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Opening óf the Inquiry (Janùary 2008)

On 15 January 2008 the E:uropean Commission launChed an inquiry Into competition
in the pharmaceuticals sector. '
The inquiry Is a response to Indications that competition in E:urope'spharrnaceutlcals
markets may not be working well: fewer new medicines are being broughtto
market, and the entry of generic medicines sometimes Seems to be delayed. The
inquiry will thereforE¡ look at the reasons forthis.

In particular, the inquiry wil examlnewhetheragreements between pharmaceutical
companies, such as settlements inpatent disputes; have blocked or lead to delays
In market entry. It will also loOk into whether. companies may havecreated.artificial
barrie.rs to entry (through the misuse of patent rights, vexatious litigation o.r
other means). Thesector inquiry does not aim to establish infringements of E:C
competition law by individual companies(Articles 81and 82 E:C).

The inquiry's findings will, if necessary, allow the CommissiOn or nation"'l
competition authorities to focusàny future action on themostseriouscoripetition
concerns, anc;to ic;entify remec;ies to resolve the specific competition problems inindividual cases.' . . '.
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'1ndividuals and governments want a
strong pharmaceuticals sector that
delivers better products and value for the
money. But if innovative products are not
being produced, and cheaper generic
àlternativesto existing products are

being delayed, then we need to find out
why, and, if necessary, take action."

Neelie Kroes, European Commissioner for Competition
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p...nminary Ileøort;

· l'Hemanket-for, p,rescriptionandnon-prescription
medicines is worth over BUR 138 billion ex factory and
BUR i.lc4' billion at; retail prices-. This translatèd into 8-
retail ex¡:enditureof:approximateiy EUR430 for each EU
citizen in 2007.
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Preliminary Report

· Patents are key in pharmaceutical sector, as they allow

companies to recoup their often very considerable
investments and to be rewarded for their innovative
efforts.
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" · Øri~inatQr: cpm~anies havede:sl9nedand;lrnplenie_rlted"
~ strat:eghls ~a ì1tOQHSoxf"of' instruments)ainiedat ensuring
~ GQntiinùed;revenuestreanisf'or their medicines. Althoughthere
f may, ~eother reasons fordêlays:tö generic entry, the

$UGCêssfi;l: imp,lêmêntation öfthese sU'ategies may. have tHe
eftêG:t et delaylnÇJ'or blocking such entry. .

· The strategies' observed include filng for up to 1,/300 patents
EU-wide in relation to a single medicine (so-called "patent
clusters"), engagihg in disputes with generic companied leading
tQ nearly 700c:ases of'reported patent litigation, concluding
settlement agreements with generic cQmpariieswHich may
delay 9.eneric entry arid intervening in national procedures for
the approval' ofe geheric medicines.
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PrelhninaryReport
· Thesectorinquiry confirms that generic entry in many

instançes occur later than could öeexpected.
· Seven months ona weighted average basis.
· Pricelevelsfor medicin.es. in the sample thatfaced ioss. of exclusivity

in the period 2000 - 2007 decreased by almost 20% one year after
the first generic entry.

· Decreases in price leyels were as high as 80-90% in rare cases.
· Based on theSêlniple of medicines under investigation tl'at fêlced

loss of exclusivity in the period 200 .. 2007, representing an
aggregate.fost-exPiry expenditure of about EU.F R 50. bilion over the.
period (in 7. M. e.mber States), the preliminary report est. imates that
this expenditure would haveoeenaboutEUR 14 billion higher
without generic entry. '

· The savings from generic entry. .' could have beenaboutEUR 3 billion
more, further reducing expenditure for these medicines by more
than 5%, if generic entry had taken place withoutdelay.
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pr,elimiil8r.J; R.eøorti .. Ma.in Findings

L RnOduatsand: Ratent$

· lihephëìrmâGeuti~aJsectbr iSQneoft~Efmainusers of
tneéxisting patent $ystem. The number of '
pharmaGéLlti'cal:'related patent applications. before, the
llurcipean I?atent (OffCe (.IfPO) nearly doubled between
2000 a nd ~007.. alockbuster medicines" patent portfölios
show a steady rise in patent applications throughout the
life cycle ofa. product.
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Preliminary Report - Main Findings
2. Competition between Originator and generic Companies
· Originatorcomp~njes use a variety of strategies to ,extend the

commercial life of their medicines for as long as possible.
· Originator companies confirm thatthey aimto develop strategies to

extend the breadth and duration of their patent protection
One commonly applied strategy is filing numerous patents for the
same medicine (forming so called "patent clusters" or "patent
thickets")

· Asecond instrument used by originator companies appears to be
,filing "divisional patent" applications

· Enförcing' patent rights in court is generally legitimate: it is a means
of ensuring that patents are respected. The inquiry's preliminary
finding is however that litigation can be an effiCient means of
creating obstacles in particular for smaller generic companies.
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"f..Urninary, R.eport;.. Maih Flhdings

· $etween~øOO' eind' ~007,or;iginator a.nd. genericcompanies'
ellg~gedJ out ofiGou.rt" in at least; 1300 . patent~relatedcontact$'
anGtidlsputes,'concernin-gòthe launch of generio products.

· irhe riumber of. patent litigation caSes between originator and
q¡enerlc companies increased bya factor offourbetween 2000
ancl; 2007. in total, closer to 700 cases. 149 cases were reported
as litigation in which a final judgment was reached.

· CSeneric companies won the majority of cases in whiCh a final
jUdgment Was given (62%).

· In 1101 of'he final judgments reported, two or more different
courts in c1ifferent I!U MemberStates gave conflicting final
judgments on the same issue of patent validity or infringement.
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Preliminary Report - Main Findings

· Total cost of patent litigation in the EU relating to the 68
medicines on which litigation was reported for the period 2000- ,
2007, is estimated to exceed EUR 420 million.

· More than 200 settlement agreements were concluded covering
some 49 medicines, of which 63% were best-selling medicines
that lost exclusivity between 2000. and 2007.

· Originator companies intervened when generic companies
applied fOr marketing authorization and pricing/reimbursement
status for their medicines~

· Intervention and litigation by originator companies interfering
in administrative proceedings for generic medicines can lead to
delays to generiC market entry.
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PrEllil1inar.y, Report,.. Main Findings
*
& · the. ',lnGl... U....IIi.,.../..s...p.,.re.,.u.m,.".lh..a...p,'I./,fln. d.....i.ng.is.,. th...átO.rlglnat.,.or...:.co.n'panles.

~. sRehtt.Qr',$\Ier~ge43.oroAjfihelt\ turnoveron marketing and
~ prOn'o~lon.~etlvitlesfor their. products~ As'p,artof their
I,' GOmmercl¡:lstl":it~ÇJles, orlglnatorcornp.anlesdonot.sln'ply
.¡ p,romote.thelr Qwn 'n'edlclnes to doctors and other healthcare

professlc)nals. There are also Indicationsofpraeticesseeklng to
put Ihtio question the quality, of generic medicines;

· Indications that originator cQn'paniesattemptto exercise,
Influence over the distribution. channel (wholesalers) and supply
sources for the active pharmaceutical Ingredients needed to
produce the medicines in question.

· L.aunch of second generation prod,ucts

· Patehts relátingtb Second generation i:rroduetsaresometimes
criticized as weak by other stakeholders who argue that they
show only, a marginal (if any) improvement or additional benefit
to thepátients.
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Preliminary Report - Public Consultation

· DG Comp solicited the views and comments of interested
stakeholders by 31 January 2009.
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