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European Court of Justice, 16 September 2008,
GSK

COMPETITION LAW - ABUSE OF A DOMI-
NANT POSITION

Abuse of a dominant position — Article 82 EC

e An undertaking which, in order to put a stop to
parallel exports carried out by certain wholesalers,
refuses to meet ordinary orders from those whole-
salers, is abusing its dominant position

Article 82 EC must be interpreted as meaning that an
undertaking occupying a dominant position on the rele-
vant market for medicinal products which, in order to
put a stop to parallel exports carried out by certain
wholesalers from one Member State to other Member
States, refuses to meet ordinary orders from those
wholesalers, is abusing its dominant position. It is for
the national court to ascertain whether the orders are
ordinary in the light of both the size of those orders in
relation to the requirements of the market in the first
Member State and the previous business relations be-
tween that undertaking and the wholesalers concerned.

Source: curia.europa.eu

European Court of Justice, 16 September 2008

(V. Skouris, P. Jann, C.W.A. Timmermans, A. Rosas,
K. Lenaerts and A. Tizzano, R. Silva de Lapuerta, K.
Schiemann, J. Makarczyk, P. Lindh, J.-C. Bonichot, T.
von Danwitz and A. Arabadjiev)

JUDGMENT OF THE COURT (Grand Chamber)

16 September 2008 (*)

(Article 82 EC — Abuse of dominant position — Phar-
maceutical products — Refusal to supply wholesalers
engaging in parallel exports — Ordinary orders)

In Joined Cases C-468/06 to C-478/06,

REFERENCES for a preliminary ruling under Article
234 EC from the Efetio Athinon (Greece), made by de-
cisions of 3 March 2006 (C-468/06 to C-474/06), 17
March 2006 (C-475/06 and C-476/06) and 7 April 2006
(C-477/06 and C-478/06), received at the Court on 21
November 2006, in the proceedings

Sot. Lelos kai Sia EE (C-468/06),

Farmakemporiki AE Emporias kai Dianomis Farmakef-
tikon Proionton (C-469/06),

Konstantinos Xidias kai Sia OE (C-470/06),
Farmakemporiki AE Emporias kai Dianomis Farmakef-
tikon Proionton (C-471/06),

Ionas Stroumsas EPE (C-472/06),

Tonas Stroumsas EPE (C-473/06),
Farmakapothiki Farma-Group Messinias
474/06),

K.P. Marinopoulos AE Emporias kai Dianomis Farma-
keftikon Proionton (C-475/06),

K.P. Marinopoulos AE Emporias kai Dianomis Farma-
keftikon Proionton (C-476/06),

Kokkoris D. Tsanas K. EPE and Others (C-477/06),
Kokkoris D. Tsanas K. EPE and Others (C-478/06),

v

GlaxoSmithKline AEVE Farmakeftikon Proionton,
formerly Glaxowellcome AEVE,

THE COURT (Grand Chamber),

composed of V. Skouris, President, P. Jann, C.W.A.
Timmermans, A. Rosas, K. Lenaerts (Rapporteur) and
A. Tizzano, Presidents of Chambers, R. Silva de
Lapuerta, K. Schiemann, J. Makarczyk, P. Lindh, J.-C.
Bonichot, T. von Danwitz and A. Arabadjiev, Judges,

AE (C-

dvocate General: D. Ruiz-Jarabo Colomer,

Registrar: L. Hewlett, Principal Administrator,

having regard to the written procedure and further to
the hearing on 29 January 2008,

after considering the observations submitted on behalf
of:

- Sot. Lelos kai Sia EE (C-468/06), by S.E. Kili-
akovou, dikigoros,

- Farmakemporiki AE Emporias kai Dianomis
Farmakeftikon Proionton (C-469/06 and C-471/06),
Konstantinos Xidias kai Sia OE (C-470/06), Ionas
Stroumsas EPE (C-472/06 and C-473/06), Farmaka-
pothiki Farma-Group Messinias AE (C-474/06) and
K.P. Marinopoulos AE Emporias kai Dianomis Far-
makeftikon Proionton (C-475/06 and C-476/06), by L.
Roumanias and G. Papaioannou, dikigoroi,

- Kokkoris D. Tsanas K. EPE and Others (C-
477/06 and C-478/06), by G. Mastorakos, dikigoros,

— GlaxoSmithKline AEVE Farmakeftikon Proion-
ton, by A. Komninos, D. Kyriakis, T. Kloukinas and S.
Zervoudaki, dikigoroi, and by I. Forrester QC and A.
Schulz, Rechtsanwalt,

- the Italian Government, by .M. Braguglia, acting
as Agent, assisted by F. Arena, avvocato dello Stato,

- the Polish Government, by E. O$niecka-
Tamecka, P. Kucharski and T. Krawczyk, acting as
Agents,

- the Commission of the European Communities,
by T. Christoforou, F. Castillo de la Torre and E. Gip-
pini Fournier, acting as Agents,

after hearing the Opinion of the Advocate General at
the sitting on 1 April 2008,

gives the following

Judgment

1 These references for a preliminary ruling concern
the interpretation of Article 82 EC.

2 The references were made in proceedings
brought by Sot. Lelos kai Sia EE, Farmakemporiki AE
Emporias kai Dianomis Farmakeftikon Proionton, Kon-
stantinos Xidias kai Sia OE, Ionas Stroumsas EPE,
Farmakapothiki Farma-Group Messinias AE, K.P. Mar-
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inopoulos AE Emporias kai Dianomis Farmakeftikon
Proionton, and Kokkoris D. Tsanas K. EPE and Others,
pharmaceuticals wholesalers, (‘the appellants in the
main proceedings’) against GlaxoSmithKline AEVE
Farmakeftikon Proionton, formerly Glaxowellcome
AEVE, (‘GSK AEVE’) in respect of the latter’s refusal
to meet those wholesalers’ orders for certain medicinal
products.

The legal framework

Community legislation

3 Council Directive 89/105/EEC of 21 December
1988 relating to the transparency of measures regulat-
ing the prices of medicinal products for human use and
their inclusion in the scope of national health insurance
systems (OJ 1989 L 40, p. 8) lays down certain re-
quirements for Member States when applying national
measures to control the prices of medicinal products for
human use or to restrict the range of medicinal products
covered by their national health insurance systems.

4 The second to fourth recitals to that directive
read as follows:

‘Whereas Member States have adopted measures of an
economic nature on the marketing of medicinal prod-
ucts in order to control public health expenditure on
such products; whereas such measures include direct
and indirect controls on the prices of medicinal prod-
ucts as a consequence of the inadequacy or absence of
competition in the medicinal products market and limi-
tations on the range of products covered by national
health insurance systems;

Whereas the primary objective of such measures is the
promotion of public health by ensuring the availability
of adequate supplies of medicinal products at a reason-
able cost; whereas, however, such measures should also
be intended to promote efficiency in the production of
medicinal products and to encourage research and de-
velopment into new medicinal products, on which the
maintenance of a high level of public health within the
Community ultimately depends;

Whereas disparities in such measures may hinder or
distort intra-Community trade in medicinal products
and thereby directly affect the functioning of the com-
mon market in medicinal products[.]’

5 Article 81 of Directive 2001/83/EC of the Euro-
pean Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal
products for human use (OJ 2001 L 311, p. 67), as
amended by Directive 2004/27/EC of the European
Parliament and of the Council of 31 March 2004 (OJ
2004 L 136, p. 34), (‘Directive 2001/83”) provides:
‘With regard to the supply of medicinal products to
pharmacists and persons authorised or entitled to sup-
ply medicinal products to the public, Member States
shall not impose upon the holder of a distribution au-
thorisation which has been granted by another Member
State any obligation, in particular public service obliga-
tions, more stringent than those they impose on persons
whom they have themselves authorised to engage in
equivalent activities.

The holder of a marketing authorisation for a medicinal
product and the distributors of the said medicinal prod-

uct actually placed on the market in a Member State
shall, within the limits of their responsibilities, ensure
appropriate and continued supplies of that medicinal
product to pharmacies and persons authorised to supply
medicinal products so that the needs of patients in the
Member State in question are covered.

The arrangements for implementing this Article should,
moreover, be justified on grounds of public health pro-
tection and be proportionate in relation to the objective
of such protection, in compliance with the Treaty rules,
particularly those concerning the free movement of
goods and competition.’

National legislation

6 Article 2 of Greek Law 703/1977 on the control
of monopolies and oligopolies and the protection of
free competition (FEK A’ 278) essentially corresponds
to the provisions of Article 82 EC.

7 Under Article 29 of Greek Law 1316/1983,
holders of an authorisation to market pharmaceutical
products are required to supply the market regularly
with the goods which they manufacture or import.

8 Furthermore, Greek legislation requires persons
carrying out the business of pharmaceuticals wholesaler
to obtain a specific licence and to supply the needs of a
defined geographical area with a range of pharmaceuti-
cal products.

The main proceedings and the reference for a pre-
liminary ruling

9 GSK AEVE is the Greek subsidiary of GlaxoS-
mithKline plc, a pharmaceuticals research and
manufacturing company established in the United
Kingdom (‘GSK plc’). GSK AEVE imports, ware-
houses and distributes pharmaceutical products of the
GSK group (‘GSK’) in Greece. As such, it holds the
marketing authorisation in Greece inter alia for the me-
dicinal products Imigran, Lamictal and Serevent for the
treatment, respectively, of migraines, epilepsy and
asthma (‘the medicinal products in dispute’), which are
available in Greece only on prescription.

10 Each of the appellants in the main proceedings
had for a number of years bought those medicinal
products in all their forms from GSK AEVE, in order
to distribute them both on the Greek market and in
other Member States.

11 Towards the end of October 2000, GSK AEVE
altered its system of distribution on the Greek market,
citing a shortage, for which it denied responsibility, of
those medicines. From 6 November 2000 it stopped
meeting the orders of the appellants in the main pro-
ceedings for the medicinal products in dispute and
began itself to distribute those products to Greek hospi-
tals and pharmacies through the company Farmacenter
AE (‘Farmacenter’).

12 In December 2000 GSK AEVE applied to the
Epitropi Antagonismou (Competition Commission) for
negative clearance in the form of a declaration that its
new policy of selling the medicines directly to Greek
hospitals and pharmacies did not infringe Article 2 of
Law 703/1977.

13 In February 2001, taking the view that the supply
of medicines on the Greek market had to some extent
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normalised and that stocks at hospitals and pharmacies
had been reconstituted, GSK AEVE started once more
to supply the appellants in the main proceedings and
other wholesalers with limited quantities of the medici-
nal products in dispute and shortly afterwards brought
its cooperation with Farmacenter to an end.

14 GSK AEVE then withdrew its application for
negative clearance but in the course of February 2001
filed a new application for negative clearance in respect
of its sales policy, which in turn was replaced in De-
cember 2001 by another such application. Following
discussions with the Epitropi Antagonismou, GSK
AEVE agreed to deliver quantities of medicines
equivalent to national consumption plus 18%.

15 Meanwhile, the appellants in the main proceed-
ings and other pharmaceuticals wholesalers, as well as
some Greek associations of pharmacists and wholesal-
ers, applied to the Epitropi Antagonismou for a
declaration that the sales policy of GSK AEVE and
GSK plc in respect of the medicinal products in dispute
constituted an abuse of a dominant position under Arti-
cle 2 of Law 703/1977 and Article 82 EC.

16 ~ On 3 August 2001, a decision of the Epitropi An-
tagonismou ordering interim measures required GSK
AEVE to meet the orders of the appellants in the main
proceedings for the medicinal products in dispute pend-
ing adoption of a final decision in the case. GSK AEVE
lodged applications with the Diikitiko Efetio Athinon
(Administrative Appeal Court, Athens) for a stay of
execution and an annulment of that decision, which that
court rejected.

17  Having been informed by GSK AEVE of the dif-
ficulties it faced in supplying the wholesalers with the
quantities requested, the Ethnikos Organismos Farma-
kon (National Organisation for Medicines) published a
circular on 27 November 2001 which obliged pharma-
ceuticals companies and all distributors of medicines to
deliver quantities equivalent to those required for pre-
scription medicines plus 25%.

18 Between 30 April 2001 and 11 November 2002,
each of the appellants in the main proceedings brought
an action before the Polimeles Protodikio Athinon
(Court of First Instance, Athens), claiming that the
conduct of GSK AEVE in interrupting supplies of me-
dicinal products which had been ordered and
distributing them through Farmacenter constituted un-
fair and anticompetitive acts and an abuse of the
dominant position occupied by GSK AEVE on the
markets for the medicinal products in dispute. In their
applications, those appellants asked for GSK AEVE to
be ordered, first, to supply them with quantities of
medicines corresponding to the monthly average of
those it had delivered to them in the period from 1
January to 31 October 2000 and, second, to pay them
damages and compensate them for loss of profits. Some
of the applications contained a more specific request
for GSK AEVE to be ordered to continue supplies by
providing quantities corresponding to the monthly av-
erage of medicines that it had delivered to them during
the same period plus a certain percentage.

19 In view of both the complaints mentioned in
paragraph 15 of this judgment and the request for nega-
tive clearance that were pending before it, the Epitropi
Antagonismou by decision of 22 January 2003 asked
the Court a series of questions relating to the interpreta-
tion of Article 82 EC in a reference for a preliminary
ruling, which was registered at the Court Registry un-
der the number C-53/03.

20  Between January and October 2003, the Polime-
les Protodikio Athinon gave judgment on the actions
commenced by the appellants in the main proceedings
against GSK AEVE. Although it ruled that the actions
were admissible, with the exception of the claims for
compensation for loss of profits, that court dismissed
them as unfounded, on the ground that the refusal on
the part of GSK AEVE to supply was not unjustified
and could thus not constitute abuse of that company’s
dominant position.

21 The appellants in the main proceedings appealed
against those judgments before the Efetio Athinon
(Court of Appeal, Athens). GSK AEVE cross-appealed
in some of the cases. That court however suspended its
examination of some of the cases before it pending the
Court’s decision in respect of the reference for a pre-
liminary ruling made by the Epitropi Antagonismou.

22 By its judgment of 31 May 2005 in Case C-53/03
Syfait and Others [2005] ECR 1-4609, the Court ruled
that it had no jurisdiction to answer the questions re-
ferred by the Epitropi Antagonismou, since the latter
was not a court or tribunal within the meaning of Arti-
cle 234 EC.

23 Considering that, in order to deliver its judg-
ments, it is necessary to have answers to the same
questions which the Epitropi Antagonismou had re-
ferred to the Court, the Efetio Athinon has decided to
stay the appeal proceedings and to refer the following
questions to the Court for a preliminary ruling:

‘1. Where the refusal of an undertaking holding a
dominant position to meet fully the orders sent to it by
pharmaceuticals wholesalers is due to its intention to
limit their export activity and, thereby, the harm caused
to it by parallel trade, does the refusal constitute per se
an abuse within the meaning of Article 82 EC? Is the
answer to that question affected by the fact that the par-
allel trade is particularly profitable for the wholesalers
because of the different prices, resulting from State in-
tervention, in the Member States of the European
Union, that is to say by the fact that pure conditions of
competition do not prevail in the pharmaceuticals mar-
ket, but a regime which is governed to a large extent by
State intervention? Is it ultimately the duty of a national
competition authority to apply Community competition
rules in the same way to markets which function com-
petitively and those in which competition is distorted
by State intervention?

2. If the Court holds that limitation of parallel trade,
for the reasons set out above, does not constitute an
abusive practice in every case where it is engaged in by
an undertaking holding a dominant position, how is
possible abuse to be assessed?

In particular:
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(a) Do the percentage by which normal domestic generating financial benefits for the ultimate consumers

consumption is exceeded and/or the loss suffered by an
undertaking holding a dominant position compared
with its total turnover and total profits constitute appro-
priate criteria? If so, how are the level of that
percentage and the level of that loss determined (the
latter as a percentage of turnover and total profits),
above which the conduct in question may be abusive?
(b) Is an approach entailing the balancing of inter-
ests appropriate, and, if so, what are the interests to be
compared?

In particular:

(i) is the answer affected by the fact that the ulti-
mate consumer/patient derives limited financial
advantage from the parallel trade and

(i1) is account to be taken, and to what extent, of the
interests of social insurance bodies in cheaper medici-
nal products?

(©) What other criteria and approaches are consid-
ered appropriate in the present case?’

24 By Decision 318/V/2006 of 1 September 2006,
the Epitropi Antagonismou ruled on the complaints
lodged with it against GSK. In the decision it found
that GSK did not occupy a dominant position on the
markets for Imigran and Serevent in view of their inter-
changeability with other medicinal products, but that a
dominant position existed with respect to Lamictal, on
account of the fact that epilepsy sufferers may find it
difficult to adjust to other medicines which treat that
condition.

25  In the same decision, the Epitropi Antagonismou
found that GSK had infringed Article 2 of Law
703/1977 during the period from November 2000 to
February 2001, but that there had been no infringement
of that article in the period after February 2001 and no
infringement of Article 82 EC during either of those
periods.

26 The appellants in the main proceedings have ap-
plied to the Diikitiko Efetio Athinon for an annulment
of that decision.

27 By order of the President of the Court of 29
January 2007, Cases C-468/06 to C-478/06 were joined
for the purposes of the written and oral procedures and
the judgment.

The questions referred for a preliminary ruling

28 By its questions, which it is appropriate to exam-
ine together, the referring court essentially asks
whether there is an abuse of a dominant position con-
trary to Article 82 EC if a pharmaceuticals company
occupying such a position on the national market for
certain medicinal products refuses to meet orders sent
to it by wholesalers on account of the fact that those
wholesalers are involved in parallel exports of those
products to other Member States.

29  In that context, the referring court asks the Court
about the relevance of a series of factors, such as the
degree of regulation to which the pharmaceuticals sec-
tor is subject in Member States, the impact of parallel
trade on the pharmaceuticals companies’ revenues, and
the question whether that parallel trade is capable of

of the medicinal products.

30  Inits observations lodged before the Court, GSK
AEVE contends that its refusal to supply the requested
quantities of medicinal products to the appellants in the
main proceedings does not constitute an abuse. First, it
was not a case of an actual refusal inasmuch as, apart
from a period of a few weeks between November 2000
and February 2001, GSK AEVE was always prepared
to supply the wholesalers with sufficient quantities.
Second, it did not put the wholesalers at risk of being
eliminated from the market, since its supplies enabled
them to cover all the requirements of the Greek market,
and even requirements that went beyond those of that
market.

31 According to GSK AEVE, the decisive factors
for the question whether the conduct of a company that
refuses to supply certain goods is abusive depend on
the economic and regulatory context of the situation in
question. Thus, in the case of a supply restriction in
medicinal products in order to limit parallel trade, it is
necessary to take into account the omnipresent regula-
tion of prices and distribution in the pharmaceuticals
sector, the negative consequences of an unlimited par-
allel trade upon the investments of pharmaceuticals
companies in the field of research and development,
and the minimal benefit of that trade for the final con-
sumers of those products.

32 By contrast, the appellants in the main proceed-
ings, as well as the Italian and Polish Governments and
the Commission of the European Communities, main-
tain in their observations that the refusal by an
undertaking in a dominant position to supply medicinal
products to wholesalers with the aim of restricting par-
allel trade constitutes in principle an abuse of a
dominant position within the meaning of Article 82 EC.
According to them, none of the factors raised by the
referring court and which were taken up by GSK
AEVE to justify its refusal to supply is capable of alter-
ing the abusive nature of that practice.

The existence of a refusal to supply liable to elimi-
nate competition

33 Article 82 EC prohibits any abuse by one or
more undertakings of a dominant position within the
common market or in a substantial part of it as incom-
patible with the common market in so far as it may
affect trade between Member States. According to
point (b) of the second paragraph of that article, such
abuse may, in particular, consist in limiting production,
markets or technical development to the prejudice of
consumers.

34  The established case-law of the Court shows that
the refusal by an undertaking occupying a dominant
position on the market of a given product to meet the
orders of an existing customer constitutes abuse of that
dominant position under Article 82 EC where, without
any objective justification, that conduct is liable to
eliminate a trading party as a competitor (see, to that
effect, Joined Cases 6/73 and 7/73 Istituto Chemi-
oterapico Italiano and Commercial Solvents v
Commission [1974] ECR 223, paragraph 25, and Case
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27/76 United Brands and United Brands Continentaal v
Commission [1978] ECR 207, paragraph 183).

35  With regard to a refusal by an undertaking to de-
liver its products in one Member State to wholesalers
which export those products to other Member States,
such an effect on competition may exist not only if the
refusal impedes the activities of those wholesalers in
that first Member State, but equally if it leads to the
elimination of effective competition from them in the
distribution of the products on the markets of the other
Member States.

36 In this case it is common ground between the
parties in the main proceedings that, by refusing to
meet the Greek wholesalers’ orders, GSK AEVE aims
to limit parallel exports by those wholesalers to the
markets of other Member States in which the selling
prices of the medicinal products in dispute are higher.
37 In respect of sectors other than that of pharma-
ceutical products, the Court has held that a practice by
which an undertaking in a dominant position aims to
restrict parallel trade in the products that it puts on the
market constitutes abuse of that dominant position, par-
ticularly when such a practice has the effect of curbing
parallel imports by neutralising the more favourable
level of prices which may apply in other sales areas in
the Community (see, to that effect, Case 26/75 General
Motors Continental v Commission [1975] ECR 1367,
paragraph 12) or when it aims to create barriers to re-
importations which come into competition with the dis-
tribution network of that undertaking (Case 226/84
British Leyland v Commission [1986] ECR 3263, para-
graph 24). Indeed, parallel imports enjoy a certain
amount of protection in Community law because they
encourage trade and help reinforce competition (Case
C-373/90 X [1992] ECR I-131, paragraph 12).

38  Inits written observations, GSK AEVE contends
that the factors mentioned by the referring court in its
questions constitute objective considerations, on the
basis of which it cannot be regarded as an abuse for a
pharmaceuticals company to limit supplies of medi-
cines to the needs of a given national market when
confronted with orders from wholesalers involved in
parallel exports to other Member States where the sell-
ing prices of those medicines are set at a higher level.
39 In order to determine whether the refusal by a
pharmaceuticals company to supply medicinal products
to such wholesalers indeed falls within the prohibition
laid down in Article 82 EC, in particular at point (b) of
the second paragraph of that article, it must be exam-
ined whether, as GSK AEVE maintains, there are
objective considerations based on which such a practice
cannot be regarded as an abuse of the dominant posi-
tion occupied by that undertaking (see, to that effect,
United Brands and United Brands Continentaal v
Commission, paragraph 184, and Case C-95/04 P Brit-
ish Airways v Commission [2007] ECR 1-2331,
paragraph 69).

The abusive nature of the refusal to supply

40 As a preliminary point, GSK AEVE observes,
citing United Brands Continentaal v Commission, that
a dominant undertaking is not under an obligation to

honour orders that are out of the ordinary and that it
may take reasonable steps in order to protect its legiti-
mate commercial interests.

41 With regard more specifically to the pharmaceu-
ticals sector, GSK AEVE argues, first, that the general
logic behind protecting competition within a brand
does not function in that sector, where the intervention
of the public authorities of Member States prevents the
manufacturers of medicines from developing their ac-
tivities in normal competitive conditions.

42 On the one hand, the pharmaceuticals companies
do not control the prices of their products, those prices
being fixed at various levels by the public authorities,
which are, at the same time, the buyers of the medi-
cines wherever there are national health systems. Even
where those prices are the result of negotiations be-
tween the authorities and the pharmaceuticals
companies, the fact that those companies accept them
does not in itself imply that the prices cover all the
fixed costs connected with the development of the
pharmaceutical products. Moreover, even if such a sys-
tem of agreed prices exists, Member States are still in a
position to impose cuts in those prices.

43 On the other hand, the producers of medicines
are subject to precise obligations with regard to their
distribution. While pharmaceuticals companies are re-
quired by law to deliver their products in all Member
States where they are authorised to do so, parallel ex-
porters are free to shift their activities from one product
or market to the next if the latter product or market of-
fers a higher profit margin, which can lead to shortages
in some exporting Member States. Thus parallel trade
has negative consequences for the planning of produc-
tion and distribution of medicines.

44  Second, GSK AEVE points out that parallel trade
in medicines reduces the profits that pharmaceuticals
companies can invest in research and development ac-
tivities on which they depend in order to remain
competitive and attractive to investors. By contrast, dis-
tributors which profit from parallel trade make no
contribution to pharmaceutical innovation. Further-
more, in the Member States where the prices of
medicines are fixed at relatively low levels, the market-
ing of new medicines might be affected if it became
impossible for pharmaceuticals companies to hold back
supplies with the aim of limiting parallel trade. In such
circumstances, those companies would have an interest
in delaying the launch of new products in Member
States where the prices are low.

45 Third, GSK AEVE contends that parallel trade
provides no genuine benefit to the ultimate consumers.
Since the greater part of the price difference which
makes the business profitable is taken up by intermedi-
aries, parallel trade does not result in genuine pressure
on the prices of medicines in the Member States where
those prices are higher. Equally, in the case of Member
States where certain medicinal requirements are cov-
ered by public tender, parallel importers are not in a
position to reduce price levels in view of their sporadic
presence on the market.
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46  While recognising that the prohibition in Article
82 EC does not apply when the conduct of an undertak-
ing in a dominant position is objectively justified, the
Polish Government and the Commission point out that
it is for that undertaking to establish that there are cir-
cumstances that are capable of justifying its practice.

47 The appellants in the main proceedings, as well
as the Polish Government and the Commission, con-
sider that Article 82 EC cannot be applied differently in
the pharmaceuticals sector simply because the prices in
that sector are directly or indirectly fixed by the public
authorities. Even in the Member States where prices are
low, the price of a medicinal product is the result of ne-
gotiations with the pharmaceuticals companies, which
will not put their products on the market if the prices
proposed are not acceptable to them. Furthermore,
there is no causal link between the repercussions of
parallel trade on the revenues of pharmaceuticals com-
panies and those companies’ investments in research
and development. Finally, parallel trade in medicinal
products brings clear advantages to patients and is
likely to enable national social security systems to
make savings.

48 The appellants in the main proceedings add that
taking into account the justifications advanced by GSK
AEVE would run counter to the Court’s case-law relat-
ing to the free movement of goods, which accepts only
the justifications listed in Article 30 EC.

49 It should be recalled that in paragraph 182 of its
judgment in United Brands and United Brands Conti-
nentaal v Commission the Court held that an
undertaking in a dominant position for the purpose of
marketing a product — which cashes in on the reputa-
tion of a brand name known to and valued by
consumers — cannot stop supplying a long-standing
customer who abides by regular commercial practice, if
the orders placed by that customer are in no way out of
the ordinary. In paragraph 183 of the same judgment,
the Court held that such conduct is inconsistent with
the objectives laid down in Article 3(f) of the EEC
Treaty (Article 3(g) of the EC Treaty, and now Article
3(1)(g) EC), which are set out in detail in Article 86 of
the EEC Treaty (Article 86 of the EC Treaty, and now
Article 82 EC), particularly in points (b) and (c) of the
second paragraph of that article, since the refusal to sell
would limit the markets to the prejudice of consumers
and would amount to discrimination which might in the
end eliminate a trading party from the relevant market.
50 In paragraph 189 of the judgment in United
Brands and United Brands Continentaal v Commission,
the Court stated that, although the fact that an undertak-
ing is in a dominant position cannot deprive it of its
right to protect its own commercial interests if they are
attacked, and that such an undertaking must be con-
ceded the right to take such reasonable steps as it
deems appropriate to protect those interests, such be-
haviour cannot be accepted if its purpose is specifically
to strengthen that dominant position and abuse it.

51 It must be examined in this context whether, as
GSK AEVE claims, particular circumstances are pre-
sent in the pharmaceuticals sector, by reason of which

the refusal by an undertaking in a dominant position to
supply clients in a given Member State who engage in
parallel exports to other Member States where prices
for medicines are higher does not, generally speaking,
constitute an abuse.

The consequences of parallel trade for the ultimate
consumers

52 The first thing to consider is GSK AEVE’s ar-
gument that parallel trade in any event brings only few
financial benefits to the ultimate consumers.

53 In that connection, it should be noted that parallel
exports of medicinal products from a Member State
where the prices are low to other Member States in
which the prices are higher open up in principle an al-
ternative source of supply to buyers of the medicinal
products in those latter States, which necessarily brings
some benefits to the final consumer of those products.
54  Ttistrue, as GSK AEVE has pointed out, that, for
medicines subject to parallel exports, the existence of
price differences between the exporting and the import-
ing Member States does not necessarily imply that the
final consumer in the importing Member State will
benefit from a price corresponding to the one prevailing
in the exporting Member State, inasmuch as the whole-
salers carrying out the exports will themselves make a
profit from that parallel trade.

55  Nevertheless, the attraction of the other source of
supply which arises from parallel trade in the importing
Member State lies precisely in the fact that that trade is
capable of offering the same products on the market of
that Member State at lower prices than those applied on
the same market by the pharmaceuticals companies.

56  As aresult, even in the Member States where the
prices of medicines are subject to State regulation, par-
allel trade is liable to exert pressure on prices and,
consequently, to create financial benefits not only for
the social health insurance funds, but equally for the
patients concerned, for whom the proportion of the
price of medicines for which they are responsible will
be lower. At the same time, as the Commission notes,
parallel trade in medicines from one Member State to
another is likely to increase the choice available to enti-
ties in the latter Member State which obtain supplies of
medicines by means of a public procurement proce-
dure, in which the parallel importers can offer
medicines at lower prices.

57 Accordingly, without it being necessary for the
Court to rule on the question whether it is for an under-
taking in a dominant position to assess whether its
conduct vis-a-vis a trading party constitutes abuse in
the light of the degree to which that party’s activities
offer advantages to the final consumers, it is clear that,
in the circumstances of the main proceedings, such an
undertaking cannot base its arguments on the premiss
that the parallel exports which it seeks to limit are of
only minimal benefit to the final consumers.

The impact of State price and supply regulation in
the pharmaceuticals sector

58 Turning, next, to the argument based on the de-
gree of regulation of the pharmaceuticals markets in the
Community, it must first be examined whether State
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regulation of the prices of medicinal products has an
impact on the assessment of whether a refusal to supply
those products constitutes abuse.

59  Itis clear that, in the majority of Member States,
medicines, in particular those available only on pre-
scription, are subject to regulation aimed at setting, at
the request of the manufacturers concerned and on the
basis of information provided by them, selling prices
for those medicines and/or the scales of reimbursement
of the cost of prescription medicines by the relevant
social health insurance systems. The price differences
between Member States for certain medicines are thus
the result of the different levels at which the prices
and/or the scales to be applied to those medicines are
fixed.

60  The main proceedings relate to a non-harmonised
area in which the Community legislature has limited
itself, in adopting Directive 89/105, to placing Member
States under a duty to guarantee that decisions in re-
spect of the regulation of prices and reimbursement are
taken with complete transparency, without discrimina-
tion and within certain specific time-limits.

61 In that respect, it should be noted, on one hand,
that the control exercised by Member States over the
selling prices or the reimbursement of medicinal prod-
ucts does not entirely remove the prices of those
products from the law of supply and demand.

62  Thus, in some Member States, the public authori-
ties do not intervene in the process of setting prices or
limit themselves to setting the scale of reimbursement
of the cost of prescription medicines by the national
health insurance systems, thereby leaving to the phar-
maceuticals companies the task of deciding their selling
prices. Furthermore, even though the public authorities
in other Member States set the selling prices of medi-
cines as well, that does not in itself mean that the
manufacturers of the medicines concerned have no in-
fluence upon the level at which the selling prices are set
or the proportion of those prices which is reimbursed.
63 As the Commission has pointed out, even in the
Member States where the selling prices or the amounts
of reimbursement of medicines are set by the public
authorities, the producers of the medicines concerned
take part in the negotiations which are initiated by
those producers and take their price proposals as a
starting point and end with the setting of the prices and
the amounts of reimbursement to be applied. As the
second and third recitals to Directive 89/105 state, the
task of the authorities when setting prices of medicines
is not only to control expenditure connected with public
health systems and to ensure the availability of ade-
quate supplies of medicinal products at a reasonable
cost, but also to promote efficiency in the production of
medicinal products and to encourage research and de-
velopment into new medicinal products. As the
Advocate General indicated in points 90 to 93 of his
Opinion, the level at which the selling price or the
amount of reimbursement of a given medicinal product
is fixed reflects the relative strength of both the public
authorities of the relevant Member State and the phar-

maceuticals companies at the time of the price
negotiations for that product.

64 On the other hand, it should be recalled that,
where a medicine is protected by a patent which con-
fers a temporary monopoly on its holder, the price
competition which may exist between a producer and
its distributors, or between parallel traders and national
distributors, is, until the expiry of that patent, the only
form of competition which can be envisaged.

65 In relation to the application of Article 85 of the
EEC Treaty (Article 85 of the EC Treaty, now Article
81 EC), the Court has held that an agreement between
producer and distributor which might tend to restore the
national divisions in trade between Member States
might be such as to frustrate the objective of the Treaty
to achieve the integration of national markets through
the establishment of a single market. Thus on a number
of occasions the Court has held agreements aimed at
partitioning national markets according to national bor-
ders or making the interpenetration of national markets
more difficult, in particular those aimed at preventing
or restricting parallel exports, to be agreements whose
object is to restrict competition within the meaning of
that Treaty article (see, for example, Joined Cases
96/82 to 102/82, 104/82, 105/82, 108/82 and 110/82
IAZ International Belgium and Others v Commission
[1983] ECR 3369, paragraphs 23 to 27; Case C-306/96
Javico [1998] ECR 1-1983, paragraphs 13 and 14; and
Case C-551/03 P General Motors v Commission [2006]
ECR 1-3173, paragraphs 67 to 69).

66  In the light of the abovementioned Treaty objec-
tive as well as that of ensuring that competition in the
internal market is not distorted, there can be no escape
from the prohibition laid down in Article 82 EC for the
practices of an undertaking in a dominant position
which are aimed at avoiding all parallel exports from a
Member State to other Member States, practices which,
by partitioning the national markets, neutralise the
benefits of effective competition in terms of the supply
and the prices that those exports would obtain for final
consumers in the other Member States.

67 Although the degree of price regulation in the
pharmaceuticals sector cannot therefore preclude the
Community rules on competition from applying, the
fact none the less remains that, when assessing, in the
case of Member States with a system of price regula-
tion, whether the refusal of a pharmaceuticals company
to supply medicines to wholesalers involved in parallel
exports constitutes abuse, it cannot be ignored that such
State intervention is one of the factors liable to create
opportunities for parallel trade.

68  Furthermore, in the light of the Treaty objectives
to protect consumers by means of undistorted competi-
tion and the integration of national markets, the
Community rules on competition are also incapable of
being interpreted in such a way that, in order to defend
its own commercial interests, the only choice left for a
pharmaceuticals company in a dominant position is not
to place its medicines on the market at all in a Member
State where the prices of those products are set at a
relatively low level.
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69 It follows that, even if the degree of regulation
regarding the price of medicines cannot prevent any
refusal by a pharmaceuticals company in a dominant
position to meet orders sent to it by wholesalers in-
volved in parallel exports from constituting an abuse,
such a company must nevertheless be in a position to
take steps that are reasonable and in proportion to the
need to protect its own commercial interests.

70 In that respect, and without it being necessary to
examine the argument raised by GSK AEVE that it is
necessary for pharmaceuticals companies to limit paral-
lel exports in order to avoid the risk of a reduction in
their investments in the research and development of
medicines, it is sufficient to state that, in order to ap-
praise whether the refusal by a pharmaceuticals
company to supply wholesalers involved in parallel ex-
ports constitutes a reasonable and proportionate
measure in relation to the threat that those exports rep-
resent to its legitimate commercial interests, it must be
ascertained whether the orders of the wholesalers are
out of the ordinary (see, to that effect, United Brands
and United Brands Continentaal v Commission, para-
graph 182).

71 Thus, although a pharmaceuticals company in a
dominant position, in a Member State where prices are
relatively low, cannot be allowed to cease to honour the
ordinary orders of an existing customer for the sole rea-
son that that customer, in addition to supplying the
market in that Member State, exports part of the quanti-
ties ordered to other Member States with higher prices,
it is none the less permissible for that company to
counter in a reasonable and proportionate way the
threat to its own commercial interests potentially posed
by the activities of an undertaking which wishes to be
supplied in the first Member State with significant
quantities of products that are essentially destined for
parallel export.

72 In the present cases, the orders for reference
show that, in the disputes which gave rise to those or-
ders, the appellants in the main proceedings have
demanded not that GSK AEVE should fulfil the orders
sent to it in their entirety, but that it should deliver them
quantities of medicines corresponding to the monthly
average sold during the first 10 months of 2000. In 6 of
the 11 actions in the main proceedings, the appellants
asked for those quantities to be increased by a certain
percentage, which was fixed by some of them at 20%.
73 In those circumstances, it is for the referring
court to ascertain whether the abovementioned orders
are ordinary in the light of both the previous business
relations between the pharmaceuticals company hold-
ing a dominant position and the wholesalers concerned
and the size of the orders in relation to the requirements
of the market in the Member State concerned (see, to
that effect, United Brands and United Brands Continen-
taal v Commission, paragraph 182, and Case 77/77
Benzine en Petroleum Handelsmaatschappij and Others
v Commission [1978] ECR 1513, paragraphs 30 to 32).
74  Those considerations equally deal with the argu-
ment raised by GSK AEVE, namely the impact of State
regulation on the supply of medicinal products, and

more particularly the argument that undertakings that
engage in parallel exports are not subject to the same
obligations regarding distribution and warehousing as
the pharmaceuticals companies and are therefore liable
to disrupt the planning of production and distribution of
medicines.

75  Itis true that in Greece, as is apparent from para-
graph 8 of this judgment, national legislation places
pharmaceuticals wholesalers under an obligation to
supply the needs of a defined geographical area with a
range of pharmaceutical products. It is equally true that,
in cases where parallel trade would effectively lead to a
shortage of medicines on a given national market, it
would not be for the undertakings holding a dominant
position but for the national authorities to resolve the
situation, by taking appropriate and proportionate steps
that were consistent with national legislation as well as
with the obligations flowing from Article 81 of Direc-
tive 2001/83.

76  However, a producer of pharmaceutical products
must be in a position to protect its own commercial in-
terests if it is confronted with orders that are out of the
ordinary in terms of quantity. Such could be the case, in
a given Member State, if certain wholesalers order
from that producer medicines in quantities which are
out of all proportion to those previously sold by the
same wholesalers to meet the needs of the market in
that Member State.

77  In view of the foregoing, the answer to the ques-
tions referred should be that Article 82 EC must be
interpreted as meaning that an undertaking occupying a
dominant position on the relevant market for medicinal
products which, in order to put a stop to parallel ex-
ports carried out by certain wholesalers from one
Member State to other Member States, refuses to meet
ordinary orders from those wholesalers is abusing its
dominant position. It is for the national court to ascer-
tain whether the orders are ordinary in the light of both
the size of those orders in relation to the requirements
of the market in the first Member State and the previ-
ous business relations between that undertaking and the
wholesalers concerned.

Costs

78  Since these proceedings are, for the parties to the
main proceedings, a step in the action pending before
the national court, the decision on costs is a matter for
that court. Costs incurred in submitting observations to
the Court, other than the costs of those parties, are not
recoverable.

On those grounds,

the Court (Grand Chamber) hereby rules:

Article 82 EC must be interpreted as meaning that an
undertaking occupying a dominant position on the rele-
vant market for medicinal products which, in order to
put a stop to parallel exports carried out by certain
wholesalers from one Member State to other Member
States, refuses to meet ordinary orders from those
wholesalers, is abusing its dominant position. It is for
the national court to ascertain whether the orders are
ordinary in the light of both the size of those orders in
relation to the requirements of the market in the first
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Member State and the previous business relations be-
tween that undertaking and the wholesalers concerned.

OPINION OF ADVOCATE GENERAL

Ruiz-Jarabo Colomer

delivered on 1 April 2008 (1)

Joined Cases C-468/06 to C-478/06

Sot. Lelos kai Sia EE,

Farmakemporiki AE Emporias kai Dianomis Farmakef-
tikon Proionton,

Konstantinos Xidias kai Sia OE,

Farmakemporiki AE Emporias kai Dianomis Farmakef-
tikon Proionton

Ionas Stroumsas EPE

Ionas Stroumsas EPE

Farmakapothiki Farma-Group Messinias AE

K.P. Marinopoulos AE Emporias kai Dianomis Farma-
keftikon Proionton

K.P. Marinopoulos AE Emporias kai Dianomis Farma-
keftikon Proionton

Kokkoris D. Tsanas K. EPE

Kokkoris D. Tsanas K. EPE

v

GlaxoSmithKline AEVE Farmakeftikon Proionton
(Reference for a preliminary ruling from the Trimeles
Efetio Athinon (Greece))

(Abuse of a dominant position — Parallel trade in me-
dicinal products)

I — Introduction

I. Like a boomerang, questions referred to the
Court of Justice and ruled inadmissible a couple of
years ago (2) have now come back to it. A Greek court,
the Trimeles Efetio Athinon (Court of Appeal, Athens),
is seeking a reply to some fundamental questions of
Community competition law relating to abuse of a
dominant position, which is prohibited by Article 82
EC, and parallel imports of medicinal products from
the Hellenic Republic to other Member States, where
the reimbursement of the price paid for medicinal
products dispensed under prescription is appreciably
higher than that in Greece.

2. The reason for the dismissal of the reference did
not preclude the Advocate General appointed on that
occasion preparing an Opinion, (3) to which the parties
in the proceedings before the referring court make ex-
tensive reference, almost to the point of turning it into
the main focus of the debate.

3. This situation makes me uneasy, as | feel like
Avellaneda writing the second part of somebody else’s
novel, and, like that author, I could be criticised for
this, even if the circumstances are not comparable: I
feel compelled to write this Opinion and I am fulfilling
my professional duty in good faith and without any of
the resentment which seems to have driven Avel-
laneda’s plagiarism. (4)

Il — The legislative framework

A - Community law

4. The EC Treaty contains two rules of competition
law which are fundamental to the operation of the
common market. While Article 81 EC prohibits collu-

sion between rival companies, the first paragraph of
Article 82 EC prohibits any abuse by one or more un-
dertakings of a dominant position within the common
market or a substantial part of it. The second paragraph
sets out a non-exhaustive list of typical examples of
such arbitrary conduct.

5. In the context of the facts in the main proceed-
ings, certain pieces of secondary legislation are also
relevant; Directive 89/105/EEC (5) contains measures
aimed at harmonising methods of setting the prices of
medicinal products. Article 2(1) and (2) provides that:
‘The following provisions shall apply if the marketing
of a medicinal product is permitted only after the com-
petent authorities of the Member State concerned have
approved the price of the product:

1. Member States shall ensure that a decision on the
price which may be charged for the medicinal product
concerned is adopted and communicated to the appli-
cant within 90 days of the receipt of an application
submitted, in accordance with the requirements laid
down in the Member State concerned, by the holder of
a marketing authorisation. The applicant shall furnish
the competent authorities with adequate information.
... the competent authorities shall ... take their final
decision within 90 days ... In the absence of such a de-
cision within the abovementioned period or periods, the
applicant shall be entitled to market the product at the
price proposed.

2. Should the competent authorities decide not to
permit the marketing of the medicinal product con-
cerned at the price proposed by the applicant, the
decision shall contain a statement of reasons based on
objective and verifiable criteria. ...’

6. Even if it is not relevant to the facts of the case
before the referring court because of its temporal scope,
it is appropriate, in view of the possible future implica-
tions of the Court’s judgment, to mention the second
paragraph of Article 81 of Directive 2001/83/EC, (6)
repealing Directive 92/25/EEC, (7) which provides
that:

‘The holder of a marketing authorisation for a medici-
nal product and the distributors of the said medicinal
product actually placed on the market in a Member
State shall, within the limits of their responsibilities,
ensure appropriate and continued supplies of that me-
dicinal product to pharmacies and persons authorised to
supply medicinal products so that the needs of patients
in the Member State in question are covered.’

7. The third paragraph of Article 81 makes it clear
that the measures put in place for implementing this
article must be justified on grounds of public health
protection and be proportionate to the objective of such
protection, ‘in compliance with the Treaty rules, par-
ticularly those concerning the free movement of goods
and competition’.

B — National legislation

8. Article 2 of Law No 703/1977 on the control of
monopolies and oligopolies and the protection of free
competition (‘Greek Law on competition’) essentially
corresponds to Article 82 EC.
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9. Under the second paragraph of Article 29 of nary ruling, the reference being lodged at the Court’s

Law No 1316/1983, amending Article 8 of Legislative
Decree 96/1973, holders of an authorisation to market
medicines are required to supply the market regularly
with the goods which they manufacture or import.

10. Finally, Greek legislation requires that persons
carrying out the business of pharmaceutical wholesaler
obtain a licence and undertake to supply a defined geo-
graphical area adequately.

Il — The facts in the main proceedings and the
guestions referred for a preliminary ruling

11.  GlaxoSmithKline plc, a pharmaceutical research
and manufacturing company established in the United
Kingdom, distributes and warehouses its products in
Greece through its subsidiary GSK AEVE (hereinafter
collectively referred to as ‘GSK’), which holds the par-
ent company’s marketing authorisation for the products
in Greece. GSK AEVE therefore distributes goods
bearing the trade marks Imigran, for migraine,
Lamictal, for epilepsy, and Serevent, for asthma, which
are all prescription medicines for which GSK holds the
patent.

12.  The appellants in the main proceedings had for a
number of years acquired these medicines in various
forms as intermediary wholesalers in order to supply
them both to the Greek and to other markets, particu-
larly Germany and the United Kingdom.

13.  Citing a shortage of the three medicinal products
referred to above, for which it declined to take any re-
sponsibility, GSK changed its system of distribution in
Greece at the end of October 2000. It stopped meeting
the appellants’ orders from 6 November of that year
and supplied the products to hospitals and pharmacies
through the company Farmacenter AE.

14.  When, in February 2001, GSK reinstated normal
supplies it resumed supplying Imigran, Lamictal and
Serevent to the wholesalers, albeit to a limited extent,
but ended its involvement with Farmacenter AE. This
conduct on the part of GSK angered the appellants and
resulted in their bringing two types of legal action: an
administrative action and a civil action.

15. GSK started administrative proceedings when
the Epitropi Antagonismou (Greek Competition Com-
mission) dismissed the complaints concerning the
changes in its distribution policy for medicinal prod-
ucts; for their part, the appellants in the main
proceedings, which are associations of Greek pharma-
cists and other wholesalers, instituted proceedings on
the same facts, seeking to establish that GSK had
committed an abuse of a dominant position within the
meaning of Article 2 of the Greek Law on competition
and Article 82 EC.

16. A decision of the Epitropi Antagonismou order-
ing interim measures required GSK to meet the orders
of the three products in question pending adoption of a
final decision. However, as it was unsure how national
law should be interpreted in the light of Community
law, the regulatory body charged with overseeing com-
petition in the Greek market stayed the proceedings and
referred certain questions relating to the interpretation
of Article 82 EC to the Court of Justice for a prelimi-

Registry under the number C-53/03.

17. The Court’s judgment did not address the sub-
stance of the dispute because it found that the Court
had no jurisdiction to answer questions referred by a
body which is not a court or tribunal within the mean-
ing of Article 234 EC, (8 but the Epitropi
Antagonismou issued its decision on the appellants’
complaints on 1 September 2006 and made the follow-
ing findings: that GSK occupied a dominant position
only in respect of Lamictal, since epilepsy sufferers
found it difficult to adjust to other similar medication;
that the GSK group of undertakings had infringed Arti-
cle 2 of the Greek Law on competition only during the
period from November 2000 to February 2001 but not
subsequently; and that it had not infringed Article 82
EC.

18. The validity of the decision of the Epitropi An-
tagonismou has been challenged by the appellants
before the Diikitiko Efetio Athinon (Administrative
Court of Appeal, Athens), whose judgment is pending.
19. The civil proceedings were commenced when
the current appellants filed petitions at the Polimeles
Protodikio Athinon (Court of First Instance, Athens) on
30 April (9) and 30 October 2001, (10) and 5 March
(11) and 11 November 2002. (12)

20. The appellants argued that GSK’s conduct in
interrupting supplies and distributing through Far-
macenter constituted acts of unfair competition and an
abuse of the dominant position of GSK on the market
for the three products in question. The appellants
sought an order that the products continue to be sup-
plied to them in the quantities corresponding to the
monthly average supplied by GSK to them between 1
January and 31 October 2000, plus 20%, and compen-
sation in respect of the damage caused and loss of
profits.

21.  With the exception of the claim for loss of prof-
its, which it held inadmissible, the Court of First
Instance, Athens, gave judgment in these actions be-
tween January and October 2003, and dismissed them
as unfounded, finding that the refusal to supply was
justified and that consequently the accusation of abuse
of GSK’s dominant position became void.

22. The appellants in the national proceedings have
appealed against these decisions to the Trimeles Efetio
Athinon (Tripartite Court of Appeal, Athens), which,
having waited in vain for the opinion of the Court of
Justice on the questions referred to it by the Epitropi
Antagonismou in Case C-53/03, has decided to stay the
appeal proceedings and refer identical questions to the
Court of Justice for a preliminary ruling, namely: (13)
‘1. Where the refusal of an undertaking holding a
dominant position to meet fully the orders sent to it by
pharmaceutical wholesalers is due to its intention to
limit their export activity and, thereby, the harm caused
to it by parallel trade, does the refusal constitute per se
an abuse within the meaning of Article 82 EC? Is the
answer to that question affected by the fact that the par-
allel trade is particularly profitable for the wholesalers
because of the different prices, resulting from State in-
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tervention, in the Member States of the European Un-
ion, that is to say by the fact that pure conditions of
competition do not prevail in the pharmaceuticals mar-
ket, but a regime which is governed to a large extent by
State intervention? Is it ultimately the duty of a national
court or tribunal to apply Community competition rules
in the same way to markets which function competi-
tively and those in which competition is distorted by
State intervention?

2. If the Court holds that limitation of parallel trade,
for the reasons set out above, does not constitute an
abusive practice in every case where it is engaged in by
an undertaking holding a dominant position, how is
possible abuse to be assessed? In particular:

2.1. Do the percentage by which normal domestic
consumption is exceeded and/or the loss suffered by an
undertaking holding a dominant position compared
with its total turnover and total profits constitute appro-
priate criteria? If so, how are the level of that
percentage and the level of that loss determined (the
latter as a percentage of turnover and total profits),
above which the conduct in question may be abusive?
2.2. Is an approach entailing the balancing of inter-
ests appropriate, and, if so, what are the interests to be
compared? In particular:

(a) is the answer affected by the fact that the ulti-
mate consumer/patient derives limited financial
advantage from the parallel trade and

(b) s account to be taken, and to what extent, of the
interests of social insurance bodies in cheaper medici-
nal products?

2.3. What other criteria and approaches are consid-
ered appropriate in the present case?’

IV — Procedural steps before the Court of Justice
23. All the orders for reference were lodged at the
Registry of the Court of Justice on 21 November 2006.
Pursuant to Article 43 of the Rules of Procedure of the
Court of Justice, the President, by an order of 29 Janu-
ary 2007, ordered the cases to be joined, on account of
the objective connection between them.

24. Sot. Lelos kai Sia EE (Case C-468/06), Far-
makemporiki AE  Emporias  kai  Dianomis
Farmakeftikon Proionton and others (Cases C-469/06
to C-476/06) and Kokkoris D. Tsanas K. EPE and oth-
ers (Cases C-477/06 and C-478/06) (the appellants in
the main proceedings), GSK, the Polish Government
and the Commission of the European Communities
have submitted written observations within the time-
limit indicated in Article 23 of the Statute of the Court
of Justice.

25. At the hearing, held on 29 January 2008, the rep-
resentatives of Farmakemporiki AE Emporias kai
Dianomis Farmakeftikon Proionton and others, Kok-
koris D. Tsanas K. EPE and others, GSK, the Italian
Republic, which had not submitted written observa-
tions, the Republic of Poland and the Commission of
the European Communities were present to submit their
arguments orally and to reply to the questions put to
them by the Court.

V — Analysis of the questions referred for a pre-
liminary ruling

A — Preliminary matters

1.  Obijections to the formulation of the questions
a) Dominant position

26. I have already referred to the decision of the
Greek Competition Commission of 1 September 2006,
which found that GSK held a dominant position in re-
spect of the medicinal product Lamictal, but not in
respect of Imigran or Serevent. GSK, however, in point
5 of its written observations, disputes that this is the
case, relying on two principal arguments: that it is im-
possible for it to act without regard for its competitors
and that the relevant market is not the market in the
relevant therapeutic area but the European market for
all prescription medicines.

27. There is settled case-law on the clear separation
of functions between the national courts and the Court
of Justice in Article 234 EC proceedings, to the effect
that the assessment of the facts of the case is a matter
for the national court. (14)

8. As investigating the position of an undertaking in
a particular market and defining the relevant market
entail an examination of the facts, it must be left to the
referring court and there can be no question of the
Court of Justice giving its view on the matter.

29. The Trimeles Efetio Athinon must therefore as-
sess whether the essential prerequisite for the
application of Article 82 EC has been met, and, if it has
not, dismiss the appeals which are before it.

30. However, as an appeal is pending against the
decision of the Epitropi Antagonismou in the Greek
administrative courts, in order to address the concerns
of the referring court, we will have to assume that GSK
holds a dominant position.

b)  Meeting orders ‘in full’

31. In its written observations, the appellant in the
main proceedings Lelos kai Sia EE is critical of the
way the first question is worded in that it uses the ex-
pression ‘to meet fully the orders’, which could cause
confusion as it moves the debate from the context in
which it arose to a more theoretical level on which the
basis of any order sent to GSK, however exorbitant or
excessive, would have to be assessed.

32. The other appellants also refer, albeit less em-
phatically, to the need to redefine the debate in its
original terms, as it was presented in the Greek pro-
ceedings, given GSK’s tendency to take the complaints
of the Greek wholesalers to extremes and to structure
its argument as if it were a question of meeting any or-
der, however excessive.

33. I share the view of the parallel importers that it
is appropriate to direct the debate towards the circum-
stances in which it arose, namely the supply by GSK of
the medicinal products in question to these undertak-
ings in the average monthly amounts supplied in the
year 2000, plus 20%, as set out in the order for refer-
ence, for the following reasons: on the one hand, in
Article 234 EC proceedings the facts are provided by
the referring court and the Court of Justice should not
interfere in this area; and, on the other hand, to depart
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from this factual framework would render the response

less helpful.
2. Approach
34. In the interests of a better understanding of this

process, it would seem appropriate to look to the possi-
bility, recognised in the case-law, (15) of reformulating
the questions put by the Trimeles Efetio Athinon, since
the first question seeks to establish whether GSK’s re-
fusal to supply, which is motivated by a desire to limit
parallel trade, of itself constitutes an abuse of a domi-
nant position when it is aimed exclusively at the
elimination of its competitors in the wholesale distribu-
tion market.

35.  However, the questions which follow relate to a
series of circumstances which belong to the realm of
possible justifications for the abuse, and consequently it
would be more logical to transfer them to the second
question, which asks about the correct criteria for as-
sessing whether the conduct of GSK is excessive.
Moreover, the written observations submitted in these
preliminary ruling proceedings are inspired to a great
extent by the Opinion of Advocate General Jacobs in
Syfait and Others, which also deals extensively with
the grounds for justifying the abuse.

36. This approach to the questions also permits me
to address a current doctrinal debate, namely whether
there are practices which are of themselves abusive,
and to take the analysis of possible justifications fur-
ther.

B — Abuses per se of a dominant position under
Avrticle 82 EC (the first question)

37.  In the main proceedings, GSK is accused of hav-
ing suspended sales of Imigran, Lamictal and Serevent
to the wholesalers on the basis of an alleged shortage; it
is also criticised for continuing to supply these com-
petitors but only in quantities tailored to the
requirements of the Greek market in order to prevent
re-export to other European countries, in particular to
Germany and the United Kingdom.

38. Before addressing the question of whether such
conduct should be described as an abuse ‘in itself” (per
se), we must briefly look at how refusals to supply have
been treated in Community case-law and at the effect
that a clear intention to block parallel trade has as an
aggravating factor in the assessment of the conduct.
Once some light has been shed on the question of
whether or not there is an abuse, our analysis can go on
to focus on whether it can be described as an abuse per
se.

1. Refusal to supply as an abuse

a) Community case-law

39.  The factual background to the few judgments of
the Court on this subject mean that they are of doubtful
relevance to this case, where the wholesalers of the
three medicines in question are facing a refusal by their
only supplier, which is the holder of the manufacturing
patent and a long-standing competitor in the distribu-
tion of these medicines. Nevertheless, it is worth
mentioning a few of the most important decisions on
Article 82 EC as they are of general application.

40. In Commercial Solvents, (16) Commercial Sol-
vents stopped supplying aminobutanol to the Italian
company Zoja, which manufactured ethambutol, a de-
rivative of that raw material, in a market where the two
undertakings were in competition with each other. The
judgment held that the failure to meet orders was con-
trary to Article 82 EC because the dominant position
enjoyed by Commercial Solvents in the manufacture of
the substance, which allowed it to control the supply to
manufacturers of derivatives, did not permit it to elimi-
nate competition with its former customers simply
because it had started to manufacture those derivatives
itself. (17)

41. There are clear parallels between Commercial
Solvents and the present case, since GSK initially
stopped supplying the Greek wholesalers with its prod-
ucts with the aim of reorganising sales of the three
disputed products through its own exclusive distributor
in the country; about three months later it resumed sup-
plies but limited the quantities supplied to the demand
on the Greek domestic market.

42. In United Brands, which concerned ‘Chiquita’
bananas, (18) it was held that United Brands, in discon-
tinuing sales of bananas to the Danish ripener-
distributor Olesen for having taken part in an advertis-
ing campaign for its competitor, Dole, was in breach of
competition law.

43. On that occasion the Court held that an under-
taking in a dominant position for the purpose of
marketing a product cannot stop supplying a long-
standing customer ‘who abides by regular commercial
practice, if the orders placed by that customer are in no
way out of the ordinary’. (19)

44, It is worth stressing the similarities between
United Brands and the present case with regard to the
dominant position of the undertaking and with regard to
the competing wholesalers’ respect for commercial
practice or compliance with contracts; on the other
hand, in the present case the level of supplies claimed
by the appellants before the Trimeles Efetio Athinon,
and whether it should be treated as ordinary or exces-
sive, raises different problems. In United Brands this
was not a matter of dispute and the Court therefore
considered that Olesen’s requests were normal. How-
ever, the right context for weighing up these matters is
that of possible justifications for a refusal to meet all
the orders of the parallel trading companies and conse-
quently it is not appropriate to take this aspect any
further.

45, In other cases, the Court of Justice has ruled on
such a refusal, although this has been either in relation
to factual situations which are too dissimilar to the pre-
sent case or in a very different legal context. In the first
category, it is worth mentioning the judgment in
CBEM, (20) which extended to the services sector the
prohibition on undertakings in a dominant position re-
serving to themselves, or to another company in the
same group, the market for an ancillary activity carried
out by another undertaking in a neighbouring but sepa-
rate market; in the second category are judgments
which deal with access to an essential facility, such as
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Bronner, (21) or which relate to a refusal to grant an
intellectual or industrial property licence, such as
Magill (22) and IMS Health, (23) which are all very far
removed from the circumstances of the present refer-
ence.

46. In short, the Commercial Solvents and United
Brands cases show that a dominant undertaking which
avoids supplying goods, particularly when there are no
substitutes, as in the case of Lamictal, and reserves to
itself the parallel export market, is committing an abuse
under Article 82 EC. It now remains to be determined
whether the intention to eliminate such parallel trade
means that such an abuse can be designated an abuse
per se under Community competition law.

b) Intent as an aggravating factor

47.  Our point of departure is that it is an established
rule of Community case-law that the concept of ‘abuse’
in Article 82 EC is an objective concept linked to the
activities of undertakings in a dominant position (24)
and, as such, is unaffected by any considerations relat-
ing to the intentions which prompted such behaviour.
(25) Neither is it necessary that the abuse be blamewor-
thy in order to fall within the scope of Article 82 EC.
(26)

48. None the less, two important points should be
borne in mind, which refine the above statements.

49. On the one hand, the possibility that subjective
elements of the breach can often indicate that an anti-
competitive outcome is being sought or even that they
can constitute the abusive act itself cannot be entirely
ruled out. (27)

50. On the other hand, the Court of Justice has con-
firmed the thesis developed by the Court of First
Instance that, in view of the difference between Article
81(1) EC and Article 82 EC, which contains no refer-
ence to the anti-competitive effect of the abuse in
question, in order to demonstrate that a breach of Arti-
cle 82 EC has taken place it is sufficient to prove that
the abusive conduct of the dominant undertaking tends
to restrict competition or, in other words, is capable of
having such an effect. (28)

51.  Therefore, the closer the undertaking in a domi-
nant position is to hindering competition in the market,
the stronger the presumption of abuse. This is the key
to solving the present dispute. Not even GSK has de-
nied that its real aim is to eliminate the parallel exports
by the wholesalers of the three medicines in dispute
from Greece to other countries in the Community.

52. Moreover, as such restrictions on the volume of
sales of the other distributors limit its rivals’ market,
within the meaning of subparagraph (b) of the second
paragraph of Article 82 EC, there is a very strong indi-
cation that this conduct, and therefore the purpose
behind it, contravenes the first paragraph of Article 82
EC. (29)

53.  Itis evident that the intention of GSK is contrary
to the objectives of the Treaty, since it affects freedom
of trade between Member States to an extent which
might harm the attainment of a single market, as this is
understood in the case-law and in Article 3(1)(g) EC,
since it undoubtedly partitions national markets and

impairs the structure of competition within the common
market. (30)

54, In summary, the foregoing analysis shows that
GSK has committed a serious infringement of the
Treaty, which would merit being treated as an abuse
per se, since it is difficult to identify any economic mo-
tive other than the elimination of the parallel trade of its
competitors, the Greek wholesalers. (31) However, I
have some doubts of a methodological nature about
how the conduct of dominant undertakings should be
evaluated, and it is therefore worth taking the analysis
further.

2. Recognition of abuses per se in the context of
Article 82: a problem of methodology

55.  Before setting out the arguments against accept-
ing abuses per se, it is appropriate to address the
development of the concept in Community case-law.

a) Case-law of the Court of Justice

56. To date the Court has identified three practices
which, when carried out by undertakings in a dominant
position, would inevitably constitute an abuse of their
strength in the market, seemingly without any possibil-
ity of adducing evidence to the contrary by way of
justification.

57. The Court had ruled to this effect in respect of
exclusive supply obligations imposed on purchasers by
a dominant company, whether stipulated without fur-
ther qualification or in consideration for the grant of
rebates. (32)

58. Loyalty rebates constitute the second of the
practices which are always presumed to be abuses,
since, unlike quantity discounts, which are linked
solely to the volume of purchases from the manufac-
turer concerned, loyalty rebates, by offering customers
financial advantages, tend to prevent them from obtain-
ing their supplies from competing manufacturers. (33)
59. The third practice which is considered abusive
per se concerns predatory pricing. According to the
Court of Justice, prices below average variable costs
(those which vary depending on the quantities pro-
duced) have no economic basis and therefore can only
indicate an intention to eliminate a competitor and must
consequently be regarded as abusive. (34) By contrast,
prices below average total costs (fixed costs plus vari-
able costs), but above average variable costs must be
regarded as abusive if they are part of a plan for elimi-
nating a competing undertaking. (35)

60. The reasoning in these judgments left no room
for any justification on the part of the dominant under-
taking. (36) However, more recent case-law, also
relating to loyalty rebates, does not confirm the idea
that these must always be regarded as abusive. Thus, in
relation to discounts linked to individual sales targets in
commercial passenger aviation granted to travel agen-
cies by an undertaking in a dominant position on the
United Kingdom market for air travel, the Court al-
lowed the undertaking to demonstrate that its bonus
system, which had the effect of eliminating competi-
tion, was economically justified. (37)

61. The Court is therefore prepared to allow domi-
nant undertakings to defend themselves, even in areas
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where it seemed to accept the existence of possible
abuses per se, and in doing so it is in reality following
the more traditional case-law developed independently
of this line of decisions which establish a category of
automatically abusive practices. (38) However, apart
from specific statements focusing on the circumstances
of each individual case, the Court has not given any
general rules indicating that abuses per se do not fall
within the article of the Treaty dealing with abuse of a
dominant position. It might therefore be helpful to sug-
gest some rules of this nature.

b)  Abuses per se unsuited to Article 82 EC

62.  For both legal and economic reasons, Article 82
EC is not appropriate to govern conduct branded as
abusive per se.

i) Legal considerations

63. The structure of Article 82 EC, particularly in
comparison with the preceding article of the Treaty,
falls to be considered here.

64.  Article 81 EC comprises three paragraphs which
cover, respectively, the principle that collusive prac-
tices are prohibited, a statement that the main
consequence of infringing the prohibition contained in
paragraph 1 is that the agreement or decision is void
and the possibility of obtaining an exemption, assuming
that none has been obtained by virtue of a block ex-
emption regulation adopted pursuant to Article 83(2)(b)
EC in conjunction with Article 83(1) EC.

65. The examples of anti-competitive agreements
listed in Article 81(1)(a) to (e) EC are traditionally lik-
ened to infringements per se of this provision and
consequently they have no place in Article 81(3) block
exemptions. (39) Although very problematic, there is
still a possibility that such agreements can remain valid
thanks to an individual exemption if the parties can
show that their agreements meet the conditions set out
in Article 81(3) EC. In this context, the United States
Supreme Court has recently aligned its approach to re-
sale price maintenance in vertical agreements with the
proposition that they should be subject to the ‘rule of
reason’, (40) thus departing from the rigour of its well-
established case-law which, ever since a precedent laid
down in 1911, (41) had held that such a practice was
illegal per se because it contravened Section 1 of the
Sherman Act.

66.  In short, the provision itself offers undertakings
various routes for challenging any assertion that the
clauses of their agreements constitute infringements per
se. This is not so in the case of dominant companies
under the article of the Treaty relevant to them.

67.  Drafted as it is, without a provision dealing with
exemptions for certain abuses, an analysis of conduct
requires undertakings holding a dominant position on a
particular market to engage in a dialectical debate with
the competition authorities, whether national or Com-
munity, and with the affected parties.

68. Each of these participants in the rhetorical de-
bate brings evidence of its assertions, in accordance
with the old Latin adage ei incumbit probatio qui dicit,
non qui negat (the burden of proof is on him who al-
leges and not on him who denies).

69. This being the case, if certain conduct always
gives rise to a legal presumption that an abuse has oc-
curred, dominant undertakings would be deprived of
their right to defend themselves, since, as I have indi-
cated, the structure of Article 82 does not permit any
exemptions; consequently, once the abuse has been
proved, the finding of an infringement follows, unless
there are adequate indications that it has not been
committed.

70. Furthermore, the examples listed in subpara-
graphs (a) to (d) of the second paragraph of Article 82
EC do not operate as legal presumptions, unlike those
in Article 81(1)(a) to (e). At most they should be un-
derstood, due to their underlying economic logic, as
rebuttable presumptions which lighten the burden of
proof for the party relying on them, (42) but never as
substitutes for the dialectical debate which I have re-
ferred to above. In the same way that collusive
practices per se under Article 81 EC were redeemed by
Article 81(3) EC, the option of accommodating certain
types of abuse under Article 82 EC by means of objec-
tive justification should remain open.

ii) Economic considerations

71.  In the first place, to accept the idea of abuses per
se of a dominant position would run counter to the
proposition that it is necessary to examine each case
within the economic and legal context in which it arose.
72. Secondly, from a purely economic perspective,
the approach per se is too form-based, a defect criti-
cised by some very informed commentators who
advocate an alternative approach to Article 82 EC,
which would focus on the effects of each abuse and in-
volve a consideration of the specific circumstances by
applying an ‘analysis of the merits’ (43) (or a ‘rule of
reason’). (44)

73. Allowing preconceived and formalistic ideas on
abuse of a dominant position to prevail would mask the
fact that sometimes dominance can benefit consumers.
(45) This is the case when the strength of one operator
reduces competition in a particular market, given that
Article 82 EC does not include any provision whereby
such operators can successfully defend themselves
against the accusation of abuse by demonstrating the
economic efficiency of their conduct, an absence which
has been justly criticised. (46)

74. Thirdly and lastly, if, as has been said, it is
common to divide the circumstances in which Article
82 EC applies into two categories, namely those that
harm consumers (exploitative abuses) and those that
harm actual or potential competitors (exclusionary
abuses), (47) so that any anti-competitive conduct of a
dominant undertaking is capable of constituting an
abuse, (48) as there is no indication of the relative im-
portance of these two aspects of Article 82 EC, (49) a
defence of the dominant company based on economic
results obtained might be advocated.

75. A mere comparison of the positive and negative
consequences for consumers and for other operators in
the same market provides sufficient information to
draw the relevant conclusions.

3. Proposed answer to the first question
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76. In accordance with the foregoing, abusive con- States. Alongside this State financing system, there is

duct per se does not sit well with Article 82 EC, and
consequently the first question put by the Trimeles
Efetio Athinon should not be answered in the affirma-
tive. I therefore recommend that the Court make an
unambiguous declaration to the effect that Article 82
EC does not provide a basis for attributing abusive
conduct per se to undertakings in a dominant position,
even when it is clear from the circumstances of the case
that there is both intent and an anti-competitive effect.
77. In view of the answer to the first question, the
second question, which relates to possible objective
justification of such conduct, must now be considered.
C - Justifications for conduct normally considered
abusive (the second question)

78. First of all, I should like to call to mind the fact
mentioned earlier that part of the first question belongs
in the answer to the second because it relates to the
grounds for exoneration of the types of practices listed
in Article 82 EC. As I understand it, it is precisely the
criteria for reversing an initial negative finding against
an undertaking in a dominant position that the referring
court is enquiring about.

79. Dominant undertakings accused of abuse can
rely on three grounds to excuse their conduct: grounds
relating to the market in which they are operating, (50)
the legitimate protection of their business interests and
proof of net positive economic effect. I will deal with
each of these in turn, with reference to the facts before
the referring court.

1.  Market imperfections

80.  GSK has argued that State regulation prevents it
from carrying on its business in normal conditions of
competition. It cites two factors justifying the limita-
tions on the parallel exports of the Greek wholesalers:
the setting of maximum sale prices for medicinal prod-
ucts, which is common practice in all the Member
States, and the obligation to hold sufficient stocks to
satisfy the domestic demand at all times.

81.  The appellants in the main proceedings, the Pol-
ish Government and the Commission reject this
analysis, with certain clarifications. Before embarking
on an examination of the grounds for justification, it is
appropriate to sketch out the distinctive features of the
market in question.

a) Basic characteristics of the market

82. It has been correctly pointed out that the Euro-
pean pharmaceuticals market, defined as the trade in
and distribution of products with or without patent pro-
tection, is characterised by a low level of harmonisation
owing to State price intervention and to the existence of
public systems for the reimbursement of patients’ ex-
penditure on medicinal products, which means that the
price paid by the end-user is less important. (51)

83.  The parties submitting observations in these ref-
erence proceedings are in agreement that all the
Member States regulate the prices charged to patients
by manufacturers in the sector by limiting the amounts
reimbursed by the various social insurance bodies, thus
containing public spending on health. They also agree
that sale prices vary enormously between the Member

another entirely private system in which pharmaceuti-
cal companies are free to charge the prices they choose
for medicinal products: however, I detect a certain con-
sensus that this model represents a very small
percentage, although it does vary between countries.

84.  Finally, another distinctive feature of this market
should be noted, namely the number of patented medi-
cines. Although this is not a reflection of State control,
it is significant because the holders of these industrial
property rights can more readily assume positions of
dominance as these monopolies often act as barriers to
entry of a legal and temporal nature. (52)

85. In this situation, GSK maintains that Member
State price setting as well as the obligation to manage
stocks to meet domestic demand constrain it to such an
extent that the only means available to it to redress the
situation from a business point of view is to make it
more difficult for the Greek wholesalers to carry out
parallel exports to countries where the amount reim-
bursed for each product far exceeds that obtainable in
Greece.

b)  Analysis of the grounds for justification

86. Although Community case-law has never ac-
cepted a justification based on the individual
characteristics of the regulation of a particular market, I
believe that there are circumstances where, on the basis
of the effects of State control of the market, it might
conceivably do so. GSK relies on two fundamental fac-
tors: price intervention and the duty to supply.

i)  Member State price setting

87.  On the subject of Member State policies for the
reimbursement of the cost of medicines by social insur-
ance bodies, the Court’s judgment in Merck and
Beecham (53) recognised that price setting may distort
competition between Member States, but it went on to
say that such a distortion brought about by State inter-
ference does not justify a derogation from the principle
of free movement of goods. (54)

88.  Although the prohibition contained in Article 28
EC cannot be invoked against undertakings, the obliga-
tion not to impede the objectives of the Treaty, and in
particular freedom of trade between Member States,
applies to them in the form of Articles 81 EC and 82
EC, which state that conduct which causes the artificial
partitioning of national markets and impairs competi-
tion is incompatible with the Treaty. (55) It is therefore
appropriate to mention the case-law of the Court of Jus-
tice on the free movement of goods, at least inasmuch
as it concerns the partitioning of national markets.

89. In any event, the impact of pricing policies is
diminished by Article 2(1) and Article 2(2) of Directive
89/105, (56) which apply to all forms of State interven-
tion. (57) It is clear from Article 2(2) that the
manufacturers of medicinal products are involved in a
dialogue with the authorities responsible for setting
prices, which must give reasons based on ‘objective
and verifiable criteria’ for any decision not to permit
the sale of the medicinal product at the price proposed
by the applicant. Article 2(1) even contemplates
deemed authorisation by administrative silence, as, in
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the absence of a decision of the Member State within
90 days of the receipt of the application, the applicant
is entitled to market the product.

90. However tough the negotiations, we should not
forget the position of the pharmaceutical companies,
particularly when they hold new patents, which usually
mean an improvement for the patient receiving treat-
ment using these medicines. This point is highly
significant as it is in the interests of the Member States,
which are under a duty to ensure that a high-quality
public health system is provided for patients, to have at
their disposal the best methods that the market can of-
fer, provided that they can be obtained at a reasonable
price. (58)

91. I realise that, with the passage of time, the ad-
vantage enjoyed by the holder of the pharmaceutical
patent diminishes and the prices originally agreed with
the health authorities have to be reduced. However, this
evolution is quite normal and is due to other manufac-
turers offering substitutes which are therapeutically
more effective, with each new product displacing its
predecessor thanks to advances in research.

92. Furthermore, the price agreed must not be at a
level which would cause companies in the sector to sell
at below cost.

93. In summary, although the pharmaceuticals mar-
ket does not operate under normal competitive
conditions, the price regulation system is not com-
pletely free from the influence of the manufacturers,
which negotiate prices with the Member State health
authorities, enjoy a degree of strength in the market and
are able to adapt easily to the vicissitudes of health pol-
icy, at least as far as medicines are concerned.

ii) The duty to supply

94, The second market regulation factor which, ac-
cording to GSK, interferes with its normal activities in
Greece and excuses the limitation on parallel trade con-
cerns the duty to keep the Greek market adequately
supplied at all times. GSK also maintains that this duty
prevents it from meeting the orders from the wholesal-
ers as they would like.

95. The scope of this duty requires some clarifica-
tion, since some of the appellants in the main
proceedings also regard themselves as under a duty to
supply the market, and this is supported by the second
paragraph of Article 81 of Directive 2001/83, referred
to in point 6 of this Opinion. I cannot therefore see any
reason why GSK should plead this duty in its defence.
96.  Undoubtedly, the needs of patients in the Mem-
ber State are not subject to sudden changes, except
when there are epidemics or pandemics, and conse-
quently the figures for numbers of patients suffering
from each condition are reliable and give the compa-
nies a degree of predictability which allows them to
adapt to the market.

97. In short, for the reasons set out above, the duty
to supply cannot justify GSK cutting off supplies to its
rival Greek wholesalers.

98. Therefore, having rejected the two grounds for
exoneration put forward by GSK, we must rule out the
idea that there are in this case objective reasons relating

to State intervention in the market which would justify
its conduct.

2. Protection of legitimate business interests

a)  Analysis of the case-law

99. A quick analysis of the case-law shows that, so
far, this is the only category of objective justifications
to have really taken shape, as the fundamental debate
over Article 82 EC has come down to the dichotomy
between abusive practices and conduct intended to pro-
tect legitimate business interests. (59)

100. The refusal to meet fully the requests of the Greek
wholesalers amounts to a refusal to supply, albeit par-
tial, and I will therefore restrict myself to the few
judgments of the Court relating to that subject.

101. United Brands accepted that the protection of le-
gitimate business interests can be a means of defusing
suspicions of abuse by an undertaking in a dominant
position, by allowing them to take the necessary steps
to protect such interests, provided that the essential
proportionality between the reaction of the dominant
companies and the attacks on their interests is pre-
served. (60)

102. However, the establishment of this principle was
of no help to the American banana multinational, as the
judgment found that the necessary conditions for le-
gitimate protection were not present, precisely because
the refusal to meet the orders of its customer and com-
petitor Olesen was not proportionate. (61)

103. In another case, the Court considered a refusal to
supply in times of shortage, during the oil crisis of the
1970s, (62) and allowed BP to reduce its supply of
crude oil to an occasional customer, the Netherlands
cooperative ABG, by a higher percentage than that ap-
plied to its traditional customers in order to avoid those
customers being more seriously prejudiced, by com-
parison. (63)

104. Aside from the Community case-law, particular
justifications have been put forward in other contexts.
Thus, for example, the Commission accepts that a
dominant producer can review its commercial relations
when a customer changes its policy so that its main ac-
tivity is the promotion of a competing brand. (64)

105. There is discussion among legal writers about
other justifications, such as that of the unsatisfactory
trading parties, that is to say, a trader who is on the
verge of insolvency, commits systematic breaches of
contract or is damaging to the image or the quality of
the supplier’s goods. (65) In these circumstances,
common sense suggests that the wishes of any domi-
nant undertaking to refuse orders should be respected.
b) The arguments put forward

106. All the arguments put forward by GSK in the ob-
servations submitted to the Court concerning reduced
income due to loss of market share in favour of the
wholesalers and its effect on recouping investment in
research and development (‘R&D’) relate to the protec-
tion of legitimate interests.

107. Both GSK and some of the legal literature cite the
enormous cost of investing in the R&D for the launch
of a medicinal product; they add that the average time
between obtaining the patent for the active ingredient
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and the product becoming available for therapeutic
purposes is 12 or 13 years, and consequently the period
during which the marketing of the product produces
returns is only 7 or 8§ years. (66)

108. In these circumstances, they say, parallel trade and
the manufacture of generic drugs once the patent pro-
tection has expired reduce their ability to recoup R&D
costs.

109. I cannot see that there is necessarily any causal
link between any possible negative impact on R&D in-
vestment and parallel trade, since, in the first place,
GSK and the writers in question have not provided any
information relating to the reasons for the period during
which the patent is not revenue producing. However,
this long delay is a result of the internal cost structures
of pharmaceutical undertakings. In any event, as they
consider the period during which the patent is profit-
able to be very short, they are experiencing how it feels
to enjoy rights for a limited period only. I would even
hazard a guess that there are other sectors in which
something similar occurs in relation to this type of in-
tangible property.

110. Secondly, although it would be logical to suppose
that only the economic success of a patent ensures that
more funding is obtained to keep up the research, R&D
policy in the pharmaceutical sector has become central
to the entire business. In this branch of the economy, it
is only the constant search for innovatory medicines
which helps companies to survive in a very competi-
tive, globalised and lucrative market. But without a
well-thought-out commercial policy, the most brilliant
inventions run the risk of going unnoticed. That is why
any research company must seek out the best ways of
appealing to and reaching the consumer.

111. GSK was free to design its own distribution sys-
tem in Europe. It decided on a strategy which
incorporated the Greek wholesalers because it consid-
ered it more economically efficient and advantageous.
It could have opted instead for a vertically integrated
system for the distribution of its medicines, as it did in
November 2000. Even though it was at liberty to re-
structure its distribution networks, as long as it
respected normal commercial practice, in the present
case GSK is being criticised for punishing the whole-
salers for having taken better advantage of market
conditions and preventing them from carrying out their
export business.

112. Thirdly, looking at the figures provided in the lit-
erature referred to in point 107 of this Opinion, which
show that the market share of the parallel importers in-
creased from 1.8% to 6.8% between 1998 and 2003,
(67) one has the impression that the real battle is about
winning back these profit margins which the rivals of
the big pharmaceutical companies have appropriated.
113. Against this background, I find the argument that
the loss of income resulting from parallel imports of
patented medicines acts as a disincentive misleading,
since it is aimed only at seducing public opinion, which
is sensitised to the vital importance of R&D for com-
petitiveness, by shifting the focus from business rivalry
to research policy, an area which the European Union

has taken on since the Single European Act incorpo-
rated Title XVIII, ‘Research and technological
development’, into the EC Treaty.

114. The European Union offers undertakings a favour-
able environment in this respect by encouraging them,
through the granting of a block exemption for horizon-
tal agreements of this type, (68) to minimise R&D costs
because it realises that cooperation in this area and in
the exploitation of the results promotes technical and
economic progress by increasing the dissemination of
know-how; it also avoids duplication of R&D work,
stimulates advances through the exchange of comple-
mentary  discoveries and  encourages  greater
rationalisation of the manufacture of the products or
application of the methods arising out of the R&D. (69)
115. Consequently, even if it were possible to justify
the conduct, it would have to be considered dispropor-
tionate, since it eliminates competition in distribution
within Europe by smothering parallel imports from
Greece.

3. Net positive economic effect

116. The last of the defences put forward by the domi-
nant undertakings relates to the efficiency in economic
terms of the potentially abusive conduct (the ‘effi-
ciency defence’). The Commission’s discussion paper
on the application of Article 82 EC includes this in its
line of approach, (70) responding to the legal writers
who had lamented its absence. (71)

117. 1 understand from the observations submitted by
GSK that its arguments relating to the perverse conse-
quences of parallel trade in prescription medicines
should be classified under this heading. GSK submits
that it is not to the advantage of either patients or the
social insurance bodies which reimburse medical costs.
It contrasts this with the healthy profits obtained by the
wholesalers from the sale of the goods in countries
where the price paid by health insurance is higher than
it is in Greece, whilst lamenting the loss of the large
amounts of money which GSK itself no longer re-
ceives.

118. So, apart from the description of the ‘horrors’
caused by parallel trade, GSK does not indicate any
positive aspect resulting from its restriction of supplies
of medicinal products to the wholesalers, except that its
profit margins recover, which is irrelevant for the pur-
poses of classifying the conduct as an abuse, or for the
purposes of justifying it, as the Polish Government cor-
rectly points out.

119. Even if one supports the view that undertakings in
a dominant position are entitled to demonstrate the
economic benefits of their abuses, GSK has not been
able to point to anything capable of tipping the balance
in its favour, despite the fact that matters relating to the
welfare of patients and the reduction of public health
costs are deserving of special attention in the main pro-
ceedings. Consequently, there is no need to look at
proportionality, which would have been the final step
in the analysis, had a justification been established.

4.  Proposed answer to the second question

120. In the light of the foregoing, I recommend that the
Court’s reply to the second question should be that
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when an undertaking in a dominant position reduces the
number of wholesalers’ orders which it processes to the
levels necessary to meet demand in a domestic market,
with the intention of preventing parallel imports to
other Member States by such wholesalers, this in prin-
ciple constitutes an abuse of a dominant position within
the meaning of Article 82 EC.

121. However, the potentially abusive undertaking can
point to any matters it considers relevant in order to
justify its behaviour objectively, in particular:

- matters relating to market regulation which con-
strain it to behave in this manner, given that it is unable
to change such regulation, disregarding, in the present
case, the setting of prices for medicinal products and
the obligation to maintain stocks in order to supply pa-
tients;

- evidence that its sole motivation was the protec-
tion of its legitimate business interests, which do not
include, in the present case, the impact on incentives to
innovate; and

- the economic benefits of the conduct in question.
122. Once the grounds for justification have been es-
tablished, the proportionality test should not be
overlooked, in other words, the behaviour must be
shown to be both unavoidable and appropriate.

VI - Conclusion

123. In the light of the foregoing, and taking a different
view from that taken by Advocate General Jacobs in
Syfait and Others, I propose that the Court give the fol-
lowing answers to the questions referred to it by the
Trimeles Efetio Athinon:

(1)  Article 82 EC does not provide a basis for attrib-
uting conduct which is abusive per se to undertakings
in a dominant position, even when the circumstances of
the case show that there is intent and an anti-
competitive effect caused by that conduct.

2) The refusal of an undertaking holding a domi-
nant position to meet fully the orders sent to it by
pharmaceutical wholesalers by reason of its intention to
limit their export activity and, thereby, the harm caused
to it by parallel trade constitutes an abuse within the
meaning of Article 82 EC. However, the undertaking
may produce the relevant evidence in order to justify its
behaviour objectively, in particular:

- matters relating to market regulation which con-
strain it to behave in this manner, given that it is not
within its power to change such regulation, disregard-
ing, in the present case, the setting of prices for
medicinal products and the obligation to maintain re-
serves in order to supply patients;

- proof that its only purpose was to protect its le-
gitimate business interests, which do not include, in the
present case, the impact on incentives to innovate; and
- the economic benefits of the conduct in question.
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	Article 82 EC must be interpreted as meaning that an undertaking occupying a dominant position on the rele-vant market for medicinal products which, in order to put a stop to parallel exports carried out by certain wholesalers from one Member State to other Member States, refuses to meet ordinary orders from those wholesalers, is abusing its dominant position. It is for the national court to ascertain whether the orders are ordinary in the light of both the size of those orders in relation to the requirements of the market in the first Member State and the previous business relations be-tween that undertaking and the wholesalers concerned.

