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O n January 15, 2008, the European Commission iediatsector inquiry on

pharmaceuticals. This paper will briefly addreseéhssues related to the

inquiries:
1. First, what purpose do sector inquiries generaltye?
2. Second, what has sparked off the inquiry in theplaeuticals sector?
3. Third, what can we expect in light of previous exgeces with other

sector inquiries?

1. What Is the Purpose of Sector Inquiries?

According to Article 17 of EC Regulation 1/2003e tGommission can conduct
sector inquiries “where the trend of trade, thé&dity of prices or other circumstances
suggest that competition may be restricted or destiowithin the common market” and in
the course of such an inquiry, the Commission cakenuse of its traditional powers of
investigation (i.e., with formal requests for infoation and surprise visits), to the extent

“necessary for giving effect to Art. 81 and Art. BZ Treaty.*

“The author is a partner in Arnold & Porter LLP’suBsels office.
! This provision is not new. It essentially replates old Article 12 of Regulation 17/62.
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However, in practice, the Commission has hardlyemtadken any sector inquiry
under the latter Regulation. The first (and in faaly) “serious” Commission inquiry
under Article 12 of Regulation 17/62 was only lalued in 1999 and it covered three
segments of the telecommunications sector: leases, Imobile roaming, and residential
local loop, in that order, where “serious” meansraquiry that led the Commission to
undertake concrete antitrust enforcement actionstHer words, not inquiries that
essentially aimed at “soft” competition advocacy(diberal professions, although DG
COMP does not list that inquiry amongst its seatquiries).

Since the entry into force of Regulation 1/2003way 1, 2004, the Commission
has already launched four comprehensive sectoiriagwn the basis of Article 17. They
concerned, respectively, energy, retail banking, lamsiness insurance (June 2005) and
now pharmaceuticals (January 2008). Why have sewairies become so fashionable?

We see two fundamental reasons for this. Firsiylag 1, 2004 the Commission
buried its 40-year old, resource-intensive notifma system that had allowed companies
to request (and usually obtain) antitrust cleardocagreements which usually were
anodyne or which were certainly presented as bemaglyne. The abolition of this
system freed human resources to invest in a moragive antitrust enforcement policy.
Second, in the last decade we have witnessed szasingly economic approach in the
assessment of allegedly anticompetitive conduct.

The combination of these two factors explains, inwew, why the Commission
decided to revive the sector inquiry tool that baén largely dormant since 1962. The

ambition was two-fold:
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1. to detect concrete enforcement cases that realtiered (i.e., where there
was a clear theory of harm and where the Commissiotervention
could make a difference in terms of consumer wejfaand

2. to deal with these cases on the basis of a sotiérstanding of the

relevant markets.

As a consequence, sector inquiries have nowadaysrieethe Commission’s
favored fact-finding tool outside the cartel aredére leniency applicants tend to be the
Commission’s prime source of inspiration).

The Commission’s ultimate objective is to find pariacie evidence of
anticompetitive practices in violation of Articld &C (agreements) or Article 82 EC
(abuses), to open investigations against the iddalicompanies involved in such
infringements and, ultimately, to adopt formal phaton decisions, with or without fines
(Article 7 of Reg. 1/2003) or, in case the markdbetter served by a forward-looking
remedy, to adopt commitment decisions (Article ®Refy. 1/2003).

2. What Has Sparked Off the Sector Inquiry for Phamaceuticals?

There is a bit of a discrepancy between the putitements of Commissioner
Kroes and the terms of the Decision initiating ithgguiry. While the former are at times
provocative, the latter are more informative anthpps more worrying.

In the press release that announced the laundtegfitarmaceuticals sector
inquiry, Commissioner Kroes said:

Individuals and governments want a strong pharntads sector that delivers
better products and value for money. But if innox&products are not being
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produced, and cheaper generic alternatives toiegiptoducts are in some cases
being delayed, then we need to find out why andedessary, take actién.

In her speech on the same day, the Commissioned-etven more provocatively—that
“patent protection has never been stronger, buntimeber of new pharmaceuticals
coming to market is declining.”

In the decision initiating the inquiry, the Comnigssidentifies upfront certain
types of company conduct that could be found torigé Articles 81 and 82. It refers to
commercial practices that allegedly block “innovatand/or generic competition” and
thus, in its view, limit consumer choice, reducereamic incentives to invest in research
and development (R&D), and damage public and pritaialth budgets.

The identification of specific types of company dant, coupled with the fact
that the sector inquiry was launched by surprisés/to a number of pharmaceutical
companies sets this sector inquiry apart fromriésipcessors. Indeed, the decisions that
initiated the two highest profile sector inquirssfar (i.e., energy and retail banking) did
not contain such specific references to companyuwecin Rather, they contained general
statements about market fragmentation, entry lrarregh prices, and so forth. There
was no explicit speculation about the causes, ged kess a suggestion that specific
types of company conduct were at the roots of themdet imperfections. Quite
logically, these sector inquiries started with faimequests for information to all
important stakeholders in the sector, not withrtteest aggressive of antitrust detection

tools (“dawn raids” to use jargon).

2 Press Release 1P/08/49, European Commission, Cssitnilaunches sector inquiry into
pharmaceuticals with unannounced inspections (J&M2008)available at
http://europa.eu/rapid/pressReleasesAction.dotneder-IP/08/49&format=HTML&aged=0&language=E
N&guiLanguage=en
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In its decision initiating the pharmaceutical sedtquiry, the Commission
describes three specific types of suspect comnign@atices. The first two seem to refer
to unilateral conduct that would have to be assesader Article 82 whereas the third
type of conduct seems—conceptually—to fall primyawiithin the scope of Article 81.

First, reference is made to the “use of patentgaor. example, tle facto extended
patent protection through unilateral conduct oeagrents.” Although this could cover
all sorts of company conduct related to patent stgpn or enforcement, this reference
seems somewhat reminiscent of AsraZeneca case® Second, vexatious litigation is
mentioned. It is to be noted in this respect thatidurden of demonstrating that such
litigation is abusive (e.g., tH&T-Promedia case)! is quite high for the Commission.
Third, the Commission refers to “collusive agreetsérin this respect, Commissioner
Kroes refers more in particular to settlement agye@s in relation to patent disputes.
This is the area where the U.S. Federal Trade Casiom has shown pretty vigorous
enforcement activity in this field.

3. What Can We Expect, in Light of Previous Sectoinquiries?

As said, the Commission’s powers in sector ingaigee identical to its powers
when it opens investigations in enforcement caassdon Article 81 or 82 against
individual companies. These powers consist primarfilsending formal requests for
information to companies or their associations .(A&-1 of Reg. 1/2003) or in carrying
out surprise inspections at the companies’ premidéen doing so, the Commission

must guarantee due process (e.g., no self-incrimmguestions, no use of attorney-

® Commission Decision 2006/857/EC, Re: AstraZendcad®06 O.J. (L 332) 24.
4 Case T-111/96, ITT Promedia NV v. Commission, 1B98.R. 11-2937.
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client privileged documents, etc). The Commissian also send formal requests for
information to national authorities—regulatory aarities as well as antitrust authorities
(Art. 18-6 of Reg. 1/2003) and it can take stateisi&om natural or legal persons who
consent to be interviewed (Art. 19 of Reg. 1/2003).

In sector inquiries, there are typically a broatdddestakeholders on the market
players’ side as well as at the public authoritde. With regards to the latter, it is easy
to predict that DG COMP will keep a close and canstiaison with its national
counterparts within the European Community (ilee, tational competition authorities
with which it forms the European Competition Netigoss well as with the U.S.
authorities (in the context of the bilateral cogtem agreement between the United
States and the European Community). Other natmmiatternational public authorities or
agencies (e.g., those that grant patents, supptamyerotection certificates, market
authorizations, etc) will also be involved and kitely to receive requests for
information. Last, in other sector inquiries we éaeen how DG COMP “walked hand-
in-hand” with other Commission departments thaspss regulatory powers for the
sector concerned. For pharmaceuticals, one woué&hst expect DG Markt, DG Entr and
DG Sanco to be involved.

In all likelihood, the Commission will send out gtiennaires in the coming
weeks and months to the raided companies, to ptremaceutical companies, to their
associations, and all other private or public exgtithat it deems to be in a position to
adduce relevant evidence or provide useful backgtou

Commissioner Kroes has announced that the Commigéglbissue an interim
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report in the autumn of 2008. This interim reporgim or might not be preceded by an
issues paper (as happened in the energy sectonjipgithough time seems to be very
short to do so in the present case. Furthermoeantlrim report might or might not be
followed by a public hearing (as was the case @rétail banking sector inquiry). In any
event, Commissioner Kroes would like to see a frepbrt in the spring of 2009 (i.e., a
couple of months before her mandate as Commissiorararge of Competition
expires).

What does past experience with other sector inquiriestell us about the possible
outcomes?

Leaving aside the liberal professions, while thiguiry was essentially a
“competition advocacy” effort to move towards Igslic regulation (because
unregulated professions seemed to be more effjcie@ COMP’s other sector inquiries
were active on two fronts:

* on the one hand, preparing the ground for case@nfeent actions under
Art. 81 or Art. 82 EC in individual cases; and

* on the other hand, providing support to regulatoiyyatives launched by
other Commission departments aimed at making thi&etsaaconcerned
more competitive.

Consider, for instance, the mobile roaming sectquiry which led DG COMP to
carry out dawn raids at the premises of nine mdbikphony operators located in the
United Kingdom and Germany in July 2001 (i.e., ser®nths after it had issued a

working document with its initial findings). In JuR004 and February 2005, it issued
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statements of objections against some of thesatysr In July 2007, it closed the
cases—not because it had dropped its objectionfdmause a Council Regulation that
addressed the issue of excessive charges by sattiag on wholesale and retail roaming
charges had entered into force in June 2007.

A common theme for the more recent sector inquoieenergy (specifically
electricity and gas), retail banking (including pant systems), and business insurance
is that DG COMP (and its Commissioner) teamed wp wiher Commission departments
(and their Commissioners) to undertake joint reguaand antitrust actions. The reason
for this was that the sub-optimal functioning ofrikeds in these sectors was found to be
attributable, not just to unlawful company conductler Articles 81 and 82, but also to
“structural” or “technical” barriers to competitidghat could only be remedied by
harmonization legislation. As in the telecoms cagehave witnessed the opening of
antitrust investigations while the sector inquirgsaongoing (e.g., dawn raids at E.On,
RWE, ENI, and Gaz de France in 2006). While the @ssion stressed that these
proceedings were not part of the sector inquirg,isisues raised in these proceedings fell
squarely within the scope of the sector inquirjhétArticle 81 or 82 enforcement cases
in the energy sector as well as in the retail bagkiector had kicked-off before the
launch of the sector inquiry, but were carried anrt the sector inquiry (e.dJistrigaz
on the energy side amdasterCard on the retail banking side). Once again, whileghe
was no formal link between the enforcement actigitgd the sector inquiry, the issues fell

squarely within the scope of the inquirin Distrigaz, the case was settled in October

® As is the similar case with long-term supply agneats inDistrigaz and interchange fees in
Master Card. See Press Release 1P/07/1487, European Commission, @Gsmmopens Belgian gas market
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2007 (ten months after the Commission issuedntd fieport in the sector inquiry). In
Master Card, the Commission took a prohibition decision witte in December 2007
(almost a year after issuing its final report ie gector inquiry). Moreover, the theory of
harm in the latter case is remarkably similar ®assessment (and the empirical
evidence in support of that assessment) set forthe final sector report.

What outcomes might we expect for pharmaceuticals?

As in previous instances, the inquiry's findings areant to allow the
Commission or national competition authoritiesdous any future antitrust enforcement
action on the cases that raise the most serioupe&fition concerns.

For the market players concerned, the worst saeimathat this sector inquiry
will lead to individual enforcement actions undetiéles 81 or 82 that could result in
prohibition decisions, possibly with fines (as v AstraZeneca case). As a matter of
fact, there are one or two cases in the pipelin¢gheabh it is unclear whether these will
be pursued (it cannot be overlooked that the Cosionidearned from these cases that
there was no point in singling out one or two comes, but that a broader look at things
was warranted).

In another scenario, the Commission might concthdeit is better—from a
public interest point of view—to close the enfor@rncases under Articles 81 or 82 by

accepting company commitments that address thescosithat have been identified in a

to competition (Oct. 11, 20073yailable at
http://europa.eu/rapid/pressReleasesAction.doneder|P/07/1487 &format=HTML &aged=0&language=
EN&guiLanguage=enand, Press Release IP/07/1959, European Commjgsimmission prohibits
MasterCard's intra-EEA Multilateral Interchange $@@ec. 12, 2007 gvailable at
http://europa.eu/rapid/pressReleasesAction.do#neder=IP/07/1959
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statement of objections, where the Commission besi¢hat the case is not suitable for
fines.

Whether the sector inquiry will have an impact e tegulatory framework for
pharmaceuticals is unclear at this stage. Giverfidities on allegedly anticompetitive
company conduct, one is inclined to answer thistioe in the negative. However, that
begs the question whether the contemplated arttaaity will not lead to ultra vires

interference with the existing regulatory framework
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