacted, dul probably be only a short-term solution as
pharmaceutical companies can limit supplies abreadlting to the initial situation - consumers

have to pay high prices. Internet pharmacies, wbashsupply drugs at lower prices, have proven
to be a safety, health, and counterfeit risk arttiout regulatory means do not offer a solution for
lower prices to consumers in the US. High pricesaaused by lack of national price controls,

necessity of prescription medicines and R&D expgms¢he US. In addition, commercial profits,

108 This document can be found online at -
http://www.fda.gov/regulatoryinformation/legislatitiederalfooddrugandcosmeticactFDCAct/default.htm
(last visited on 08 May 2014)

19921 U.S.C. § 381(d)(1).

200 Kyle, Margaret,Parallel Trade in Pharmaceuticals: Firm Responses &£ompetition Policy inB.
Hawk (Ed.), International Antitrust Law & PolicyoFdham Competition Law, 340 at 354 (2009)

201 See Report on Prescription Drug Importation, Depant of Health and Human Services (December
21, 2004), available at http://archive.hhs.gov/inaskforce/Report1220.pdf.

202K, E. Maskus, Private rights and public probleffise global economics of intellectual property ie th
215 century, 178-179 (2012)
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marketing costs, price controls abroad, and palittontributions affect the prices. Thus, it seems

that many in the US do not believe parallel impertaild ever occuf®

Refusal to deal

The most significant difference between EU comjmatitaw and US antitrust law is that the first
prohibitsexploitative abusesU law differentiates between exploitative andlegionary market
conduct, whereas US law does not; no one is prglgidrom exploiting its lawfully acquired
monopoly. The Sherman Act, Section 2, prohibitsyonionopolization (or attempts to
monopolize). Thus, if customers are not competitthrs legal regime does not find a breach of
law in case of refusal to deal, unless it can ganded as an indirect way of monopolization. When
refusing to supply competitors, such behaviour nrdginge Section 2 of the Sherman Act
provided that it aims at creating or expanding npartp power 24

The Supreme Court held Wnited States v. Grinnell Corhat, “the offense of monopoly under
Section 2 of the Sherman Act has two elementsth@)possession of monopoly power in the
relevant market and (2) the wilful acquisition caintenance of that power as distinguished from
growth or development as a consequence of a sugaeoluct, business acumen, or historic
accident.?%° The judgment of the Supreme Court held that tleeifip intent of the company in
question has certain relevance but is not necefsacpnstituting a valid claim of Section 2. Thus,

even its absence does not exclude that monopalizatiits attempt is presettf.

Another refusal to supply case wesrizon Communications Inw. Law Offices of Curtis V.
Trinko, LLP?97 where Verizon was claimed to breach Sherman Lawe Shpreme Court
unanimously delivered its Opinion as follows: ‘a]rtitrust analysis must always be attuned to the
particular structure and circumstances of the itrgiiest issue. Part of that attention to economic

203 3. Ma, Lowering Prescription Drug Prices in theiteh States: are Reimportation and Internet
Pharmacies the Answer? Southern California Inteiplimary Law Journal, Vol. 15:345, 345 at 374 (8P0
204 Csongor Istvan NagyRefusal to deal and the doctrine of essentialifi@siin US and EC competition
law: a comparative perspective and a proposal feroekable analytical framework, European Law
Review, E.L. Rev., 32(5), 664 at 666 (2007)

205 United States v. Grinnell Corp,384 U.S. 563, 570-61966)

206 Csongor Istvan NagyRefusal to deal and the doctrine of essentialifiesi in US and EC competition
law: a comparative perspective and a proposal feroekable analytical framework, European Law
Review, E.L. Rev., 32(5), 664 at 666 (2007)

207\/erizon Communications Inc. v. Law Offices of Gsi¥. Trinko, 124 S. Ct. 872 (2004%v'g 305 F.3d
89 (2d Cir. 2002).
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context is an awareness of the significance ofledigun”. The Supreme Court dismissed the claim
stating that Verizon did not violate the Sherman asoning that businesses are not obliged to
aid competitors. For that matter, AG Jacobs redetoethis same argumentation in his Opinion on
Syfaitemphasizing the necessity of considering the fipdeatures of the industry in question
when assessing whether a company’s conduct breactiele 101 TFEU Syfaitwas discussed in
detail in Chapter D. This example shows that theAuStrust Law seems to be more enterprise-
oriented than its European equivalent Competitaam. IRegarding refusal to deal in the EU and
the US, the EU’s approach is held to be more fastialthan in the US. Also, the EU approach
emphasizes promotion of competition, leaving prod@cof companies’ business choices aside

and preferring short-term benefits to consumergatsof focusing on long-term efficiency gains.

There are many products that are sold in the USatiimissing authorization on the Canadian
market, the main source for unauthorized paraftgddrtation into the US. Therefore, parallel
imports from Canada would not concern a large s@raducts. For those products, which are
available on both sides of the border, the effégparallel trade depends on the fact whether
pharmaceutical companies can legally restrict sappio Canada. There have already been
attempts to ration supply to pharmacies in Can&fiaer gave a warning to its distributors in
Canada that it would stop supplying them if thos®lpcts end up at someone exporting them out
of Canada. GlaxoSmithKline decided to supply disetd retail pharmacies thus avoiding the
threat of distributors or internet pharmacies sgllits products across the border. Also other
companies, such as AstraZeneca, Novartis, andilBtihave taken measures to control or limit
deliveries. Not surprisingly, above-mentioned naitiy attempts have met heavy critics from
antitrust authorities and lawmakers in the 5.

A company may unilaterally restrict supply withodolating the Sherman Act, unless it is a
monopolist. Regarding the pharmaceutical markbts definition of ‘a market’ would generally
be at a quite narrow level, e.g. a patented chdémiit@&re are though already precedents, e.g. in
several complaints against pharmaceutical compawviese the Federal Trade Commission

defined ‘a pharmaceutical market' at a level ofoarfulation or moleculé®® The antitrust

208 Kyle, Margaret,Parallel Trade in Pharmaceuticals: Firm Responses &£ompetition Policy inB.
Hawk (Ed.), International Antitrust Law & PolicyoFdham Competition Law, 339 at 355 (2009)

209 Kyle, Margaret,Parallel Trade in Pharmaceuticals: Firm Responsesl &£ompetition Policy inB.
Hawk (Ed.), International Antitrust Law & PolicyoFdham Competition Law, 339 at 355 (2009), seg, also
Abbott Labs. & Geneva Pharm., Inc., FTC Docket N©8945, 3946 (May 22, 2000).

Hoechst Marion Roussel, Inc. & Andrx Corp., FTC RetctNo. 9293 (Mar. 16, 2000).
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authorities have also used a broader definitioa ofarket in a number of cases, but in order to
risk violating the Sherman Act, the pharmaceutam@hpanies would really need to coordinate

their common action$!®

Moving from price discrimination to uniform pricéisrough arbitrage seems to damage lower-
price markets as a result of reduced supply. Thtemgial was recognized in Canada. In 2006
several Canadian interest groups announced asfait@ment, addressed to the opportunity of legal
parallel trade. They requested an export ban, rmefeto a risk of supply shortages in Canada:
“Canada needs to stop the cross-border drug tratted) rather than after, the United States
legalizes drug imports from Canada. We need toeptaCanadian patients and Canada’s drug
supply. As a responsible ally of the United Statbg, government must also act to protect

Canadians and Americans against abuse of our systém

[l. Conclusions

We have learned from the earlier chapters thatllphteade in pharmaceuticals — as any other
business — in under large protection and encourageof the European Commission. The EU’s
goal to achieve a single market through free moveroé goods is driving this development.
Pharmaceutical companies aiming at limiting of pararade through restrictive agreements or
refusal to supply (or deal) are judged under spriovisions of Article 102 TFEU, not giving much
leeway to protect their investments and R&D comnititns.

In the United States, in contrast, the protectibiP&s (patents) under the Sherman Law is strong
enabling blocking of parallel imports of pharmadeals unless the patent owner has given
permission to that. R&D and innovations are seey r@®moters of the society and are thus

preferred to benefits of lower consumer prices.

Schering-Plough Corp., Upsher-Smith Labs. & Am. tédArods. Corp., FTC Docket No. 9297 (Mar. 30,
2001). Baxter Int’l, Inc. & Wyeth, FTC Docket No-4D68 (Feb. 3, 2003).

Glaxo Wellcome plc & SmithKline Beecham plc, FTCdBet No. C-3990 (Jan.26, 2001).

62 Pfizer Inc. & Pharmacia Corp., FTC Docket No4@75 (May 27, 2003).

210 Kyle, Margaret,Parallel Trade in Pharmaceuticals: Firm Responses &£ompetition Policy inB.
Hawk (Ed.), International Antitrust Law & PolicynFdham Competition Law, 339 at 355 (2009)

211 1bid, 339 at 355
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The main reasons for the different approachesetwo regions is that the EU competition law
prohibits exploitative abuses, differentiating tiexslusionary and exploitative conducts, whereas
US antitrust law does not. It means that a lawfattguired monopoly can be exploited and parallel
imports prevented by the IPR proprietor. It remaiosbe seen whether parallel imports of

pharmaceuticals will be permitted in the US. Attésnp date have been unsuccessful.

It might be good to notify, that with the aim of taal understanding and cooperation, the US
Justice Department and the EU Commission have @gigneagreement on information exchange
in antitrust matters and mergers. However, stapiigts already differ: the US the anti-trust law
(Sherman Law) gives the Justice Department thd tmlprotect US companies’ foreign trade,
while the European Commission has no such powerel@ion to European companies. In
accordance with the US Anti-trust Guidelines, tf&®iblentitled to assert jurisdiction over foreign

companies’ activities abroad in case these a@#itnpact negatively on US expofts.

The Americans have shown that in a free marketrenment where prices follow the law of
supply and demand, pharmaceutical R&D has beeressfid. As already mentioned, the R&D
investments in drugs are growing in the US muckefathat in the EU. One could ask whether
parallel trade in Europe has contributed to thisgpess or is it a result of other reasons. The
Europeans have to gain back their advantage ahdeébms to succeed only by taking more effect

based approach towards parallel trade.

212 p. W. Grubb & P. R. Thomsen, Patents for ChemicRIsarmaceuticals and Biotechnology,
Fundamentals of Global Law, Practice, and Strat&0$,(2010)
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G. View of Competition Authorities

The Commission published a communication on paraliports of pharmaceuticals in 2003
which draws guidelines on how the case law of the®urts in regard to parallel imports should
be interpreted in connection with national actioHewever, this Communication was more
focused on free movement and exhaustion issuesr &fat, the Commission has been dealing
with the parallel trade issues mainly in case lale interest of the Commission in matters
concerning competition rules in the pharmaceuseator has long been focused on the entry into
the market of the parallel imported drugs and cditipe between original and generic drugs.
However, in the near future, after several yedrs,Gommission authority has indicated that it
would start reconsidering parallel imports of phaceuticals and potential restrictions to
competition related to these activitiéd$lt shows that the issues with pharmaceutical fEitahde
have remained silent thus not disappeared.

The important role of the Commission and the Naiddompetition Authorities in Competition

law cases relating to pharmaceutical parallel tradgered the idea for questionnaires to the
relevant authorities. The aim of this research wethas to find out how the authorities see the
relevant issues under Competition law cases disdussearlier Chapters. Further, this would also

allow to draw some conclusions for the future irogfions in Chapter H.

l. The View of the EU Commission

The Directorate General of Competition is a unitref European Commissiét. The questions

were presented to Mr Borja Castrofii] a case handler at DG Competition.

213C0OM/2003/839final, Commission Communication orglat imports of proprietary medicinal products
for which marketing authorizations have alreadyrbgented

214 5, Valliluoto Laakehuollosta ladkemarkkinoihin +véketju ja Saantely, Kilpailuviraston Selvityksia
2/12 at 57; Informa: EU Pharmaceutical Law Forur@®, ©Competition Blaz Visnar, 22—23.5.2012 Brussels
215 http://ec.europa.eu/dgs/competition/index_en.htm

The European Commission, together with the natiammhpetition authorities, directly enforces EU
competition rulesArticles 101-1090f the Treaty on the Functioning of the EU (TFBMithin the
Commission, the Directorate-General (DG) for Cortiget is primarily responsible for these direct
enforcement powers.

216 Mr Borja Castromil, Unit E-1-Antitrust, Pharma andealth Services, phone +32 229 64760,
borja.castromil@ec.europa,ghone discussion on 18 February 2014 and on il 2qi4.
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The first question presented to DG Competitionlése to the scope of this thesis. It raises the
possible need of changes in regard to treatmetiegbharmaceutical sector on the grounds of its
special nature. Mr Castromil answered referringsbone recent judgments, such @SK v.
Commission; Syfait and Sot Leldde emphasized that the Commission respects thet'€ou
decisions and acknowledges that pharmaceuticastngdis a specific sector, although competition
law applies also to that sector. The answer indutde main cases studied, thus they seem to be

quite relevant.

The second question was about the Commission’sipjessonsiderations on further regulatory
measures for defining the right balance betweenieficies and anti-competitive acts based on
GSK casavhere the ECJ upheld the General Court’s findivag tlual pricing could benefit from
an exemption under Article 101(3), provided thdicefncies outweigh its anti-competitive acts.
The Commission acknowledges that there is unceytaiith dual pricing practice and some
uncertainty issues raised @laxo which require the Commission’s action at some fpdiime
Commission will take into account the Court’s demis especially in regard to the possible
exemption under Article 101(3) TFEU. As it was thbwuot an order, the Commission has not
published any documents or statements so far. Hemvéwo cases on dual pricing practices are
now in the Spanish Supreme Court with Pfizer argbiomajor drug companies involved. The
decision was awaited already in 2013 but was délalige Commission hopes to have the decision

this year. It would be an important decision almoGommission.

The third question concerned the status of the Cigsiam-initiated probe or questionnaire on
parallel trade in medicines from 2012. Mr Castroambwered, that aft€slaxoin March/April
2012, the Commission sent an inquiry to the Spawtsblesalers. The Commission has the right
to request information under Article 18 of the Coission regulation 1/2003.This was though not
a pharmaceutical sector inquiry as in 2009 abonége medicines. The replies are received, but
the Commission has not published anything aftesthdy.

The fourth question about EU-level harmonizatiopwtes and possible challenges seen by the
Commission in regard to competition was answeraisoely; there are no current initiatives at
DG Competition. Further, the Commission does natehan opinion of this. In case of new
initiatives, also other service areas would be Ive®, such as DG Health and Services and DG

Enterprise. This is more an internal market isfu@.Competition has discussed with the industry
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pricing policies of pharmaceuticals. The Commissias not published any guidelines or

initiatives about the subject.

The fifth question was about shortages of presonpinedicines and the Commission’s reaction
on the UK Government’s All Parties Parliamentary@’s initiative on preventing exports of
prescription medicines in order to protect publealth. Also, APPG'’s joint call for actions to
governments, EU regulators and the Commission vgsissed”. The Commission was asked
whether a Member State could block imports or etsp@nd on which grounds. The DG
Competition was not aware of such initiatives amastdid not have any opinion. According to
DG Competition, the supply shortages are part ehigr discussion and may be caused by several
reasons. If a Member State is banning parallel mspar exports, it is not a competition law issue
and thus DG Competition has no opinion of it. Tap@y issues are under the competence of DG
Health and Consumers, based on Article 81 of tlrediive 2001/83. Unfortunately, the question
was not forwarded to that DG due to lack of time.

An evaluation of current shortages in a number Of Member States was recently made by
EAEPC?® |t found that there are several reasons for dhmtages and potential solutions
available for improving the situation. However, floeus should be on patients and not only on
legal, political and commercial aspects. As shasagre not limited geographically and follow
certain causality, solutions need to be coordin&tedlly. A dialogue between all stakeholders

should thus start in order to prevent shortagestalate.

The last — and maybe most interesting — question ateut current issues of parallel trade in
pharmaceuticals. Mr Castromil gave his personaliopiof this, as the Commission has no official
view on the matter. According to him, the followitgpics would be interesting:

1. Due to the economic crisis in Europe, the sibmadf the pharmaceutical industry has got more
difficult in terms of parallel trade, but of courdee outcome of this will depend on the general

market situation so the Commission will follow tlievelopment.

217 The representative organizations for European aamityy hospital and industrial pharmacists

have issued a joint call for action by Governmerggulators and the European Commission to

tackle the growing problem of medicines shortagegf Press Release 16 May 2013).

218 Information reproduced abttp://www.eaepc.org/medien/an-evaluation-of-mewsishortages-in-
europe-with-a-more-in-depth-review-of-these-in-rergreece-poland-spain-and-the-united-kingdom.pdf
(last visited 12 February 2014)
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2. International reference pricifi§ and how it affects parallel trade.

II.  The View of National Competition Authorities — Exanple of Finland

One of the objectives of this thesis was to find the view of a national authority dealing with
competition and consumer related issues on thasstdtparallel imports of pharmaceuticals. In
connection with this, a questionnaire with eightaded questions was sent to the Finnish
Competition and Consumer Authority (FCCA). FCCAaslegally mandated authority with
competition and consumer related responsibiliteegsh as implementation of competition and
consumer policy and enforcement of national ancc&tdpetition regulation. Furthermore, FCCA
ensures appropriate market performance and secomesmers’ legal and financial rights. It also
gives proposals to other state officials and govemtal institutions for promotion of competition
and removal of obstacles to it, and takes pamt@rnational co-operation related to competition
policy.2®® According to a recent international comparisomldfid has the most effective
competition legislation, i.e. it is strongly prormmg competition. The main national regulations
were brought into compliance with EU competitiow lalready in 20042

One of the questions was re-addressed to the FRirMidicine Agency (Fime&¥ for more

detailed answer and two questions to the Pharmiaa&iPricing Board (Hilaj?®

The questions addressed to FCCA with the agenay'serjuent answers, given by senior
researcher Mr Jan Nybond&$,try to draw a picture of the Finnish competitiontrerity’s
standpoint on the effect of parallel imports of phaceuticals on promotion of competition, as
well as on consumer benefits, including possibleepreductions in a long term. As a starting
point, on the question concerning possible diffeggrinions of FCCA and the EU Commission in
regard to parallel imports of pharmaceuticals, FCGwered that there is no such difference of

opinions in this matter. This confirms the precitmn of the similar opinions of FCCA as an

219 See, http://ec.europa.eu/health/healthcare/dgcsimbursement_medicinal_products_en.pdf

220 http://www.kkv.fi/Page/71661344-b9e9-49f2-bdcO-caft@001a.aspx

221 http://www.kkv.fi/Page/5abb4555-6445-4e0a-8011-d38€f6d3.aspx?groupld=8b466af6-1441-4cdc-
907d-fc93cca74ac9&announcementld=40c36c0f-100b-9423-ccf3bd714df2

222 http://www.fimea. fi/

223 http://www.stm.fi/fen/ministry/boards/pharmaboard/

224 Jan Nybondas, FCCA, jan.nybondas @kkv.fi, answearsived by email 8 November 2014
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agency fully committed to the EU approaches regardoarallel imports as a competition

promoter.

The second question concerning the particulardrespecial features of pharmaceuticals market
and whether these features are supported was atswbortly and concisely: the access of a
parallel imported product into a country’s marketdependent on the country specific price
regulation and reimbursement systems of Membee&tahus, a wider scope of the answer was
brushed aside and the answer focused on practitette of the specific nature of the
pharmaceutical sector in general. The third questabout the price harmonization of
pharmaceuticals at EU/ETA level generated somewaatious discussion about the political
nature of harmonization, as well as its complexity situation where citizens are not equal in

regards to buying power. Finally, FCCA answered i@y do not have a standpoint in this matter.

Next question was probably closest to FCCA’s compets and passions as it was answered in
detail. The agency answered that they have givein dopinion on restrictions of parallel imports
of medicines already in 2012 when they turned &Rmnish Medicine Agency (Fimea) with an
initiative stating that access to parallel imporigdarmaceuticals is being prevented. In its
statement, FCCA noted that substitution of med&ia@ot working in practice as interchangeable
medicines are not always offered by the pharmamedshey are not included in the same reference
price?® group with the original product® More precisely, FCCA thinks that Fimea should take
measures in order to ensure that substitution aicimees promotes a full-scale competition
prescribed by the Medicines A&’ In practice, there should be an online monitosystem which
shows that the cheapest interchangeable pharmeaisidre indeed ordered, stored and delivered.
In addition, FCCA proposed thiggislation regarding the priority of the most ipensive inter-
changeable medicines in the pharmacies’ drug ssiesild be clarified??® According to FCCA,

the earnings logic of pharmacies should be sudtitieg had a stimulus to offer the cheapest drugs

225 Reference price system for prescription medicieetered into force in 2009 to complement drug
substitution. Reimbursement is paid to the patesed on the reference price regulated by sosafance
law so that for each reference group is definecgimum price.

228 In Finland, approximately 49 % of all medicinabgducts having marketing authorization and meant for
humans are subject to substitution. The total nurobénterchangeable pharmaceuticals is 7865, tee a
http://www.fimea.fi/ajankohtaista/ajankohtaista igsitvu/1/0/keskenaan_vaihtokelpoisten_laakevalmiste
iden_luettelo_1 1 -31 3 2014

22" The Finnish Medicines Act, Laakelaki 395/1987 vdthendments

228 Emphasis added.
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to the patients. Finally, inclusion of parallel iorped pharmaceuticals into the reference price

system in the full extent should be reconsidéréd.

Concerning the question about parallel importasanle in increasing competition and decreasing
prices (which have been main arguments for promatioparallel imports of pharmaceuticals),
FCCA gave quite a moderate estimate, in paralfefrag to the reasons described in the previous
answer. Thus, as the market share of parallel imgdrpharmaceuticals in Finland is only 1 - 2
%, the effect on the retail prices of pharmaciegssggnificant. Slightly higher influence parallel
imports have had on purchases of medicines by tatspMrs Kaarina Kosketé, a lawyer at the
Pharmaceuticals Pricing Board (Hila), said thardhie no statistics available on how parallel
imports have affected the prices or competitioncedRdy, a study by the Eastern Finland
University together with the Social Insurance hugion of Finland was made concerning use of
generic medicines. Generic substitution is beybtedstope of this thesis, but offers certainly good

material for another research.

Regarding the worries about shortages of, in padic prescription drugs, and the possible
relation between parallel trade and shortage, F@@Ased to turn to pharmaceutical authorities
answering though that according to their knowledgehortages because of parallel imports had

occurred.

The answer to this question given by Mrs Merja Is#dk, a coordinator of marketing
authorizations at Fimea, was rather general. Tlesider that — perhaps more than parallel
imports — generic substitution and the referenceepsystem have affected the availability of
pharmaceuticals. The Pharmaceuticals Pricing Boergéd that serious shortages have not
occurred in Finland and, in fact, the availabiliéyge is very high, 99%.

Recently, there have been worries in the Finnissgabout wholesalers’ inability to supply some
painkillers to pharmacies. Many of the availabilggues are related to the fact that Finland ig ver
dependent on importation of drugs. Also, smallgeeral markets, such as Finland receive ‘spot’

batches covering the demand only for a couple akaé®?

229 Currently a parallel imported product is includiethe price reference list if there is no generadicine
available in addition to the original product.
20 Kaarina Koskela, Hilskaarina.koskela@stm,fanswers received by phone on 7 May 2014
21 Merja Laakso, Fimeanerja.laakso@fimea,fanswers received by email on 24 March 2014
Bttp:/lyle filuutiset/laakkeiden_saanti_apteekkeilkiangertelee -

kipulaakkeita loppunut_tukusta/6767044?ref=leiki1®.08.2013
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Concerning the slightly ‘provocative’ question abparallel importation as a threat to national
R&D and innovations of drugs, FCCA took a cleandfaoint: they do not believe this kind of
threat exists. However, parallel imported produtigether with a strong competition
accompanying them can create a more challenginghérss environment for the originator
manufacturers, which will decline their assetsR&D unless new breakthroughs occur enabling
to increase the amount of patent protected produibis last question on FCCA'’s possibilities to
impact on finding a balance between EU competitema and IPR in the interface of parallel
importation of pharmaceuticals was quite fundamdmia FCCA managed to create a pragmatic
answer to it. Thus, it referred to the Commissianisl ECJ’s efforts in finding a balance in the
situations where a pharmaceutical company has thesligh special arrangements to block
deliveries to a Member State with the aim of affegthe amount of parallel trade. FCCA can
express its views in the consultative meetings &ttens concerning parallel trade and thus try to

contribute to the Commission’s resolutions.
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H.  Answer to the Thesis Question and a Way Forward

This thesis aimed at answering the following questi 1) How the special nature of the
pharmaceutical sector is being considered wherssisgedual pricing under Article 101 TFEU
and refusal to supply under Article 102 TFEU?; 2haWis the effect of parallel trade on
pharmaceutical prices, on innovations, and on aoesuvelfare?; 3) And finally, taking into
account the current legal and economic contexaddlfel trade, should the pharmaceutical sector

be given a special position under Competition law?

As a hypothesis | suggested that the environmenfresf market, the pro-competitive free
movement of goods creates benefits to the consuiyeesjualizing price differences. However,
the pharmaceutical market makes an exception iilthet is not a free market but is distorted by
various price regulations and controls by natioaathorities of Member States. In these
circumstances, restrictions to parallel trade sthdad analyzed taking into account the specific
characteristics of the sector. The impact of paralade on consumer welfare should be weighed

against the special nature of the sector.

This study has already shown that pharmaceutichlsiny has several special characteristics
which should be taken into account when taking slens concerning competition law, both
regarding case law and regulatory actions. Howether,question whether the pharmaceutical
industry should be given a special position indases on parallel importation, is controversial.
In Sot Leloghe Court did not give any special treatment egharmaceutical industry, however
it clarified that manufacturers could protect theammercial interests when it is considered

proportionate and reasonable. However, the exapesof this protection is still uncertain.

The Court’s stance to restrictions was not sunpgisaking account the earlier case law and the
goal of achieving a single market with its competitobjectives. The opinion of AG Jacobs in
Syfaitdiffered significantly from the traditional appdaof the Court. The argumentations of AG
Jacobs on the recognition of the special positiotih® pharmaceutical sector were credible. He

based his thoughts to the pervasive price regulaima innovation aspects of the sector.
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In Glaxo, both Courts confirmed that the Commission evdten it did not assess the request for
an exemption in a proper manner, i.e. did not aerdihe impact of parallel trade on innovation
activities. However, this may be understood abkmission has always supported parallel trade

in the name of free trade.

The results of various studies indicate that par&dade in pharmaceuticals does not considerably
affect the prices and thus not offer significaniéfés to consumers. Due to the fact that Member
States are entitled to determine price levels piiee effect of parallel trade is not necessary in
order to gain sufficient savings. However, it hagib established that parallel trade has an impact
on the earnings of manufacturers. These profiel®ssay lead to the reduction of innovations as
the share of R&D is significant in the pharmacaalt®ector. This argument was presented by
manufacturers in each case under competition lawestiction of parallel trade. Furthermore,
pharmaceutical producers have argued that thelefir@ith the only alternative: medicines will
not be launched at all in the markets in such aestvhere earnings would remain low because
of parallel trade. From welfare policy point of wieone could ask what is more important:
consumer benefits from possible price reductioresrasult of parallel trade or consumers benefits

from R&D of new medicinal products and rapid lauméimew medicines?

Based on the relevant studies on the issue, caasiole of legal aspects of the pharmaceutical
sector should emphasize its special features aslhgharmaceutical market is not a free market
with a standard demand and supply mechanism dyeve&rnmental price controls and regulations.
Referring to the above mentioned factors, paratiplorts benefit consumers only little and public

reimbursement systems fairly modest, at most. Hewe¥U competition rules and the

Commission are encouraging parallel trade in pheemicals based on the expectations of
benefits to customer welfare, in particular. Theeagch results show that the profit is left mainly
at the parallel importers, whose business doeemaénce total welfare or add any value to the
functioning of pharmaceutical market. In fact, thissiness is rather creating inefficiencies which
in a normal market economy would not survive withprice regulations favoring it. The current

model, where governmental price and profit regatatpresumption of free competition as a basis
for regulation and promotion of parallel importsegsst, is much too challenging for research-

based pharmaceutical companies.
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The effects of parallel trade, both positive andjatize, should be taken more widely into
consideration when assessing the drug companiésivim towards parallel trade. The positive
impact of new drugs on the national economy isiB@mt: drugs both treat and prevent from
diseases and are usually cheaper than other tnetstm&n important step to a right direction was
GlaxoSmithKline’s dual pricing case, and the EUrt®@ghould continue on that way in order to
encourage companies to innovate enabling resofwcds&D and protection of the innovation.

EU legislators should have a deeper look at todalyasmaceutical market structure with a clearly
political statement on the status and developmémie industry instead of giving EU Courts

control over issues requiring large economic arguaten.

A Way Forward

Parallel trade in pharmaceuticals should be preteainly the extent where it promotes
competition and consumer welfare. Due to the natioggulation, the impact of parallel trade on
price competition has been questioned. In additidren considering its possible negative effect
on innovations, consumer welfare benefits may eadblarge as has been interpreted earlier. For
these reasons, there should be further studidsed$dctor in order to find out the final effects on
welfare. In 2009, the Commission organized a pheeutical sector inquiry, thus merely
regarding the launch of generic drugs. A similegesach on the impact of parallel trade in the
pharmaceutical sector would be necessary. The sthdyld be carried out, specifically, by an
independent body. As mentioned in the answer bypiBeCompetition to the questionnaire, the
Commission performed an inquiry on parallel tram&panish wholesalers in 2012. However, this
study was an internal study within the Commissang nothing of the results has been published
yet. Currently, the Commission seems to focus eretiiry on market of generic medicines, which
manufacturers have attempted to prevent. Obviogsigallel importation will continue to exist
and there will be attempts to block it the same a&garlier, perhaps only with different strategies
As was noted by GSK iBot Lelos supporting parallel trade may lead to a situatere the
launch of new medicines on certain low-price Mentbiates is delayed probably resulting in fatal

consequences to consumer welfare.

The impact of parallel trade in pharmaceuticalsnfithe view of Competition law in the context
of the welfare of consumers and research-based ame®) incentive to innovate is largely
disputed. Exemption under Article 101(3) TFEU pd®s some tools to mitigate these disputes

and balances the situation where parallel tradergeactically the only winners, although the
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legislator’'s aim was to emphasize the end consureeefit as the main driver for encouraging
parallel trade. Pharmaceutical R&D companies seentoge most: their profits decline and
incentive to put efforts to development of new andre efficient drugs decreases. In order to
improve the situation, the mind-set of all stakeleos involved should be changed to more
consumer-benefitting direction. Thus, the assesswfethe exemption under Article 101(3) and
the objective justification of Article 102 TFEU gahld be revised taking into account the

importance of effects on consumer welfare.

Regarding the intersection betwe@laxo case and Article 101(3), the Commission has sthtsd
they should take actions on the basis of the judhgnsénce it was clearly stated by the Courts that
Commission erred when it did not check the grouafishe request for an exemption. The
Commission has not explored the specific natute@pharmaceutical sector, where national price
and profit controls and reimbursement regulationglember States occur at different levels and
where thus the standard demand and supply scheesendd work, as free competition market
would expect. So, it seems that there are uncégajrwhich would need a statement also from
the Commission. The Commission now has the Cogisteline to follow; time will tell how the

Commission will act on this.
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J. Conclusions

Parallel trade in pharmaceutical sector is flounghn the EU with the encouragement by the
Commission and the Courts emphasizing the pringiplefree movement of goods and single
market integration. The research-based pharmaetunidustry, instead, considers that parallel
traders (the ‘free riders’) are affecting negatyvedbmpanies’ ability to invest in R&D as earnings

decrease. Therefore, these companies try to preeeallel importation of their original drugs.

Contradictory interests of IPR owners and the simgarket goals have led to disputes before the
ECJ.Consten & Grundigstarted a practice by the EU Courts of dividing éixistence and exercise
of IPR. The mere existence is not anticompetitisesach; only the exercise might prove to be

against EU Competition law.

The general approach towards restrictions to paraiide has been strictly forbidding. However,
the recent case law in pharmaceutical sector iteBdaat a more economic approach considering
the special features of the pharmaceutical seciitlze effects of parallel trade are taking place.
Whether the new approach can be promoted in Cotigrelaw, remains to be seen.

In accordance with the EU legislation, pharmacailititanufacturers and wholesalers are obliged
to secure supplies of medicinal products to phaiesaand patients. The Commission controls
possible anticompetitive conduct of drug compamidsch would result in price increase of
pharmaceuticals. The national authorities regliatdth care expenses of the Member States by
determining price levels. In addition, only thoseditines can enter the market, which are in the
reimbursement list of national health care fundsguRation of price and profit levels are claimed
to be one of the reasons why the European drugsindis losing competition to US and other

markets, especially in regard to R&D of new drugs.

The United States have shown that in a totally freeket environment of business with the law
of supply and demand, pharmaceutical R&D has beecessful. One evidence of this is the fact
that pharmaceutical R&D investments are growinthenUS much faster that in the EU. Whether

parallel trade in Europe has contributed to thigatige evolution, is a question to be answered.
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Meanwhile, the Europeans should gain back theidgmusition in R&D. That seems to succeed

only by taking more effect-based approach towastalfel trade.

The specificity of the pharmaceutical sector li@simnovations which create the basis for the
research-based industry. The largest share of #dwuorss assets are expensed to R&D.
Pharmaceutical companies refer to special charstitsr of the industry, including price
intervention by Member States, obligation to supphyd R&D spending, in cases brought against
them under EU Competition law. Thus, GSK refereethese factors iByfait According to AG
Jacobs, when reasonable and proportionate, theéatpeatures of the industry would justify a
restriction to parallel trade. He was willing tacapt the special position of the industry. However,
no judgment was given iByfaitand his view was rejected 8ot Lelos

In Sot Lelosrefusal to supply existing customers was consil@s breach of Article 102 TFEU.
According to the ECJ, the producer is obliged tppdy ordinary orders, though not defining
‘ordinary’. Means for protecting company’s commatanterests are allowed to a reasonable and
proportionate extent in case they are not aimeeliaforcing dominance. However, the Court was

not willing to consider the innovation factors asasis for protecting those interests.

In dual pricing case oflaxo,the Commission stated that limiting parallel trambstitutes a
restriction by object. However, the CFI challengéd decision on the grounds that the
pharmaceutical industry differs from other sectord thus no restriction of competition by object
under Article 101(1). The CFI though found a resiton by effect. Furthermore, it criticized the
Commission’s decision not to give an exemption udécle 101(3).

As discussed earlier, pharmaceutical sector wagyiven any immunity from the rules under
Competition law inGlaxo and Sot Lelos.In Glaxo, however, the Court recognized that the
specificity of the pharmaceutical market and edfidy claims should have been assessed in in
relation to the exemption under Article 101(Bhe issue of the possible negative effects of fral
trade on investments remains open but, in gengraljudgments do not recognize the special

nature of the pharmaceutical sector.

When analysing the influence of parallel tradeglterm effects came up. Even if it generates
short-term economic benefits, these benefits $ledlh proportion with damage caused to the other
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parties involved. According to some studies, paldtade creates at most moderate savings to
health insurance systems, whereas negative etextscreasing. Parallel distributors seem to be
the main beneficiaries, while consumer benefits ek competition are not coming true. This

makes parallel trade an inefficient way of costirsgs.

Provided that price differentials are passed oprices the consumers have to pay, consumer
benefits may take place. On the other hand, delayaunch of new drugs due to decreased
earnings affect negatively on consumer welfare 0Allrug shortages may cause concerns to
consumers thus decreasing welfare. All these fadtoall be taken into account when considering

the possibility of giving the pharmaceutical se@apecial position in parallel trade cases.
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Summary

This thesis examined the special characteristigh@fpharmaceutical industry in parallel trade
cases under EU Competition law. For this purposead focusing on restrictions deriving from
dual pricing schemes and a dominant undertaking®isal to supply pharmaceuticals.
Furthermore, | tried to answer the following quess: How the special nature of the
pharmaceutical sector is being considered wherssisgedual pricing under Article 101 TFEU
and refusal to supply under Article 102 TFEU? Wimtthe effect of parallel trade on
pharmaceutical prices, on innovations, and on cmeswvelfare? And finally, taking into account
the current legal and economic context of paréiéele, should the pharmaceutical sector be given
a special position under Competition law?

The structure of the thesis followed this orderag@tier A contains the introduction to the research,
the aims and research questions and the methodsaisemplete this study. Chapter B examined
the relationship between intellectual property tsghnd EU Competition policy in parallel trade,
especially in pharmaceuticals. Chapter C introdubedcuropean pharmaceutical market and the
special features of the market. It studied the leggry measures in the market and the importance
of innovation in the industry. Chapter D preserg@ase study on parallel trade of pharmaceuticals
in EU Competition law, more specifically how EU Cpetition law treats the strategies of dual
pricing and refusal to supply as means of manufaciuto prevent parallel trade. Further, it
discussed how the special characteristics have tad@m into account in the assessment under
Competition law. Chapter E analyzed the econoniexes of parallel trade on prices and on R&D

in the light of the case law dealt in the previchapter.

Chapter F compared the different approaches tdlplanade in pharmaceuticals in the EU and
the United States. Here | tried to find out whettiere is something to be learnt from each
jurisdiction. Chapter G presented the current goacguments by the European Commission
authorities, specifically the authorities of DG Quetition, and the Finnish Competition and
Pharmaceutical authorities. The answers to thetigmesires reflect to the appropriate case law
presented in the earlier chapters. Chapter H peavath answer to the research questions and a

way forward in the current issue.
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In the environment of free market, the pro-compatifree movement of goods creates benefits
to the consumers by equalizing price differencelse Pharmaceutical market is, however,

different: it is a market distorted by various rigions and controls by Member States. Thus, it
does not present a free trade environment withdst@hdemand and supply rules. In these
circumstances, when assessing companies’ attempsttict parallel trade, the specificity of the

sector should be considered. Furthermore, theteftégarallel trade on consumer welfare should
be assessed against the special nature of the.sBlotouncertainty of the Competition law issues

on parallel trade made this analysis challengirtgriieresting.
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Annex |

Questionnaire to DG Competition Mr Borja Castrorathswers received by phone on 18 February
2014 and 14 April 2014

Specific features of the pharmaceutical sector

Q1. Should the pharmaceutical sector be treatéeteintly in regard to competition law due to
its specific characteristics?

Al. The Commission’s approach to that question carobed in the case law, such as GSK v.
Commission; Syfait and Sot Lelos. The Commissispects the outcome of the Court decisions.
We acknowledge that the pharmaceutical industeyspecific area, still the competition law has
to apply also to that sector.

Dual pricing in pharmaceuticals
Q2. In the case of GlaxoSmithKline, the Court a$tice upheld the General Court’s finding

that dual pricing may in principle benefit from eremption under art.101(3), if its efficiencies
outweigh its anti-competitive effects. Is the EUn@uission considering further regulatory
measures in order to define the right balance beitleese efficiencies and anti-competitive acts?
A2. This issue is open at the moment. We acknowleddehbre is uncertainty with dual
pricing practices and some questions raised in Glaxe still open and it is true that the
Commission has to do something about the unceigaifGlaxo case) at some point. Commission
will take into account the decision of the couspecially regarding the possible exemption under
Article 101(3) TFEU, but as it was not an ordere tGommission has not published any further
documents or statements so there is no develomodat. However, there are now two cases in
Spanish Supreme Court, regarding dual pricing pices. Pfizer and other major pharmaceutical
manufacturers are involved in those cases. Thesagrvas to be given last year, but the Supreme
has not decided yet. However, the Commission tbpethe decision will be given this year since
it would be an important decision for the Commissa¢so.

The new probe on parallel trade

Q3. According to Bloomberg news article, the Cossian has started a probe/questionnaire
on parallel trade of medicines (already in 2012)ydu know what would be the situation with
that?
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A3. After the Glaxo case, in March/April 2012, the Cassion performed an inquiry to the
Spanish wholesalers, which was a formal requestiidormation under Article 18 of the
Commission regulation 1/2003. However, that wasanpharmaceutical sector study as in 2009
about the generic medicines. We have got the iefioen the wholesalers, but nothing has been

published by the Commission about the study are ikeno new development after the study.

Harmonization of druq prices

Q4. Are there any discussions or framework ongoaggrding harmonization of prices on EU
level? What kind of challenges do you see in haigation from competition point of view?

A4. There are no current initiatives of price harmoriiga in DG Competition and the
Commission has no opinion of this at the mometitete would be any initiatives, it would involve
also other service areas, such as DG Health andi€es and DG Enterprise, since this is more
related to internal market issues. The DG Compmetitias had meetings with the industry, where
there have been discussions about the currentngigiolicies of pharmaceuticals. There are
several opinions about how the pricing policy shiolok. However, there are no guidelines or no

initiative about the subject by the Commission.

Shortage of prescription medicines

Q5. The UK Government’s All-Party Pharmacy GroAPPG) has called upon the country’s
Department of Health to propose legislation to prévexports of prescription medicines from the
UK with the aim of protecting national public hdettue to the shortages of prescription medicines.
Also the APPG has issued a joint call for actionGovernments, EU regulators and the
Commission to tackle the issues of shortagéblow does the EU Commission react on this kind
of initiative and joint call raised by APPG? CoadVember State ban parallel imports/exports
and on which grounds?

A5.  We are not aware of those issues, so there is imioopof the DG CompetitioThe issue

of supply shortages is one of greater discussibort&ges may come from different causes. The
issue of a Member State banning parallel impor{sdets is not a question competition law as
such, so the DG Competition has no opinion of fhle issue of supply is under the competence
of DG Health and Consumers, based on Article 8heDirective 2001/83.

233 The representative organizations for European aamityy hospital and industrial pharmacists
have issued a joint call for action by Governmerggulators and the European Commission to
tackle the growing problem of medicines shortagegf Press Release 16 May 2013).
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Current issues of pharmaceutical parallel trade

Q6. What are the current issues in regard to lghtedde of pharmaceuticals?

A6. TheCommission has no official view on this, so thia {gersonal opinion. However, the
things that are interesting at the moment wouldhgefollowing:

- Due to the economic crisis in Europe, the situabf the pharmaceutical industry has got more
difficult in terms of parallel trade, but of coursiee outcome of this will depend on the general
market situation so the Commission will follow ttiesselopment.

- International reference pricing and how it affetd parallel trade.
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Annex Il

Questionnaire to FCCA, the Finnish Competition &whsumer Authority, Mr Jan Nybondas,

answers received by email on 11 November 2013

Q1. Is there any difference of opinions betwée Commission of the European Union and
the Finnish Competition and Consumer Authority @nig parallel imports or exports of
pharmaceuticals and what kind, if any?

Al. No, there is no difference of opinions in thistter.

Q2. Do pharmaceutical markets have a speheacteristic in parallel importation? If they
do, how is this special feature supported?

A2.  Country specific price regulation and reimburemt systems of medicines in the EU
Member States have an impact on the access of alglaimported product into a country’s

market.

Q3. Whatis FCCA’s opinion on the harmoniaatof pharmaceutical prices at EU/ETA level?
A3. Price harmonization would be by nature a it decision, and highly complex, for
example, due to different buying power of theeitsz Thus, harmonization remains to be resolved
by policy-makers. The Finnish Competition and CamsuAuthority does not have a standpoint

in this matter.

Q4. Has FCCA been asked to give its opiniomestriction of parallel imports (or exports) of
pharmaceuticals and its consequences from congrel#w point of view?

A4.  The Finnish Competition Authority, FCA, (nowordpetition and Consumer Authority,
FCCA) has stated in April 2012 in its initiative tioe Finnish Medicine Agency, Fimea, that it
thinks the access of parallel imported medicine® imarkets is being hindered without
justification. The main problems are weak realiaatof offering of the most inexpensive inter-
changeable medicine and non-inclusion of a parahgborted medicine in the same reference
price group together with the original medicinalgparation in case the preparation has not been

released for generic manufacturidd.

234 hitp://www.kilpailuvirasto.fi/cgi-bin/english.cgi@ku=news-archive&sivu=news/n-2012-04-10




To be more precise, FCA stated in its initiativattRimea should take measures to ensure that
substitution of medicines would support a full-egalice competition prescribed by the Medicines
Act. In order to meet this target, there shouldabreonitoring system showing in real time that the

cheapest interchangeable medicines are those véneprimarily ordered, stored and delivered.

Furthermore, FCA proposed in its initiative thagislation regarding the priority of the most
inexpensive interchangeable medicines in the phemsadrug sales should be clarified. In
FCA'’s opinion, also the earnings logic of pharmacshould be changed so that they would have
a stimulus to offer even the most inexpensive nmedic the clients. In addition to the statements
above, FCA found that inclusion of parallel imparggharmaceuticals into the reference price

system in its full extent should be reconsidered.

Q5. How much has the parallel importation of phaceuticals increased competition and
decreased prices of prescription and non-presonptrugs sold in Finland after parallel imports
became permitted? Would there be any statistidch@mpact?

A5.  Referring to the previous answer and baseckasons explained earlier, market share of
parallel imports is very low (1-2 %) and has natri@ased to the level of many other EU Member
States. Thus, the effect of parallel imports of inieds on the retail prices of pharmacies is
insignificant. Parallel imported medicines have hegghtly more attractive in tenders announced
by hospital districts where agreements are madédioger periods. For further information, we
advise to turn to the Pharmaceuticals Pricing Badtda.

A5.  Hila's answer: There is no statistics on theets of parallel trade on prices or competition
in Finland. An empirical study on generic mediciness recently made by the Eastern Finland

University together with the Social Insurance Ington of Finland.

Q6. Has there been any shortage of (presmmipdrugs? In case of shortage, does FCCA see
any causal relation between it and increased ghtedide (parallel exports)?

A6.  This question should be brought up to the plaaeutical authorities. According to our
knowledge, there haven't been any drug shortageause of parallel imports or exports.

A6. Fimea’'s answer: In general, we may answer ¢festeric substitution and the reference
price system have, perhaps more that parallel inggormpacted on the availability of
pharmaceuticals.

AG. Hila’s answer: No, practically there haveb&en any shortages. The availability is 99%.



Q7. According to FCCA, is there any threat thatapj@l importation of medicines would
jeopardize national research and development aralations of drugs?

A7.  Inour opinion, this kind of threat causeddayallel importing of medicines does not exist.
However, it is obvious that parallel imported pratik; when causing a strong price competition
create a more challenging business environmenthfermanufacturers of the original products.
In that case, assets available for research anabgment will decline unless new breakthroughs

in R&D take place, enabling to increase amount ahuafactured products protected by patents.

Q8. How can FCCA influence on finding a balabeéveen EU competition law and IPRs for
in regard to parallel importation of pharmaceuse@al

A8. Inthe EU, this balance is primarily being sgeed so that the European Commission takes
to European Court of Justice such disputes whicheharisen after a drug manufacturer has
through special arrangements tried to restrict defies to a Member State in order to affect the
amount of parallel trade. The Finnish Competitaowd Consumer Authority is given opportunity
to express its view in the Commission’s consukaineetings to matters concerning parallel

importation and try to influence on the Commisssor@solution in case it considers it necessary.



