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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.

wiioi7396ii hN~~ii' ~.w~l mm'l 1"UilV"-, ~~'I-- :RÓSCHIERR.ULA
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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.

W/-l017396/i . l~u.~P I ~I ~I -1.T'~' ~Nt-'_ltósGHiERRlDLA

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.

W-/I0i7i96/î . ,.. ,.. , ~ i.. i:.m ROSCH(ÌlARLA

- .1
J

11'

;.
~-

l
~

?

~

:¡
~¡-

;!-~

;~

:t
1
~
;
ì

:t
;¡

12

í_

Í

6



ROSCHlER.

"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.

W!10i73961i fit.:u~p i. ~nD I ~1, .1-1AtYVI; t UTll'~- RÓSCHIKRIVDi.
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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.

W¡i017396/i fJ~D I ~Pf i ~ J'tATV~ i'~it~- "RÓSCHIBRR.Di.
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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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~kÎIIM8iic¡finA~blo

"Pi£ti~nt$ musU have immediate access to
afførc/able generic medicines ât day one after
t t ., '"pà 'en_ expwy

w/ioÌ739f¡/i "l''iMP I.~~ I mo~ I tAtV~ I. ~'"f-' RÓSCHIBRRADLA
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BGA Position Paper

· Intheopinion ofthe. EGA, the followin~ strategiesare the most
significant in creating hurdles to generic competition: '
· Interference in the grant (and/or activation) of market, ing

authorizations and pricing ancl reimbursement status;
· Seeking weak or invalid, P, atents, particularly second-generatio,n

patents -which may form part ofa"patent thicket" or be used to
block the entrY ofgenericmedicines in other ways;

· Eveq;ireening - e.g., switching patent demandshy launching
second-generation products with little or no added therapeutic
value;

· Information and marketing campaigns that question the quality,
safety and effcacy of generic alternatives;

· vexatious.litigation whose primary purpose is to delay the entry of
generic medicines ,(e.g'h by obtaining interim injunctions keeping
generic companies off t e market). ,

W/l017396/i" . nN 1 sw;. 1 .; 1""1"" Rosciiti!JlLA
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IlGÄ'eP.øSitionPápér, .. P...oposed'Chan~esbY the EGA ;'1
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In, 1\$latilori,to:interfer$l1ce in. Regulatory, Rrocedùres- of
C5erierlæMedlclhes' ,
NationaL authorities snoulcFnot reC$iVeorlakeaccQuntofthird
¡¡arty; subrn issli::ris wlìerì c:ørlsideringtheg rant of marketi ng
autlnøriiøations or pricing and' relmb.ursement status
It is (løntrary, to 1!Ulaw tQ take account of the patent status of
tWi6l oi'i~inator's ref-e.lence ~reduct in the context of
applications for pricing andreirnbursement Status (patentlinkage) .
Commission to modify existing SU legislation to include (a) an
express mention of' priceaind.reirnbursement procedures in
t¡he ~olar provision and (b) an equivalent provision (or
previsions) in the Transparency directive.
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EGAPositionPaper - Proposed Changes by the EGA

2. In Relation to Applications for Weak or Invalid Patents
Ensuring more rigorous assessnientofexistinQ patentability ,
requirements ,~ including in particula~r application of the inventive
step requirement;
Ensuring that applications for divisional patents dô not cover
essentiàlly the same subject-matter as the parent application;
Increasing the resources available to the EPO in order to allow more
rigorous assessment;
Imposirig a "duty ofcandour" on patent applicants requiring them to
disclose all information known to them which is material to the
patentability ofthe invention; and
Introduction of measures to reduce the length of opposition ,
procedures and a¡)peals to the Board of Appeals at the EPO,such as
the introduction of strict timetables and nieasures to reduce delaying
tactics.

.

.

.

.

.
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BGAFPOsition'Pilper, .. F'roposedChanges'bytheEGA

3. lri R:elatiorHfe i!vørgreøoing' $trat-egies-

ii, TheQrtginahverslonof;he product I$withdrawn from the
niarketwithout- objective jl,stlflcationasa means to facilitate
the $Witahing.of; patients tothe fíJlI()w~on'product; and/or

· MisleCidingC:li:ims are madeasto the added therapeutic value
of, the follow-on product in order to induce the switching of
patient er prescribing)ntentions

· Second generation products with little or no added therapeutic
valLÌe should be distinguishedfrQ'm incremental innovations

which involve changes to existing, products that bring proven
added'therapeutic; value to patients. (e.g., through improved
fíJrmulations or deliyery mechanisms).

'w!i011396Ii m.~D 1'~rLill ~ ~1--lATViÁ 1'~00: RÓSCHIBRRAU
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EGAPosition Paper .. Proposed Changes by the EGA

4. In Relation to Vexatious Litigation
· In all jurisdictions, patent cases to be handled by

specialized patent judges with the necessary technical

knowledge and expertise to decide cases quickly and
correctly; and

· The current over-readiness of certain jurisdictions to
grant interim injunctions excluding generic products

from the market to be addressed (the introduction of
suitably expert specialistjudges would represent a
major step!orward in this regard).
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BGAPositiol1.Paper .. Proposed Changes by the EGA

5. $etltlemenë Agreements
· "Pórthereasøn$ oMaw andpQlicy articulsted by the l)S

etourts: in parttcular-, . the. dGAtJelieVe$ that settlement
ag¡reements whicháø not delay generic entry beyond the
term (¡'Or scope)' ofpatent exclusivity should 'not be

cQnsidered toiHfringe EU czompetition law (absent
exceptionaL. circumstances)."
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~- · "If aanrfeq/j overto. the ¡:inal Report; the, tone, and
~ apprøaø:h. ef the Preliminary Report risk causing
; etQl1sidttraplè'dârnage tø the innovative sector. The threat

of antitrust intervention in 'relation ,to many common
leg¡ltirnate practices wil undermine what is already a
limited aommercialwindow of opportunity in the questto

~ d€liver tangible improvements in public health. "

';'
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Strong Patent protection 'is the Foundation Of R8tD:There
is No Evidence that Patents Hinder Innovation

· Without strong system of intellectual property protection
and an abilty to enforce and defend pàtents, it would be
even more difficult to fund high-risk pharmaceutical
research.
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I)elays-tø Generia entryare Over-Stated a.nd Wrongly
Attri.buted '

· The tooll)øx, ëmproacH castsdbubts on the Iêlwfcilnessof'
common cQmmercial,. pr-àctiè:as (patent portfolios, patent
litigCltiønì. settlåment agreements, regulatory inventions
ë1nd¡the promotion of' next, generation improved products)
in certain,. but unidentified, circumstances;

wii017396/1 rn:"-\~D.l ~I ~"W i.-LAlV~I.~,"-- "RÓSCHÌsaRLA
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The'Potential for Savings from More Efficient Generic
Markets, is Largely ,Ignored

· It is paradoxical that Europè, as shown in the Preliminary
Report, pays significantly more for generics but less for
innovative drugs than the United States.
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PØU4y,'Récømmendations

· lihe fjinåld ReIlQ!'shøulci; ebntain~olicy reçommendatlonson
how; to' re(:UGeqost$ ànd' i nGrease legal and "commercla I
aert-aihtYfón à'l parties.

· ¡'ti~houllj:addresS the. most; sign ¡flea nt market entry. ba rrier, "
I'amely the: sheer cømplexityánddiversityof the applicable
nationalo regulatory regimes.

· Whereasttìe Preliminary Report has focused on alleged
practices designed'to deiay the access of generic medicines, the
reality is tHat entry. delays aremuch more significant for
innovativE! medicines. "'.

· S. t.rea. ml.ining pr, 0. cess.... es to Rrovide fa.',ster acc, ess, to therapeutic
advances On cl uding th roug h the better enforcement of the
TransPcl.'rency Directive) i.mprov. es. th. equali.tyof lifellongevityof
patients and is in the öroad61r public interest.

w/ioi7396/i rn~i: l ~tm I ~"i J tA~ I mi.'I- -RÓSCH1JUÙtÃl.~LA
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Policy Recoml1endations

· Stimulating price competition amongst generics and ensuring
that those savings are in large part passed on to the ultimate
payers should be a major focus of the Final Report.

· Adoption of the European Community Patent; the creation of a

unified, specialized litigation system in Europe; a streamUning
of the opposition procedure of the European Patent Office; and
a mechanism to address patentdisputes before generic launch.

· Intrusion into intellectual property rights can only be justified in
the most "èxceptionalcircumstances", and any attempt to
expand this notion to challenge legitimate commercial practices
will have a chilling effect on innovation.

Wj1Q17396/1 . -~.~~_I ~~ I ~ LLA~ i.~~:- RóscllijnUtAn'~:
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poUcy; Recommendations

· Tihe etømmissiøn'sFinaJ R~øOr:b snould take: due account
ørtl'evarious. pêlram eters thatshape competition and act;
áS a stHmullis to

· (1J);r$Quce regulåtory barriers and strengthen intellectual
propermy protection,

· (~lgenerate effiCiencies and savings for healthcare budgets,
and

· (3) promote Europedshealthand competitiveness.

W)10I7396/i m'LA~p-1 ~\'tD6 1-~'i-I'i.n~I'UTHU\'M RósêHIBaRÁDLA
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comments' from theEPO

· "The EPQ notes with satisfaction that European
Commission'sPreliminary Report supports the patent
system and recognizes the importanceofits function in
promoting innovation by allowing the appropriation of
inventions, which in turn, promotes healthy competition
in the marketplace between pharmaceutical companies,
in the interest of sQciety at large."

· "The EPQ welcomes the emphasis the report places on
the. need for the creation of a Community patent and a
centralized, specialized European patent judiciary and
wholeheartedly endorses theconclusionsdrawn by the
Commission in this respect" ,

Wjl017396/i l'~ló~_I_ -~ I. ~ ':.L\TVI-~:u. ROSCHIE.RA.D~:
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cionlltlents, from the SPO
The"Pt:im~r,y patent!' I "Sec:ondåry Patent"Distinction

· "The $uggØ$tion of' generic companieS' thattne EPO should
sLlbject$o~C~lled ''secondary'Ratentf'applications tQ a higher
levêI'Qf'scrutihy;is incomRtltible with the prinCiples of the EPC,
the letter ând spirit of which require the E1POtbcarry outits
work in, a. neutral and predictablemanner free of arbitrary
considerations, and to subject all inventions to the same
standards øf patentabilty Llnder the ÊPc. "

Wfl017396¡i hN~D I ~~EN I ~'1Á I v.rt I ~lWAN"" -RÓ.SCHIEaRÁDLA
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Comments from the EPO
The "Pl"mary Patent"l "Secondary Patent" Distinction

· "One of the express goals pursued by the patent system is to
promote the creation of inventions built on other inventions, as
demonstrated by the experimental use .exception. Suchearly
enablement of such further follow-on invention also constitutes
one of the Llnderpinnings ofthe mandatory pllblication of
applications 18 months after the filing or earliest priority date.
The fiing of so-called 'secondary patents' is not the exclusive

privilege of the holders of so-ca.lled 'primary patents~ Third
parties may build upon suchkrìowledge and file for follow-on
inventions - in the pharmaceutical sector, both originator and
generic companies do so. "

W/I017396/1 -~~~ I-~.~ i ~ L~nv t '~LM~-RosclÌiEøiLA-
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Comments from the I!~O
Oppositions, añdAPRéals at: the. BPO

· QF?Q hadJsev~rat ar~asofGoncernregarding tHe report's
assessment' andiconalLJsionsregarding oppositions'and appeals
at the: mRQ;

.. "Rromthe perSPective oftheQPOj itappeal' a little odd that the
terminologYé.mplèJyedinthe rePort'desC.ribes the revocation or
amençlment ora patent as a 'success' anÇl the. upholding of-a patentas
a'defeat~More.o.Veri thefactthatthe upholc!ingofa patent with an
amended scope, is ciassifledas a 'success' for the opponent, maybe
inaccurate: Surely, a patent holder whose. pøte.nt survive.s albeiUn
arne(1ded form. ço.i.l/d claim with .equal right that he has prellailed. The.
sigmficance,ofthis outcome vanes from case to case: thel1tmus testis
wnether the patent as upheld continues. to provide meaningful
protection against competitQrs or-not Whe.re an amended patent
témainsabeirriertotheenttyofageneric company; iUs queried how
tfls can öe considered' 'successful' opposition, from the pomtofview of
the opponent"

W/ioÍ7396/i fi~~D I ~\'~ I _~0S I L\TV~ t ~"'1A- _ RÓSCHIB:aJlD~
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· The Final Report is expected in the summer of 2009
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Thankvoid

Rainer Hilli.
RosetHer,' Attorneys Wtd;

rei, +358' (0)2-0 ,506' 6217
Fax -t358 (0)20506 6100
ra iner. h i Ili (§rosc;h ier.com
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