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Introduction

Recent times have seen the rising importance aflléntual Property (“IP”) assetscross

various economic sectors.

As a consequence, the undertakings increasinglagmgn a strategic use of these IP rights

aimed at protecting and, in certain cases, inangasie value attached to them.

One of the sectors mostly affected by this phenames the pharmaceutical industry, where the
costs to be borne for research and developmenpateularly high and only the exclusivity
attached to IP rights can provide an adequate cefeathese efforts.

A typical example of strategic use of IP rightstle pharmaceutical industry is represented by
settlement agreements in which the parties profodeso called‘reverse payments”in these
agreements, a pharmaceutical drug producer (otmjinawner of a specific patent, pays a sum
to one or more generic producers — potential congpet (allegedly infringing the former
company’s patent) and, in its turn, the generic gany(ies) agree(s) to abstain from challenging
the validity of the patent for a specific amountiafe - usually 2-3 years - and therefore to delay

the entry into the market.

The structure of such kind of settlement agreemisngsiite unusual, since it runs counter to the
usual feature of settlements in IP law, in whicé gotential infringer of a right (the defendant at
trial) pays the other party — the patent holdee @tlaimant) a fee to make use of the patent and

thus being able to compete in the market.

This unusual aspect has attracted the attenti@oafpetition Law enforcers, direct and indirect
purchasers of prescription drugs, competitors amtsemer advocacy groups, since the main
scope of these settlements - the postponemennhtoy eto the market by the generics in

exchange of consideration - may clearly have antpetitive effects.

The present thesis will therefore explore the attarsstics of this type of agreements and how
the US Courts, and subsequently the European Caiunjshave dealt with it. It will therefore

develop its analysis around the following reseajobstion: what are the reasons of the different

! This is explained by some commentators by thetfattcompanies are increasingly giving a highekbealue of
intangible assets, including IP rights, and hawrdfore developetinore imaginative uses for IPRs within their
overall commercial strategies”See AIDERMAN S., The IP and Competition interface: new developmeints
Intellectual property and competition law, new fiiens, 2011, Oxford University Press, p. 6.
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approach emerging so far on the two shores of then#hc? These reasons will be investigated
having regard to: (i) the attitude with respecthe interface between Competition Law and IP
Law; (ii) the possibility to derive the illegaligf a conduct based on the motives inspiring i} (ii

the policies, other than the ones inherently adddo IP Law and Competition Law, taken into

account in the context of antitrust analysis.
l. Rever se payment settlementsin the US case-law; the Actavis case

The United States have seen the first cases ofsewayment settlements, which, as in Europe,
primarily concern the pharmaceutical indutry

The reasons for this lie in the particular featuoésthe pharmaceutical industrand, with
regards to the US, in the peculiarities of the tation concerning the marketing authorization of

pharmaceutical drugs

Therefore, before proceeding to analyse the masescséhat have dealt with reverse payment

settlements in the US, it is necessary to giveet brverview of the relevant US legislation.

In the United States, the marketing authorizatibpr@rmaceutical drugs is mainly regulated by
two regulatory “systems”, orbiting around the Udit&tates Patent and Trademark Office
(USPTO) and the Food and Drug Administration (FD#espectively’. This regulatory
framework was vastly reformed in 1984 by the Drugcd® Competition and Patent Term
Restoration Act 1984 most commonly known as Hatch-Waxman Act from tizene of its

legislative sponsors.

2We do not have evidence of similar agreementshiaresectors; this is also confirmed by the majtsiopinion in
the Actavis case (see below, p. 9 ff.). He held tigparently most if not all reverse payment settein
agreements arise in the context of pharmaceutinad degulation” (par. 1 A).

3 For a more detailed overview on this please ref@@hapter 2The pharmaceutical sector inquiry in Europe

* See HOVENKAMP, H. J., ANis M. D., LEMLEY M. A., Anticompetitive Settlement of Intellectual Prdper
Disputes Minnesota Law Review, Vol. 87, p. 1719)03; UC Berkeley, Public Law and Legdlheory
Research Paper No. 113, also available at SSRN: http://ssrn.com/abstract=380841 or
http://dx.doi.org/10.2139/ssrn.38084Rractically, the problem of exclusion payments lagsen in antitrust law
primarily in the pharmaceutical industry becausetsfunique patent rules”

> KARKI L., Review of FDA Law Related to Pharmaceuticals: ThéchHWaxman Act, Regulatory Amendments and
Implications for Drug Patent Enforcemedburnal of the Patent & Trademark Office Socigfy604.

® The Drug Price Competition and Patent Term Restoract of 1984, Pub. L. No. 98-417, 98 Stat. 1%85dified

as amended in 21 U.S.C. § 355 (2006), 35 U.S.A.588 271, 282 (2006)). The Act was amended in 2803itle

XI of the Medicare Prescription Drug, Improvemeahd Modernization Act of 2003 (also known as Merdica
Modernization Act, or MMA), Pub. L. No. 108-173t.tXI, subtits. A-B, 117 Stat. 2066, 2448-64 (cdetif at 21
U.S.C. 8§ 355 (2006)).
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The Hatch-Waxman Act was an attempt to reach a comige between the often contrasting
interests of the producers of branded drugs andhtreufacturers of generic drugs (algeneric

producer(s)”or, more syntheticallygeneric(s)”).

In fact, in order to facilitate the entry of gemeproducers into the market and in this way to
increase competition and lower prices’ availabjlitye Hatch-Waxman Act provides a number
of incentives to generics willing to market a genefersion of a pharmaceutical drug. At the

same time, the Act provides an extension of validftthe patents in order to allow the producer
of the branded drug to recover, at least partidltig,time lost during the approval process before
the competent authority, the Food and Drug Admiatiin (“FDA")’.

Concerning the process of authorizations, instehdthe expensive and time-consuming
procedure requested for patentees (so called Nawy Bpplication, hereinafter “NDA”), the

generics can seek the authorization to market argerversion of an already authorized
pharmaceutical product by filing an Abbreviated Newg Applications (ANDA); in this way,

they must simply demonstrate the bio-equivalencéh vai product already authorized and
piggyback on the latter's examination results ofetyaand effectiveness already filed with the
NDA. In this way, the system allows generics to idvthe repetitions of the expensive
examinations already carried out for the bio-egent branded product and makes more

expedite (and less expensive) the entry into thekehaf generics.

When certifying the bioequivalence with a produativhich there is already an approved NDA,
the generic producer has four options, the lattel @elevant for the present analysis being to
declare that the relevanpdtent is invalid or will not be infringed by theanufacture, use or

sale of the new drug for which the new applicat®saubmittefl

The last option, often referred to‘g@ragraph IV certification”, is the most frequent case and it
amounts to a sort dtleclaration of war” against the patentee of the branded product, whikh
a result, is expressly entitled by the Hatch/WaxrAahto suit the generic for infringement of

the patent. Indeed, the Act provides that if, iis ttase, the patentee files a lawsuit against the

" The Hatch-Waxman Act provides the NDA applicanthvéi maximum extension period of validity of thequa of
five years, for a total effective patent life (ifeom the date of NDA approval until the end of @ckability period
of the patent) not exceeding 14 years. See 35 U(Bitited States Code) §154 (b).

8 The other available options are to state thathé)information on the relevant patent has not e with the
FDA,; I1) the relevant patent has expired; Ill) fledevant patent will expire on a certain date.
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generic producer, the FDA will automatically notegse any marketing authorization for the
product concerned by the ANDA for a period of thimonths (so calletthirty month stay”)®
or, at an earlier point, until a decision by theu@das been issued declaring the patent at stake

invalid or not infringed.

On the other hand, in case of a successful ANDA,generic producer will enjoy a 180-day
exclusivity period to market the relevant pharmaical product. It is worth mentioning that
such an exclusivity, which is worth millions of ', is solely reserved to the first ANDA

filer.

While the Hatch-Waxman Act has proved to be quitecessful in increasing the availability of
generic products in the American pharmaceuticalketdy some of the characteristics outlined
above appeared to be distortive and ultimately aoehcaused the rise of reverse patent
settlements in the pharmaceutical industry (andy@said, one of the causes of “confinement”

of this phenomenon to such a sector).

On one hand the branded drug producer has an inedaotstart litigation, due to the 30 month-
stay period automatically applicable to the ANDAharization and, more in general, to the high
risk of losing market shares in case of entry th® market by the generic(s). On the other hand,
the generic has an incentive to file a paragraplfaivd therefore to trigger the patentee judicial
reaction), in order to take advantage of the 180-@kclusivity period in case of a successful
ANDA. At the same time, the generic faces a low fiem litigation, because the lawsuit will
not award, in any case, damages to the patentes 8ie commercialization of the product has

not started yet.

Alongside with the incentives to start litigatidhe parties are also incentivized to settle, due to

the usual uncertainty characterizing patent litagatthe high costs that litigation procedures

° The period can be shortened or extended by thepetemt Court whereeither party to the action failed to
reasonably cooperate in expediting the actiodl’ U.S.C. § 355(j)(5)(B)(iii).
19 ScoTTHEMPHILL C., Paying for Delay: Pharmaceutical Patent Settlemasa Regulatory Design Proble@i N.
Y. U. L. Rev,, 126.
" The empirical evidence shows that in 1998 a genaision alternative was available to almost aktpopular
drugs with expired patents, up from 35% of casdsrbethe entry into force of the Act. See®wvN M.J., Reverse
Payment Settlements in the European CommissiomstRiteutical Sector Inquiry Report: A Missed Oppoity
to Benefit from U.S. Experienc€olumbia Journal of Law and the Arts, Vol. 3&ue 3 (2009-2010), p. 381, citing
Congressional Budget Office repdtbw increased competition from generic drugs hdscééd prices and returns
in the pharmaceutical industry, July 1998 available at
http://www.cbo.gov/sites/default/files/cbofiles/ftpcs/6xx/doc655/pharm.pdf
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imply and the high interests at stake (namely tigl lprofit potentially lost by the patentee in

case of entry into the market by the generic aedhigh value of the 180-day exclusivity period
for the first ANDA filer), which seem to provide éhpatentee and the generic with more
incentives to settle than proceed with litigation.

In this way, the Act, despite its initial objectsjehas caused a contingent alignment of settling
interests between the patentees and generic pnedaicd, as we said, a rise in number of patent

settlements.

This, in turn, has triggered the reaction of theddfal Trade Commission and of other
stakeholders (direct and indirect purchasers o$goiigtion drugs, competitors and consumer
advocacy groups) allegedly harmed by these pra;tiwbo sought to have these settlements be

declared anticompetitive.

The US courts have judged these settlements indiffgyent ways. In fact, the US case-law has
experienced a split within the Circuits of the Gonfr Appeals. More specifically, thé"&ircuit
and 3 Circuit have considered reverse payment settlesresger se(or at least presumptively)
unlawful under the Shearman Act, while th¥ and the 1% Circuits have applied to such
agreements the so calléstope of the patent test®. As we will see, these different views have
prompted the US Supreme Court to directly deal whitd issue in the Actavis case: in that
circumstance, the Court opted for a different texperform the antitrust analysis of reverse
payment settlements, based on a rule of reasoroagpr The US Supreme Court Actavis
decision will be analysed in higher detail sincae do thestare decisigrinciple under US Law,

this decision will bind and guide the future USglition on reverse payment settlements.

With regard to the District Court’s decisions, 81eCircuit was the first to deal with the issue in
the caseln re Cardizem Cdhearing on an appeal brought against an EastéstridD of
Michigan decision: it then considered the reveragngent settlement reached between Hoescht
Marion Roussel Inc. and the generic producer Anétrarmaceuticals as a horizontal market

allocation agreement, therefquer seinvalid under the Sherman Agt

2 For more details about the scope of the patehtpiEsmse see pagédrifra.
13 cardizem CD Antitrust Litig 332 F.3d 896 (6th Cir. 2003); the case concethedagreement reached by the
abovementioned companies pursuant to which Andnaxrfdaceuticals decided to refrain from marketirgeaeric
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Following a different approach, the MiCircuit, in the Valley Drug Co. v. Geneva
Pharmaceutical Inccase, excluded the anticompetitive nature of ¢évense payment settlement
agreements in which Abbott Laboratories and twcegerfirms (Zenith Goldline Pharmaceutical
and Geneva Pharmaceuticals) entered into with degathe drug Hytriff, due to thelawful

exclusionary right"granted to the patent8e

Consistently with this approach, thé®2Circuit, in thein re Tamoxifen Citrate antitrust
litigation®®, held that‘where there are legitimately conflicting patentahs, a settlement by
agreement, rather than litigation, is not precludagdthe Sherman ActTherefore, in affirming
the appealed district court decision, th¥ Eircuit excluded that the settlement agreement
reached between Zeneca and the generic producewBaran infringement of the Sherman Act.
Such a conclusion was also justified by the Courtdnsidering that the settlement allowed Barr
to introduce a generic version of Tamoxifen ninargebefore the Zeneca’'s patent date of

expiration.

In the meantime, the T'1Circuit had provided an explicit formulation ofettalready mentioned
“scope of the patent testin the Schering-Plough Corporation vs. FT{Federal Trade
Commission]case’. More in detail, in this case the Court stated the antitrust analysis of
reverse payment settlements had to be performethdaegard to:“(1) the scope of the
exclusionary potential of the patent; (2) the ektenwhich the agreement exceeded that scope;

and (3) the resulting anticompetitive effects”

version of Cardizem CD, a treatment for hypertemsiod angyna, as well as for the prevention ofthetacks and
strokes, in exchange of a quarterly payment froradébt Marion Roussel Inc., the owner of the pdtanitiytrin.
1 valley Drug Co. v. Geneva Pharm., Inc., 344 F.384,21311 n.27 (11th Cir. 2003}ytrin is a drug prescribed
for the treatment of hypertension and enlargedtmtes The settlement agreements under scrutinyiged, in
exchange of a payment from Abbott Laboratories,dblgation on the generics not to sell any drugtaming
Hytrin’s active ingredient until the relevant patevould have expired or would have declared invalich generic
version of the drug would have been introduced Ryiral party. It is worth noting that both in theepent case and
in In re Cardizem Cd case quoted above the genendertook not to transfer or sell rights to theD-ty
exclusivity.
5 valley Drug Co. v. Geneva Pharm., supaa 1335.
18 Tamoxifen Citrate Antitrust Litig., 466 F.3d 187d(Eir. 2006) The Tamoxifen is a drug for the treatment of
breast cancer. After the filing of an ANDA for Tarifen by Barr, Zeneca sued Barr for patent infrimgat, but the
district court declared the patent invalid. Howeymirsuant to an agreement between the parties,a@@nded the
ANDA by including a paragraph Ill certification aregreed that it would not have sold a generic versif
Tamoxifen until the latter’s patent expiration iG(2. The agreement was accompanied by the paymebeieca
to Barr of 21 million $ and the grant to Barr ofi@n-exclusive licence to sell Tamoxifen genericddnf Zeneca.
7 Schering-Plough Corp. v. FT@02 F.3d 1056 (11Cir. 2005).
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Therefore, pursuant to the test above the Coutysed the settlement agreement and, founding

its terms to bewithin the patent’s exclusionary powgexcluded its anticompetitive nature.

The 11" Circuit followed again the scope of the patent, tas formulated in the Schering-Plough
Corporation vs. FTC case, in the decisiorC V. Watson Pharmaceuti¢glaffirming a decision

of the Northern District of Geordiadismissing a complaint by the FTC.

It is interesting here to note that, in the Digti@ourt decision affirmed by the %1Circuit
decision, the Court, similarly to the consideratexpressed in the Tamoxifen case, considered
that the settlement would have allowed the markgetirthe generic at an earlier time (five years)
than the date of expiration of the patents regatuethe settlement agreement and that, as a
consequence, the agreement would not have had amiieompetitive effects than the ones

already produced by the patent.

Quite surprisingly, the "8 Circuit in Re K-Dur Antitrust Litigatioff decided not to follow the
apparently consolidated scope of the patent tedtogmed, instead, for ‘&uick look rule of

reason analysis”,holding pay-for-delay settlements presumptivelyghl; according to the
Court such a presumption could be rebutted onlydhwpwing that the payment (i) was for a

purpose other than delayed entry; or (i) offersmeopro-competitive benefits”

For the sake of abstraction, we can say that blenibat different approach followed by the
Courts lie their different views about the relaship between IP Rights and Competition Law:
in fact, while, in the case of the scope of theeptaitest, the Courts considered the presence of a
patent a reason for derogating from antitrust rutethe case of thé"6Circuit and the *§ Circuit

8 FTC v. Watson Pharm., In&77 F.3d 1298 (11.Cir. 2012).

9 In re AndroGel Antitrust Litig.687 F. Supp. 2d 1371, 1379 (N.D. Ga. 2010). Tgreement under scrutiny had
been entered into between Solvay, the branded pevdand patentee) of Androgel, a prescriptionugeld to treat
male hypogonadism, and two generic drug manufactuneho had submitted ANDAs with a paragraph IV
certification for a generic version of Androgenrguant to the settlement of the patent infringentensuits started
by Solvay against the two generic producers, tiierlaagreed to delay their entry into the Androgelrket in
exchange of a profit sharing arrangement conditiomgon their cooperation in Androgel promotion tolagists
and primary care physicians.

2 |n re K-Dur Antitrust Litig., 686 F.3d 197 (3d Ci2012).K-Dur 20 is a sustained-release potassium usee#b t
potassium deficiency. The agreement reached betv@sering-Plough and the generic manufacturer Upshe
contemplated the abstention by the latter from mi@mg its generic version of Androgel until SeptemB001; in
addition Schering obtained the licences to market fJpsher products in exchange of up-front gmd-rata
royalties.

ZIn re K-Dur Antitrust Litig., supraat 218.



decisions the Courts appeared to have followed ra @ “Antitrust-centric” approach?,
consisting in qualifying reverse payment settlermemcording to ordinary competition rules. As
we will see, these diverging views were also echoedome way, in the majority and dissenting

opinions rendered in the Supreme Court Actavis.case

In fact, the diverging views outlined above prontbtbe US Supreme Court to grant, upon
request of the Federal Trade Commission, a writesfiorari with respect to the T1Circuit

decision in the aforesaid Watson Pharmaceutica.cas

The US Supreme Court Actavis case

With its decision of 17 June 2013, the Court resgrshe judgment of the TiCircuit and
remanded the case for further proceedihgss a further evidence of the high sensitivitytioé
issue, it is worth noting that also the Supreme rCaosimilarly to the Courts of Appeals,
experienced an internal split: the decision, irt,fa@s adopted with the favourable vote of five

judges, while three other judges filed a dissentipimiort”.

As already mention€d, the case concerned the patent settlements agneereetered into
between Solvay, the branded producer (and pateot@a)drogel, a prescription gel used to treat
male hypogonadism, and three generic drug manutastuWatson Pharmaceuticals (now
Actavis Inc.), Paddock Laboratories and Generia Péarmaceuticals. While the former two
generics had filed ANDAs for a generic version afddogel with a paragraph IV certification,
Generic Parr Pharmaceuticals had agreed to shigatibn costs with Paddock Laboratories in
exchange of a profit-sharing agreement.

The patent settlement agreements provided for @inbirms, including (i) the commitment by
the generics not to enter the market before Semefil5, i.e. more than five years earlier than

the date of expiration of Androgel’s patent (unlasgeneric would have been marketed eatrlier);

% The expressiotiAntitrust-centric” approach is used, with respect to the Actavis &upr Court decision, by
HoOVENKAMP, H. J., Anticompetitive Patent Settlements and the Sup@meat's Actavis DecisioffNovember 28,
2013). Minnesota Journal of Law, Science & Techgg)d-orthcoming; U lowa Legal Studies Research Phjoe
13-35. Available at SSRN: http://ssrn.com/abstragg6255 or http://dx.doi.org/10.2139/ssrn.2286255.

B ETC v. Actavis, Inc., 133 S. Ct., 2223 (2013), ilalde at http://www.supremecourt.gov/opinions/12pdf/12-
416 _mb5n0.pdfthe number of pages quoted hereinafter refénéalbcument available at this link).

% The majority’s opinion was filed by Justice Breyjined by Kennedy, Ginsburg, Sotomayor and KaganThe
dissenting opinion, also commenteidfra, was filed by Justice Roberts, joined by JustiSealia and Thomas.
Justice Alito took no part in the decision of tlase.

% please refer to footnote $8pra




(i) the commitment by the generics to co-promotadfogel before urologist; (iii) the payment

of (million-worth) sums by Solvay to the three gaos

At the beginning of 2009, the FTC filed lawsuitsaamgt all settling parties, arguing that the
patent settlements were in breach of federal astilaw. However, as we have already seen, the
North District Court of Georgia dismissed the FTi@im, a decision later affirmed by the™1
Circuit of the Court of Appeals.

Unexpectedly the majority’s opinion did not staithwthe description of the specific facts of the
case, but opted for a general description of revpesyment settlements: this was based on the
paradigmatic figures of Company A and Company BJisg a patent infringement case based
on an agreement requiringl) Company B, the claimed infringer, not to proelube patented
product until the patent’s term expires, and (2n@any A, the patentee, to pay B many millions

of dollars”?®,

As such, this description appears to be inaccusateg it neglects the fact that, as we have seen,
quite often reverse payment settlements, incluednes at stake in the Actavis case, allow the
generics to enter the markbefore and not necessarily after, the expiry of the pa(but
nonetheless after the date originally planned kygineric).

After a short description of Hatch-Waxman’s maiattees and of the specific facts at stake, the
Courf’ went through the antitrust analysis of reversenpayt settlements. First of all, it refused
to follow the scope of the patent test, rejecting view that a positive outcome to such a test

could“immunize the agreement from antitrust attacks”

On the contrary, according to the Supreme Cougtstiope of the antitrust law immunity granted

by a patent was to be determined taking into accbaoih patent and antitrust policiés

% The “unexpected generality” of the incipit of theajority’s opinion is also highlighted byd¥eNkamP H. J.,
Anticompetitive Patent Settlements and the Supr@wert's Actavis Decisionmentioned suprg p. 4. The
description of the facts of the case and of thessgbent litigation brought by the FTC against tatept settlements
is contained in the majority’s opinion at pages.5-7
2" Thereinafter, except when otherwise specifiedwileuse “Supreme Court” or “Court” to refer to tmeajority’s
opinion rendered on the case.
ZETC v. Actavis, Inc., 133 S. Ct. (2013), majoritgpinion, at 8.
1dem at 12.
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The Supreme Court justified this view by also mgkneference to the Hatch-Waxman Act
rationale, its “general procompetitive thrust’(...) and “specific provisions facilitating

challenges to a patent validits?.

Thus, the Supreme Court, while recognizing the ingwe of settlements and the patent
litigation problem, stated that these factors stiawdt have been determinant in the case at stake;
on the contrary, five sets of considerations shdwdlde pushed the Court to allow the Federal
Trade Commission to prove its antitrust claim, nigme

1) the fact that théspecific restraint at issue has the “potential fgenuine adverse effects

on competition™*;

2) that “these anticompetitive consequences [would] at teasometimes prove

unjustified™% and that

3) in these cases the patentee normally has the (thareer to bring into practice these

anticompetitive consequencés

4) the ordinary possibility for the Courts to perfotire antitrust analysis of a settlement
agreement without litigating the patent validityven that‘an unexplained large reverse
payment itself would normally suggest that the i@ has serious doubts about the

patent’s survival®*

5) the possibility for the litigating parties to setttheir lawsuit without risking antitrust

liability, by adopting solutions other than revepsgment settlements.

At the same time, the Supreme Court declined ttoviolthe view of the Federal Trade
Commission to hold reverse payment settlementsuprpsvely unlawful and to analyse them
pursuant to dquick look” approact. In this regard, the Court held that the use qfiik look

approach could be justified only when the abilityaaconduct to produce anticompetitive effects

% |dem at 13.

3l |dem at 14, quotingndiana Federation of Dentistd,;76 U. S., at 460—461.
32 |dem at 17.

*|dem at 18.

* |bidem

% |dem at 20.
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was remarkably evidefft a situation that the court failed to recognizethe case of reverse

payment settlements.

Conclusively, the Supreme Court opted for a ruleeakon approach, according to which reverse
payment settlements should be analysed on a casasybasis. To this end, the Court specified
a number of indices upon which it could assess ghg-competitiveness of a settlement
agreement, including the size of the reverse paymda scale in relation to the payor’s
anticipated future litigation costs, its independenfrom other services for which it might

represent payment, and the lack of any other caiminjustificatior?”.

These views were not shared by the dissenting apiof Justice Roberts (joined by Justices
Scalia and Thomas).

This started with the assumption that gatent carves out an exception to the applicgbiif

antitrust laws™8.

Then, the dissenting opinion, echoing the scoph®fpatent test, held that if the conduct of the
patentee was ndieyond the scopaf its patent, this had to be considered a lawhdrcise of the
monopoly rights granted by the law, while the cantrcould occur only if the patent was invalid
or infringed®. Curiously, the opinion supported this conclusiynrmaking reference to the same
case-law quoted by the majority’s opinion, readimg case-law as limiting antitrust scrutiny to

the caséa patent holder acts outside the scope of its p&t&.

Subsequently, the opinion rejected the argumenthefmajority’s opinion based on the pro-
competitive intent of the Hatch-Waxman A€ho legislation pursues its purposes at all

costs”)*! and refused to accept as evidence of the weakiighs patent the large sum paid by

% |bidem For instance, the remarkably evidence of anticstitipe effects was rendered through the reference
contained inCalifornia Dental Association v. FT,G26 U. S., at 770 - to the figurative imag€e'ari observer with
even a rudimentary understanding of economiable to understand that the conduct in the castake“would
have an anticompetitive effect on customers andketsi.
3"1dem at 20.
B ETC v. Actavisinc., 133 S. Ct. (2013), dissenting opinion, at 1.
¥1dem at 5.
“Oldem at 6.
“Lldem at 8, 9.
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the patentee to the generic manufacturer, holdag such a situation could arise from the

particular risk (or litigation) adversity of the teated?

The dissent finally expressed two concerns witlarédo the rule of reason approach chosen by
the majority’s opinion: in its view, such an apprbawould discourage settlement of patent
litigation and would lead to an increasing uncetiain the antitrust analysis of reverse payment
settlements, also due to the difficult administiigbdf this rule by lower courts, called to weigh
“likely anticompetitive effects, redeeming virtuesarket power, and potentially offsetting legal
considerations present in the circumstané@s”

It is worth noting that the Actavis decision hasemewelcomed by branded and generic
pharmaceuticals associations, as well as consuthescate$®, while at the same time has
attracted the critics of prominent scholars forviégueness and potential uncertainty for future
litigation*®. Other scholars have finally criticized the judgrmeleeming the rule of reason
approach a non-effective tool for enforcement psgsoapproach, since it would give rise to
highly expensive and risky cases, with consequetgrtent effect on litigatidfi: this appears
quite strange, if we consider that the judgmentkecia sort of discontinuity with the previously
dominant approach based on the - less enforceraeotifable - scope of the patent test.

It will be interesting to see how the US lower dsuwill apply in the future the rule of reason
test to reverse payment settlements and if thertaioty surrounding this test will cause, as

feared by man, diverging decisions.

“21dem at 13.

“3|dem at 15, quoting the majority’s opinion at 9, 10.

“ See ®AO I., Supreme Court, in FTC v. Actavis, rejects the “sopthe patent” test, holding that antitrust law’s
“rule of reason” analysis can pierce the shield ofpatent rights available at
http://www.lexology.com/library/detail.aspx?9=198&é-5e3d-4c7b-af7c-c81333167814

“S Ex multis see ©ANCY M. J., GERADIN, D., LAZEROW, A., Reverse-Payment Patent Settlements in the
Pharmaceutical Industry: An Analysis of US Antitrieaw and EU Competition LaOctober 27, 2013), at 9.
Available at SSRN: http://ssrn.com/abstract=2345@31ttp://dx.doi.org/10.2139/ssrn.2345851

8 PerITZ R. J.R.,A Brief Introduction to Competition Concerns in yPr-Delay' Settlement Agreements Between
Brand-Name and Generic Drug Compan{&ecember 1, 2010New York Law School Legal Studies, Research
Paper Series 10/11 # 10, available at SSRN: taspr//com/abstract=1718517, p. 9.

4'CLANCY M. J.,GERADIN, D., LAZEROW, A.., Reverse-Payment Patent Settlements in the Pharricaieindustry,
mentionedsupra; CRoucH D., Supreme Court Adds Antitrust Consideration tdeRta Settlementsavailable at
http://patentlyo.com/patent/2013/06/supreme-couldsaantitrust-consideration-to-patent-settlemeritalh

GRAVELINE B., DRISCOLL-CHIPPENDALEJ., FTC v. Actavis: What Does It Mean for Reverse-Rayn$ettlements?,
available athttp://www.fdalawblog.com/2013/06/articles/ip-aretihnology-transactions/ftc-v-actavis-what-does-it-
mean-for-reverse-payment-settlements/
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. The EU Pharmaceutical Sector Inquiry; the Lundbeck decision and other EU

pending cases
1) Introduction

As we have seen, some of the features of the Uitatks’ medicine marketing regulation or, at
least, of the Hatch-Waxman Act would be one of thasons of the emergence of reverse

payment settlements in the US pharmaceutical $&ctor

However, the phenomenon of reverse payment settlisnas explained in this chapter, is not
only confined to US, but is also taking place irrd@he'”. In fact, according to some authors, the
differences between the US and the EU (includingnider States’) regulation would not be so
important®, since the two systems would share the main festufor instance, in Europe the
originators must also perform, before requestirgy dathorisation of a new medicine, clinical
trials concerning safety and efficacy of the prddwemd, like in the case of ANDAS any

generic manufacturer is allowed to submit abridgeglications for a generic version of an

already authorized brand-name meditfne

At the same time, while certainly not unknown tadpe, reverse payment settlements appear to
be less prominent than in the ¥Sthis could be partly explained by the lower depehent of

* See HOVENKAMP H. J., Anticompetitive Patent Settlements and the Supf@onet's Actavis Decisignrmentioned
supra,p. 16, according to whom, based on the evidencengtgal before the Supreme Court in the Actavis case
“pay-for-delay seems to be predominantly if notlegiwely a feature of the Hatch-Waxman Act”.
* For instance, according to Lim, the presence oflaimases in Europe would Bevidence that reverse payments
occur outside the setting of the ActLig D., Reverse Payments: Life after Actavis (Novembgr 2013).
International Review of Intellectual Property anar@petition Law (IIC), Forthcomingp. 2, available at SSRN:
http://ssrn.com/abstract=2360795)
' See BROWN M.J., Reverse Payment Settlements in the European Coimmss®Pharmaceutical Sector Inquiry
Report: A Missed Opportunity to Benefit from U.8pé&rience Columbia Journal of Law and the Art¥ol. 33,
Issue 3 (2009-2010), p. 397T(iat both European and American settlements inclottherwise counterintuitive
reverse payments suggests that their respectivdatgy environments extend similar incentives anessures on
the parties involved).
> ANDA stands for Abbreviated New Drug Applicatianthe US system (see Chapter 1, pagripra.
2|t is worth noting that in Europe two marketingttarisation procedures exist, i.e. (i) a centralizeplication
before the European Medicines Agency; and (ii) eed&alized application before the Member Statelsvant
agency, whose results can be used in other EWjatiens pursuant to a Mutual Recognition Procedure
> TREACY P., LAWRANCE S., Intellectual property rights and out of court settlentsin Intellectual property and
competition law, new frontiers, 2011, Oxford Unisity Press, p. 201. The lower value of reverse paym
settlement in Europe compared to US is highligtitgdPARCuU L., ROSSIM. A., Reverse Payment Settlements in the
Pharmaceutical Sector: A European Perspective European Journal of Risk RegulatioWol. 2011, Issue 2
(2011), p. 262.
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the pharmaceutical industry in Euréfiehowever, certain peculiarities of the Hatch-Warma
Act could also have played a role in creating sainthe distortions that would have ultimately
aligned the interests of originators and generiitk vegard to settlements of patent disputes. In
fact, despite the similarities outlined above, Ehgopean regulation does not provide the first
generic applicant with the 180-day exclusivity pdri nor with the automatic 30-month stay
further to the filing of a patent infringement saijainst a generic abridged application. In
addition, in Europe, unlike in the American systeng filing of a generic drug application does
not require affirmation of a patent status, witmsequent authorisation of the originator to sue
the generic, as in the case of paragraph IV ceatifi’> for this reason, the generic will be
allowed to entry the market, but with the risk thatinfringement action may be brought against
it after the start of production and marketinglod televant product (with consequent risk to pay
high damages in case the action by the originateuccessful). This could obviously make the
generic more cautious about launching a new prodtetthe market and therefore decrease the

number of patent infringement actions and relagtlesnent’.

In 2003, the European Commission had the firstctlirexperience with reverse payment
settlements, when, together with the Danish CortipetiAuthority, reviewed a series of
settlement agreements between Lundbeck, a Danetmpleeutical manufacturer, and a number
of generics involving reverse payments; due tortredatively new nature, the authorities stated
that these agreements fell intd‘lagal grey zone” and that, as a consequence, the European
Commission would have started a general analysthasfe cases in order to develop a general

standard’.

* |n this regard it is worth noting that in 2012 MorAmerica accounted for 41% of world sales in the
pharmaceutical sector, while Europe for only 26.780addition, in 2012, the US market accounted 2% of
world sales of new medicines, compared to 18% obpgeL Please refer the Pharmaceutical Industry in Figures
— Key Data2013, EFPIA, available &ttp://www.efpia.eu/uploads/Figures_Key Data 20d8B.p

5 See Chapter 1, pagestpra

5 However, according to some scholars, other legdlifactual elements of the European situation weoldtribute

to incentivize originators and generics to entéo ipatent settlement agreements. Please refer ANCl M. J.,
GERADIN D., LAZEROW A.,Reverse-Payment Patent Settlements in the Pharticadndustry: An Analysis of
US Antitrust Law and EU Competition Lamgntionedsupra p. 9 (‘Due to the cumbersome system for enforcing
patents in the EU and the automatic price redudtidriggered by the entry of a generic supplier,gorator
companies have very strong incentives to settkr) @vcases where they hold strong patent rights”

*" Danish Competition Authority, Press Release, Itigation of Lundbeck, Council Meeting, 28 Janua®p2. The
case is quoted in CLANCY M. J., GERADIN, D., LAZERDA., Reverse-Payment Patent Settlements in the
Pharmaceutical Industry: An Analysis of US Antitruaw and EU Competition Lawnentionedsupra p. 10.
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2) General overview of the Sector Inquiry

The need to gather more information on the issaagether with other concerns (barriers to entry
into the pharmaceutical market created by misugeatént rights, vexatious litigation or other
means), pushed the European Commission to laumchfalanuary 2008, a sector inquiry into
the pharmaceutical sector (hereinafter the “Selctquiry”)®®. This inquiry, which started with
unannounced inspections at the premises of sepbaimaceutical companies, was launched
pursuant to Article 17 of Regulation 1/2682his provision allows the European Commission to
conduct a general investigation in particular sectof the economy or particular types of
agreements;where the trend of trade between Member States,rifjidity of prices or other

circumstances suggest that competition may be icestr or distorted within the common

market”.

As such, the Sector Inquiry did not (nor could) a@thexamining and sanctioning specific
infringements of EU Competition Law, but only asessing the general competitive structure of
the pharmaceutical market and, in this contextntifigng categories of conducts potentially

problematic by a EU Competition Law viewpoint.

With regard to the scope of the Sector Inquirys tfocused on the market of prescription
medicines for human use in the (then) 27 EU Menshiates during the period 2000-2697

After collection of information through questionres sent to industry players, release of a
preliminary report on November 2008 with subsequautlic consultation between different

kind of stakeholders (pharmaceutical companiesustig associations, public authorities,

insurance companies, doctors’ associations, lamsfiand academics), the Sector Inquiry was
finally concluded in July 2009, when the Europeamm@hission issued its final report (the “Final

Report™f*,

%8 See press releabép://europa.eu/rapid/press-release_IP-08-49 mflbtale=en
%9 Council Regulation (EC) No 1/2003 of 16 Decembd26n the implementation of the rules on competikiod
down in Articles 81 and 82 of the Trea®J L 1, 04/01/2003, pp. 1-25.
0 More specifically, subject to the Sector Inquirgre 43 originators and 27 generic manufacturersciwbverall
considered accounted for 80% of EU turnover of gipson medicines for human use during the reléyzariod)
and 219 substances (accounting for 50% of the §lunirnover).
®1 See press release of 8 July 2@08itrust: shortcomings in pharmaceutical sectoquie further actionThe text
of the final report is available at
http://ec.europa.eu/competition/sectors/pharmacalstinquiry/staff working_paper_partl.pdf
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With regard to the assessment of competition beatveeginators and generics, the Final Report
identified a number of strategies mostly used by tbrmer in order to block or delay the
development of competition from generics. Betwebasé strategies, which include patent
clusters/thickets, voluntary divisional patéftsntervention of originators before public bodies
in the context of authorization of generic drugebbying” before medical doctors and other
health care professional)e Final Report found that a major role was plapgdlitigation
brought by originators against generics and byréhated settlements entered into between the

partie$®,

With regard to the litigation between the two indusplayers, the Final Report, while
recognizing the importance of the right to enfopagent rights in court, stated that, however,
litigation, in certain circumstances, can be deptbys a means of hindering market entry by
generic companies or, at least, as a deterringkidime Final Report also provided interesting
statistics regarding litigation between originatargl generic manufacturers during the relevant
period: these statistics showed, in line with ti& éXperience, a prevalence of positive outcomes
for generics, despite the fact that most claims Ie@eh brought by originators, thus implicitly

showing the weakness of most of such patent cldims

3) The assessment of patent settlements

The Sector Inquiry identified during the periodstake 207 settlements between originators and

generic companies, mostly in the context of lifiga?. The EU Commission found that, as in

%2 patent thickets (or patent clusters) consist eshenous patent applications filed for the same teldgy; while
generally a legitimate conduct, it can make mofcdit entry into the market by new undertakingsaising the
risk that the product to be marketed (e.g. a gerdmig) will actually infringe one of the patentsngposing the
thickets; similar issues arise with regard to vy divisional patents, consisting of various agilons, someway
related to a previous patent application (pareptiegtion), filed in order to support new claimgageding the patent
(e.g. new invention uses of the patent). Divisiopatent applications extend the examination pebgdthe
competent patent office, also in case the pareplicgtion is withdrawn or revoked, and this, in tt@se of the
pharmaceutical sector, can create legal uncerténtfirms willing to market a generic version et product.
% Most cases of patent settlements were reportéve been entered in the context of litigation, fee¢note 13
infra.
® More specifically, the Final Report specifies thating the period 2000-2007 the total number skesaof patent
litigation between originator companies and genedmpanies regarding the medicines investigatetthenSector
Inquiry was 698: of these, 223 cases were settibdreas in 149 cases a final judgement was rendigrddese
latter cases, generic companies won 62% of casegeining the remaining 326 cases, these werer gigmeling or
had been withdrawn at the moment of the releagbeofinal Report. See Final Report, p. 238. Sindlatcomes
were also reported with regarditderim injunctions.
% Final Report, § 740.
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the classical case of reverse payment settlemiheise settlements provided in slightly less than
half of cases (99) a restriction on the possibitifthe generic to market its medicine, while, at
the same time, a significant proportion (45) ofsthdatter cases provided a value transfer from
the originator company to the generic compar(gub specieof a direct payment, licence,

supply/distribution agreement or "side-dedl§")

The Final Report expressed some concerns with deigathese settlements containing a value
transfer from the originator company to the geneampany, arguing that these cotié used
to delay the market entry of the lattedr make the entry of the generic compdimya more
limited fashion than it would have done in the adzseof a settlement, for example as a licensee

(...) or a distributor of the originator compari/”

However, in line with the nature of the Sector limguas a general investigation on the
competitive structure of the market, the Final Repld not provide a conclusive view on the
anti-competitiveness of reverse payment settlememssead, it suggested that a case-by-case

approach should have to be adopted in such caadagghat:

“Any assessment of whether a certain settlemenidcoe deemed compatible or incompatible
with EC competition law would require an in-deptiadysis of the individual agreement, taking

into account the factual, economic and legal baokigd”®*.

This case-by-case approach seemed to suggeshith&irtd of agreements could only constitute
a restriction by effect, rather than by object, enBU Competition Law, similarly to the rule of

reason approach followed by the US Supreme Cotintthve Actavis decision.

However, in other parts, the Final Report seemtake a more “hostile” view with regard to
“settlement agreements that limit generic entry amdude a value transfer from an originator
company to one or more generic companjes’guing their potential anti-competitiven€'ss
particular where the motive of the agreement is #h@ring of profits via payments from
originator to generic companies to the detrimenpafients and public health budgef8”

% |dem § 743.
7 |dem § 765.
%8 |dem § 769.
% |dem § 1530.
O |dem § 1573.
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4) The periodical monitoring exercises on patent sgtédnts

Due to these concerns, the European Commissiodetetd launch, after the conclusion of the
Sector Inquiry, periodical monitoring exercises matent settlements between originators and
generic companies. The reports issued at the entlese monitoring exercises - which now
account to 4 (covering the periods (i) mid 20081 2009; (ii) January — December 2010; (iii)
January — December 2011; (iv) January — DecemhE2)20 all showed a proportionate rise in
the overall number of patent settlements whil¢hatsame time, a trend of decline of settlements
potentially problematic under EU antitrust rdfesis showed in the table below.

Sector 1% 2" 3 4"
inquiry monitoring monitoring monitoring | monitoring
(7.5 years) (18 months) | (12 months) | (12 months) (12
months)
(a) Total no. of 207 93 89 120 183
patent
settlements
(b) 45 9 3 13 12
Problematic
patent
settlements
Ratio (b)/(a) 22% 10% 3% 11% 7%

As we can see, the reports show a proportionaleass of the overall numbers of patent
settlements from 203 during the 7,5 year-perio@aknder consideration by the Sector Inquiry
to 183" of the 4" monitoring exercise (regarding the twelve monthigue January 2012 -

Al reports on the monitoring exercises and theespr release thereof are available at
http://ec.europa.eu/competition/sectors/pharmacaistinquiry/index.html

2 According to the European Commission the latguréé was affected by the introduction of specifioyisions in
Portugal. Without considering the effect of thesavjsions, the total number of settlements would B, showing,

in any case, a little increase with regard to thevipus year. See press release on 4th monitosireeise of 9
December 2013Antitrust: Commission welcomes continued low I@fglotentially problematic patent settlements
in EU pharma sector.
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December 2012), while the ratio problematic setlete/total number of settlements fell from
22% of the Final Report of the Sector Inquiry to @¥the 4" monitoring exercise. In addition,
the data available for the Sector Inquiry and ih& fmonitoring exercise showed a remarkable
decrease (from € 200 million to € 1 million) in thenount of money involved in the value

transfer from the originators to the genefics

The data above were interpreted by the Europeann@ission with a supposetincreased
awareness of the industry of which settlement ages#s might attract competition law
scrutiny”’* at the same time the European Commission refearéle rising number of overall
patent settlement to assert that, unlike fearechagy, ‘the heightened scrutiny of the sector did

not hindered out-of-court settlement of litigatidn”

This idyllic view and in particular the contrasttlween the rise in the overall number of patent
settlements and the parallel decline in the nunabg@roblematic settlements, however, could be
misleading, since it could be (partially) due te flact that the parties in the settlements make
more frequently use of side deals and other ingnim providing for a value transfer less

apparent that direct paymeffts

5) The Lundbeck decision; other cases in Europe

The investigation on the agreements between Lurkdard a number of generiéswhich, as
we mentioned above, contributed to triggering tleet& Inquiry, led to the first decision on
reverse payment settlements in Europe. Curiouslg,a¥ the generics, party to the agreements,
Arrow Group ApS, has been subsequently acquireAdigvis group, one of the protagonists of

the Actavis Supreme Court’s decision in the Uni¢ates.

The aforesaid agreements concerned the main patbatied to Citalopram, a Lundbeck

blockbuster anti-depressant medicine: as in thet rolassic pay-for-delay settlement, before

3 See press release on 1st monitoring exercise flp 2010, Antitrust: Commission welcomes decrease of
potentially problematic patent settlements in Eldupha sectorData related to the subsequent monitoring exercises
were not provided.
" |bidem
> Ibidem
®ParRcU L., ROSSIM. A., Reverse Payment Settlements in the PharmaceutcabS A European Perspectivia
European Journal of Risk Regulatianentionedsupra, p. 262.
" Please refer to page 16ijpra The generics were notably Alpharma (now part @), Merck KGaA/Generics
UK Ltd (the latter now part of Mylan), Arrow GroupS (now part of Actavis Group), Products LLC andll}a
Pharmaceuticals ApS, Zoetis Ranbaxy Laboratorigsted and Ranbaxy (UK) Limited.
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Citalopram’s patent expiration in 2002, Lundbeckdpthe generics a substantial amount of
money in exchange of their commitment not to etitermarket with their generics. In addition,
Lundbeck purchased the generics’ stock in ordgréaeed to its destruction and entered into a
distribution agreement with the generics with &ipharing clause.

With its decision of 19 June 2013 the European Ca@sion found the agreements between
Lundbeck and the generics in breach of Article TFFEU and, as a consequence, sanctioned
Lundbeck with a fine of € 93.8 million and imposed the generics an overall fine of € 52.2
million™®,

The conclusions of the European Commission were Alsed on the internal documents
collected during the inspections, which, by refggrto a ‘tlub’ formed by the parties and ta

pile of $$3$"to be shared among them, showed a sort of antpettive state of mind of the
parties®.

Since the decision is still confidential, it is rmuodssible to conduct a detailed examination of it.
However, from the information provided in its presdease on the case and the relevant
commentaries by legal scholars, the European Cosmnisseems to have considered such
agreements as a violation per object of Article TEEU™.

If this is confirmed, the EU Commission will havelopted a stricter approach to reverse
payment settlements than US, where, as we have geeiSupreme Court rejected the view,

“sponsored” by the FTC, that such agreements sHmikbnsidereger seillegal®.

However, from the information available it is ndéar whether the settlement agreements were
entered into in the context of litigation or not.this was not the case, the settlements under

consideration could not be considered a properrsevpayment settlement and therefore the

"8 http://europa.eu/rapid/press-release_1P-13-563tran.h
 Ibidem
8 |bidem Please refer, in particular, to the statementH®y EU Commissioner in charge of competition policy
Joaquin Almunia, who declarétt is unacceptable that a company pays off its petitors to stay out of its market
and delay the entry of cheaper medicines. Agreesnefhthis type directly harm patients and natiohaialth
systems, which are already under tight budgetannstraints. The _Commission will not tolerate such
anticompetitive practices".
8L For the sake of clarity, it must be specified tiflagality per seunder US Antitrust Law and incompatibility per
object under EU Competition Law are similar, yegtsily different concepts, since the former conduate
conducts always illegal in the end, while condutsi-competitive per object can, in principle, ledeemed” by
virtue of the exemptions provided under Article TFEU.
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position of the EU Commission would appear moréifjed, since the agreement could not take

advantage of the potential redeeming virtue of @iwgi litigation costs.
After the Lundbeck decision, a similar case wadtdei¢h by the European Commission.

In fact, with its decision of 10 December 2013 the@opean Commission sanctioned Johnson
and Johnson (“J&J”) and Novartis, jointly and selgrwith their respective Dutch subsidiaries
Janssen-Cilag B.V. (“Janssen-Cilag”) and Sandoz. B:Sandoz”), with a fine for an alleged
pay-for-delay agreement: according to the Brusswfgials the parties concluded an agreement
aimed at delaying the marketing by Novartis of aaye version of Fentanyl, a pain Killer

medicine owned by J&J and generally used for ptisnffering from cancé:

More in detail, the parties concluded a co-promoagreement conditioned upon the non-entry
into the market of a generic version of Fentanyle European Commission estimated that the
monthly payments pursuant to the co-promotion agesg exceeded the profits that Sandoz
could have gained from marketing a Fentanyl genexid therefore were aimed at

disincentivising Sandoz’s entry into the marketother words, the European Commission seems
to have considered the payments arising from thpromotion agreement as a hidden value
transfer from the originator (Janssen-Cilag) to glemeric (Sandoz), whose real intent was to

remunerate Sandoz for not entering into the m&tket

This last mentioned case was different from thedbatk decision — and from the classical
reverse payment settlement-type cases — sinceditndi relate to actual or potential IP
infringements (J&J'’s relevant patent had alreadyirexl); however, the European Commission
deemed that in both cases the parties’ conductedlasimilar logic, consisting on the payment
by “a company [to] its competitor to delay the entrg the market of the generic version of its

n 84

drug Nevertheless, in the J&J/Novartis case the agreemas undoubtedly entered into

8 More in detail, J&J was sanctioned, jointly andesally with its subsidiary, with a fine of € 108,800, while
Novartis with its subsidiary Sandoz with a fine€05,493,000. Also in this case the decision i$ 1stit available for
confidentiality reason, therefore it is only po$sito make reference to the press release on tee ah
http://europa.eu/rapid/press-release_IP-13-1238&tran.

8 The agreement was eventually terminated in Decer20@6 when a third party was going to launch aegen
version of Fentanyl in the Netherlands.

8 See EU Commissioner Joaquin Almunia’s speech an dhse, available alttp://europa.eu/rapid/press-
release_ SPEECH-13-1053_en.htm
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outside a litigation, which would again justify tlstrict approach adopted by the European

Commission.

In addition to the Lundbeck and the J&J/Novartisisiens, the European Commission is also
conducting other investigations on reverse payrsetitements, which are still pending.

On 8 July 2009 the EU Commission opened a formategeding against Les Laboratoires
Servier group (hereinafter “Servier”) and severhegrics with regard to patent settlements and
other alleged anticompetitive practices concerrfiegndopril, a cardio-vascular medicine. On
30 July 2012 the EU Commission sent to the pattiestatement of objectidfisalleging that:

- the reverse patent settlement concluded betweepattiies could have aimed at delaying
the market entry of generics into the market amdetore could run afoul of Article 101
TFEU;

- the acquisition by Servier, which was assumed teehed a dominant position in the
market of production and distribution of Perindgpaf key competing technologies
necessary to produce Perindopril could constitaten&ringement of Article 102 TFEU

(prohibition of abuse of dominant positiéh)

On 28 April 2011 the EU Commission opened an ingatibn on the settlement agreement
between Cephalon Inc., an American pharmaceuticalyzer, and Teva Pharmaceutical
Industries Ltd. (“Teva”), an Israelian generic miwurer, concerning the pharmaceutical drug
Modafinil, marketed under the commercial name obwjil®, a treatment for sleeping
disorders. With the settlement agreement, whicilse under investigation in the United States
by the FTC, the parties agreed a series of sidis déang with the commitment by Teva not to
sell its generic version of Modafinil in the EEAfbee October 201%.

8 See press release of 30 July 2@&Ritrust: Commission sends Statement of Objectionperindopril to Servier
and othersavailable ahttp://europa.eu/rapid/press-release_IP-12-835tran.h

8t is worth noting that Servier had also been aeduby the EU Commission to have provided mislendind
inaccurate information in the context of the redsied information sent during the Sector Inquirgwever, these
accusations have been subsequently dropped bylthHedemission ( see press release about closingoakdural
casehttp://europa.eu/rapid/press-release [IP-12-43 mfRlbtale=er).

87 See press release of 28 April 204rtitrust: Commission opens investigation agairsimmaceutical companies
Cephalon and Tevahttp://europa.eu/rapid/press-release_IP-11-511tran.h

23




It is worth noting that Cephalon was subsequentfjuaed by Teva and that the acquisition was
cleared by the EU Commission conditioned upon tieestiment of Cephalon’s generic

Modafinil pipeline product and related rigfits

Finally, the issue of reverse payment settlemeatsdiso been recently addressed by the new
Technology Transfer Guidelines (“Guideliné§”)adopted by the European Commission on 21
March 2014. The Guidelines explicitly mention pay-tielay settlement agreements as a type of
agreements which could run afoul of Article 101 TFE also when the value transfer is
represented by a licence, presumably provided latvar than commercial pricagctius fees

and royalties) in exchange of the commitment bylitensee to delay its entry into the market.
[I1.  Thereasonsof the divergent approach USEU

As we have seen, with regard to the antitrust sesest of reverse payment settlements the
United States and the European Union seem to laay@esent, a different view: moreover, the
different approach adopted by the US Supreme Cpult of reason) and by the European
Commission (infringement per object) does not amigly a different conception of the conduct
at stake (only potentially anticompetitive in tharher case, presumptively illegal in the latter
case), but has also important consequences in aéfourden of proof upon the enforcement
agencies or the plaintiff(s). In fact, while thdegdality per object allows the European
Commission to - automatically, unless the defendaable to prove that its behaviour meet the
conditions set forth by Article 101(3) TFEU - saonta certain conduct without the need to
prove its effects on the market, the rule of reasproach requires, in any case, an assessment
on a case-by-case basis of the characteristicheotonduct, of the circumstances in which it

occurred and of its effects on the market.

As such, the approach chosen by the Supreme Could give rise to higher uncertainties and
inconsistencies in its interpretation and applaatias proven by one of the first cases dealt with

by the lower courts after the Actavis decisionsthppears to have followed a very narrow

% See text of the decision at
http://ec.europa.eu/competition/mergers/cases/idesin6258 20111013 20212 3496467 EN.pdf
8 Guidelines on the application of Article 101 of tfieeaty on the Functioning of the European Union to
technology transfer agreemen@J 2014/C 89/03.
% please refer to §§ 238, 239 of Guidelines. Theregice to the case of licence is compatible wighstope of the
Guidelines, which is to provide a guide for theesssnent of agreements involving a transfer of teldyies and
therefore focus on licences and other kind of agexds generally used for this purpose.
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interpretation of the test adopted by the US Supr@uourt, inclined to exclude any infringement
of the antitrust law whenever the settlement dagscantain any payment from the originator to

the generit".

However, it is still too early to say if this difent approach would amount to a new transatlantic
“fault” that will further increase the number oftdrust issues (e.g. predatory pricing, resale
price maintenance, essential facility doctrineiimich Europe and US present a different view
or if this divergence will only be temporary, sinte position of the European Commission (as
expressed, in particular, in its Lundbeck decisiuad not been tested yet by the Cdtris this
sense, the interpretation of reverse payment sedtles by the European Commission would be
in line with the one of its counterpart in US, th€C, which has always claimed that reverse
payment settlements should be considered as iefmegtper seof antitrust law. Therefore, the
situation could obviously vary if the European Qeuadopted a different approach, an event
which however is far from likely to occur given tiheore deferring attitude of the European

Courts, compared to the US Courts, towards thérastienforcement agenciés

Some may argue that the US and EU approaches amually not so distant, especially
considered the possibility, just mentioned, that lthundbeck decision is overturned by the EU
Courts. However, it is necessary to bear in mirat,thefore the Actavis decision, the view
predominant on the US Courts (also affirmed indhse then judged by the US Supreme Court
in the Actavis decision) was the one based on tlopes of the patent test, that, if confirmed,
would have obviously marked a stronger differenesvieen US and Europe. While, due to the
stare decisigrinciple, it is now necessary to only consider plosition taken by the Supreme
Court, the test previously dominant in the US dasemay nevertheless be seen as evidence of a

different sensibility compared to Europe.

L please refer tin Re Lamictal Direct Purchaser Antitrust LitigatioNo. 12-cv-995 (D.N.J. Jan. 24, 2014). The
case concerned so called “no-authorized generiaréoments”, consisting in agreements between origirsaand
generics that include the originator's commitmeat to market its own “authorized generic” duringe th80-day
exclusivity period available to the generic. Theidi®n has been appealed to the Court of AppealslmFTC has
filed amicus curiaebriefs, arguing that the commitment by the oritpnanot to entry into the market with its
generic is a form of consideration in exchangehef¢commitment by the generic to delay its entrg ihie market.
Similar amicus curiaéoriefs were filed by the FTC imn re: Effexor XR Antitrust Litigation cas®.: 3:11-cv-05479
(D NJ 14 August 2013); anidh re: Wellbutrin XL Antitrust Litigatiortase no.: 2:08-cv-2431 and case no.: 2:08-cv-
2433.
9 CLANCY, M. J.,GERADIN, D., LAZEROW, A., Reverse-Payment Patent Settlements in the Pharrieaieimdustry,
mentionedsupra pp. 15-16.
%\dem p. 16.
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Secondly, it is true that, in theory, the rule edson approach — at least in the form adopted by
the US Supreme Court, for which payment of a lawg®a is a presumption of the anticompetitive
nature of the patent settlement - and the qualiinachosen by the European Commission — i.e.
infringement per object (therefore presumptivelggél, but, in principle, redeemable by meeting
the conditions set forth by Article 101.3 TFEU}- could appear not so distant, or at least not
diametrically opposite. However, as some commergaszutely observéd, in practice the
difference would be much wider, due, on one hamdthe@ heavy burden of proof imposed on
plaintiffs by the rule of reason standard in®)%ind, on the other hand, on the low chances of

successfully applying Article 101.3 TFEU in infriexmpent per object cases.

The current stricter European approach appears qulie paradoxical, since, as we know, the
EU regulation does not have some of the featuréseoHatch/WWaxman Act, namely the 180-day
exclusivity period accorded to the first ANDA gelediler and the 30 month-stay period, that, as
we said, have been blamed to have created an aignaf interests between originators and

generics and, ultimately, incentivized the risedmerse payment settlements in®US

Therefore, the different regulatory environmentsprg in Europe and in US cannot be held
responsible for the abovementioned different at@ttowards reverse payment settlements and
this leaves us with the task of investigating tltual reasons at the basis of this different

approach.
Such an investigation will be, hereinafter, cared along the following lines:

1) the different approach of US and EU in the antitreisforcement of cases involving an

interface between Competition Law and IP Law;

* The EU jurisprudence has confirmed that the comatifor exemption provided by Article 101.3 may siime
cases, be invoked to conducts in principle qualifis infringement per object. See Court of Jusfiudgment of 13
October 2011, Case C-439/09.

* See laMADRID A., Reverse payments (Pay for delay settlements) imftUUS antitrust law (Part })in Chillin’
Competition blog (http:/chillingcompetition.com/2013/07/02/reversayments-pay-for-delay-settlements-in-eu-
and-us-antitrust-lawy

% On the deterrent effect of the rule of reason apghmn litigation see also Chapter 1, p. 13 anthfite 46supra
making reference toHRITZ R.J.R.,A Brief Introduction to Competition Concerns in YP®@r-Delay' Settlement
Agreements Between Brand-Name and Generic Drug Goieg(December 1, 2010mentionedsupra,p. 10.

" See chapter 1, pp. 5-6upra As we also pointed out, however, these distostida not appear to have been the
only causes of the rise of reverse payment settiesneonsidered the presence of similar arrangesvierEurope.
See chapter 2, pp. 14-1&pra
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2) connected with the previous explanation, the différ (and predominant) role that

Competition Law has always hat a visof IP Law in Europe, compared to US;

3) the fact that in US (and, more in general, in Comrhaw systems) the doctrine of abuse of
rights has always played a minor role, compardéum@pe;

4) the policies, other than IP Law and Competition L&aken into account in the assessment of

reverse payment settlements.

1) The different approach of US and EU with regardhe interface between Competition
Law and IP Law

Dealing with the first reason of “divergence” remus providing a short introduction about the
general role of Competition Law and Intellectuabprty (IP) Law, before turning to how their

interactions have been “managed” in Europe andSn U

In fact, Competition Law and IP Law are two contigs fields of law, having as their aim the

promotion of competition and innovation in the netrfespectivelS’.

If we look at their intrinsic nature, we can seavttbese aims are normally consistent, since they
both converge to the goal of increasing the consunedfare and the efficient allocation of
resource¥: innovation being, with the words of the Europeanm@ussion,“an essential and

dynamic component of an open and competitive madatomy™*.

% Such a conclusion is perfectly summarized by desoberts’ dissenting opinion in the Actavis clse, see
Chapter 1supra, where it is stated th&aThe point of antitrust law is to encourage comped markets to promote
consumer welfare. The point of patent law is tongtamited monopolies as a way of encouraging iration”.
% The convergence of competition in the market ambvation has been questioned by Joseph Schumgeder
other economists, who claim that innovation would better fostered by monopoly, since the monopobfits
would provide a higher rewards for innovation, #fere making the latter more attractive for companMoreover,
especially in high tech industries, the cost oéaesh requires huge amounts of capital, which armally available
to large companies or require cooperation betweempaniesTherefore, according to this view, the strugglehef
competition authorities against monopoly and cozatf market power would focus on static efficieratythe
expense of dynamic efficiency as arising from iretcon. However, Kenneth Arrow and other economigse
challenged this view, since it would undermine ithportant incentives for innovation arising fromngpetition, in
particular for what it concern the possibility afw entrants to gain market share by offering nesdpcts on the
market. For a more detailed overview about thisospm views, see MaderoIWAREJO C., KRAMLER T.,
Intellectual property rights and competition rulescomplex but indispensable coexisteneéntellectual property
and competition law, new frontier®xford University Press, p. 62.
1% Eyropean Commission’s Guidelines on the applicatibArticle [101 TFEU] to technology transfer agraents
0J [2004] C 101/2, par. 7.
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The convergent role of Competition Law and IP Laag hlso been recognized by the current EU

Commissioner in charge of Competition Polfyas well as by the US case f8fv

Nonetheless, their aims can occasionally appeabetan contrast, since the promotion of
innovation is mainly pursued by IP Law through grant of an exclusivity (e.g. a copyright, a
patent) to the innovator; this, in turn, causesaspension” of competition with regard to the

area covered by the right from the time of validifythe latter.
Therefore, in these specific cases it is necessamgconcile IP Law with Competition Law.

This issue has normally been solved by the EU Gdiine EU Court of Justice and the Court of
First Instanc®) by reserving to IP Law a deferent role with refjar Competition Law, in cases

where the two systems appeared to be in cofitfast

In this sense, the EU Competition Law is seen byesgcholars as a system of regulation of
intellectual property rights, providinta set of outer limits to the exploitation and Ireng of
intellectual property rights (IPR) by IPR ownersialhcan override their entitlements under IPR
legislation™>. Such a system would act both in a negative s@nseestricting, as we will see,
the possibility of exercising the IP rights in @nt ways) and in a positive sense (by providing,
for example with the Block Exemption on Technoldggnsfer Regulatiofi® a list of conducts

101 ALMUNIA J., Speech of 9/12/2013|ntellectual property and competition policyavailable at
http://europa.eu/rapid/press-release SPEECH-13-EMBtm: in this speech, Mr. Almunia, after denying that
“competition policy enforcement and the protect@mmlP rights have mis-aligned objectivesstated thatin their
different ways, both the patent system and thesy8iat enforces competition law in the EU pursu@mon goals.
A well-functioning IPR system can in fact promatenpetition by encouraging firms to invest in innibwa. And
both competition policy and the intellectual-profyeprotection system do contribute to create tightriframework
for innovators”.

192 geeAtari Games Corp. v. Nintendo of America, |n897 F.2d 1572, 1576 (Fed. Cir. 1990)he aims and
objectives of patent and antitrust laws may seétfirst glance, wholly at odds. However, the twalies of law are
complementary, as both are aimed at encouraginguation, industry and competition”

193 Now the General Court.

104 See AIDERMAN S. D., ScHMIDT H., EC competition law and intellectual property righthe regulation of
innovation Oxford University Press, 2011, p. 19.

195 5ee AIDERMAN S.D., EC competition law and intellectual property rightse regulation of innovatiqrOxford
University Press, 1998, pp. 3-4.

1%Commission Regulation (EU) No 316/2014 of 21 M&®@h4 on the application of Article 101(3) of theedty on
the Functioning of the European Union to categooésechnology transfer agreemenits OJ L 93, 28/03/2014, p.
17-23.
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in intellectual property licensing agreements whante considered compatible with the EU

Competition Law®").

In this regard, the settled EU case-{&draws a distinction between grant/existence afdhts,
whose conditions and procedures remain a mattendtional law’® and are irrelevant for

antitrust enforcement purpos&s and exercise of IP rights, that in exceptionadwinstances can

give rise to a breach of antitrust rules.

As the distinction drawn above clearly shows, tkereise of the IP right shall not obviously be
deemed anticompetitive as such, but only whendappear to be afinstrument of abuse’of a
dominant positioh* or able“to serve the effect tobr “be the means of’a restrictive agreement,
decision or concerted practice prohibited undeichetl01 TFEU*

Between the most significant examples in which Hi¢ Commission and EU Courts have
applied this principle, we can mention:

- the Grundig/Consten case, in which the use of detrark to enforce a sole distribution
agreement between a German TV manufacturer, Gruad@ya French distributor, Consten,
was considered to prevent the parallel import witihie European market and was therefore
qualified as an anticompetitive restrictive agreetHé

- the Magill case, in which the refusal by TV broasteas to grant a license necessary to

allow a company to market a new product (for insgarm weekly guide to television

197 ikewise, the Technology Transfer Agreement Guited (mentionedsupra footnote 89) provide a sort of
guidance on the compatibility of certain conduchsr (instance concerning transfer of technology)hwiU
Competition Law.

1% please refer t&B Volvo v Erik Veng (UK) LtdCase 238/87, ECR988] 6211parr. 7-9;Etablissements Consten
S.a.R.L. and Grundig-Verkaufs-GmbH vs. Europeanr@ission Cases 56 and 58-64, ECR [1966], 299, parr. 49,
50; Parke Davis v. Probelcase 24/67, ECR [1968] 5Beutsche Grammophon GmbH v. Metro SB Grossmarkte
GmbH case 78/70, ECR [1971] 487

199 An exception to this principle can be found in fBeropean Union Patent set forth by Regulation (Id)
1257/2012 of the European Parliament and of then€ibof 17 December 2012, in OJ L 361, 31/12/20121-8,

still to enter into force, whose conditions for mgiag are set forth by the Convention on the gi@hEuropean
Patents (European Patent Convention) of 5 Octo®és.1

10 The Astra Zeneca case (see page 31 below) seetnsistitute a partial exception (the case refetoecbnducts
aiming at extending the validity of a patent, andl at obtaining the grant of the patent) to thisgple.

M Hoffmann-La Roche & Co. AG v Commission of the fe@aa Communitiesase 85/76 [1979], ECR 461.

12 Coditel v. Ciné Vog Films (Coditel JICase 262/81, ECR [1982] 3381, paragraph 14:xaenple to which the
present and the previous footnote refer to arertegon ANDERMAN S.D., SCHMIDT H., mentionedsupra p. 22.

"3 tablissements Consten S.a.R.L. and Grundig-Vesk@oibH vs. European Commissid®ases 56 and 58-64,
ECR [1966], 299.
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programg, for which there was a potential demand by consunvesis considered an abuse
of dominant positioht*

- the Microsoft case, in which the refusal by Micrdbsto provide the competitors with
information related to its operating system soucoele, which was necessary for the
development of competing software products in ttoelg server market, was considered in
breach of Article 82 of EC Tredty (now Article 102 TFEY9)":

- the Astra Zeneca case, in which a number of cosdbygt Astra Zeneca®, aiming at
fraudulently extending the period of validity oftpats and preventing entry into the market
by generic producers, was considered an unlawfylogation of dominance on the

market*®,

It is worth noting that the cases in which the els&r of IP rights can give rise to antitrust
liability are, in the words of the EU Commissioseilf, quite exception&° and indeed are
statistically not frequent; however, some scholeasn against the undesirable effect that these
enforcement actions, though rare, may have on dmelucts of the economic actors, and, in

particular, of those operating on high-tech indestf".

The situation is in sharp contrast with the US, rghk rights are regarded in a much higher
sacrosanct esteéfiand, especially in the last two decades, have héended with a higher

protection against antitrust scrutfiy

14 Radio Telefis Eireann (RTE) and Independent TamviBublications Ltd (ITP) v European Commissifmined
cases C-241/91 P and C-242/91 P, ECR [1995] I-00743

15 Treaty establishing the European Commurdty amended by th&reaty of Amsterdam amending the Treaty on
European Union, the Treaties establishing the Eeasp Communities and related gc@J C 340, 10 November
1997.

18 Treaty on the Functioning of the European Uni@d 2012/C 326/01, 47.

17 Microsoft Corp. vs. European Commissi@ase T-201/04, ECR [2007] 11-03601. The case atswerned the
tying by Microsoft of its Windows Media Player sefire with its PC operating system.

18 More in detail the undertakings under scrutinyavastra Zeneca and Astra Zeneca plc.

119 Court of Justice, judgment of 6 December 2012e €€57/10 P, available dritp://curia.europa.eu

120 please refer to the Final Report (par. 156BjHe existence and exercise of an industrial ropright are not of
themselves incompatible with competition law, they not immune from competition law interventiormwéver,
certain practices can only be an infringement irceptional circumstances”. See al&ANASEVIC N., Global
Competition Review8 October 2013“It's important to remember that antitrust intervigon in IP is very rare”
“Some of the cases [at the moment] are very higifiler, that's why they get more prominence. Buttifaunst
intervention] is over-stated”

121 pemiT, N., “Stealth Licensing” - Or Antitrust Law and Trade Rémion Squeezing Patent Righpril 19,
2014), pp. 20-21, available at SSRiitp://ssrn.com/abstract=24267802http://dx.doi.org/10.2139/ssrn.2426782
123 oBAK J.B.,Running the GauntleAntitrust and Intellectual Property Pitfalls on tiwo Sides of the Atlantiin
64 Antitrust Law Journal, 1996, p. 353.
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Indeed, in US the antitrust intervention in IP-tethcases has been much more limited in scope
compared to EU; for instance, the possibility ofitamst scrutiny of conducts such as refusals to
licence, enforcement of IP rights (with the exceptiof sham litigation), as well as the
application of the essential facilities doctrine IB rights, even if not excluded altogether, is
considered possible only in very limited circumsest®. In this sense, only cases involving
sham litigation or the use of invalid/fraudulendigtained IP rights seem to give frequently rise
to antitrust liability®* this is often justified with the fact that thesenducts clearly lack any
efficiency considerations, but, at the contrargmsdo run counter the underlying objective of IP
protection, i.e. incentivizing innovatiof.

2) The different role and importance of IP Law and @eiition Law in Europe and in US

Some may wonder why the interface between IP rights Competition Law is so differently
dealt with in Europe and in US. The explanationmiy opinion, must be traced in the different
role and importance that these two fields of lawehan the two sides of the Atlantic.

In fact, in Europe Competition Law has a predomirrale since it constitutes a primary policy
of the EU, recognized as an aim of the Europeaonrfand, before, of the European Economic
Community) since its founding Tredfy and now by the Treaty on European Urfdnin
addition, Competition Law is a policy directly enfed by the European Commission (through
its Competition General Directorate) and whosesalee directly - and mainly — provided at the

EU levef®® by contrast, the protection of intellectual prdpds, at most, a right recognised

123 For a general overview about the evolution of tamst enforcement towards IP rights in US and Eeraee
KoBaAK J.B., Running the GauntletAntitrust and Intellectual Property Pitfalls on theo Sides of the Atlantic
mentionedsupra pp. 341-366.

124 CzAPRACKA, K. A. (2007) Where antitrust ends and IP begins - on the rodtte transatlantic clashesrale
Journal of Law and Technology: Vol. 9: Iss. 1, 8. $See also &BAK J.B.,Running the GauntletAntitrust and
Intellectual Property Pitfalls on the two Sidegié Atlantic mentionedsupra p. 354.

1251dem p. 99.

128 |hidem

127 please refer to Article 3.1 g) of the Treaty elishing the European Community, mentiorsegpra

128 Consolidated version of the Treaty on European bni®J 2012/C 326/01, p. 13. Kindly note that the
recognition of the role of the Competition Law mwcontained in Article 3.3 of this treaty (statitigit“the Union
(...) shall work for the sustainable development afope based on (...) a highly competitive social reark
economy”) to be read in conjunction with Protocol no. 2@e@fying that‘the internal market as set out in Article
3 of the Treaty on European Union includes a syspsuring that competition is not distortgd”

129 please refer to Article 3(1)(b) of the Treaty b Functioning of the European Union, mentiosagra (“the
European Union shall have the exclusive competéncestablishing the competition rules necessary tfoe
functioning of the internal markex’
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under the Charter of Fundamental Rights of the fema Union®® and whose regulation and
enforcement are mostly reserved to the competeiite gingle Member States.

Such a privileged status is not enjoyed by antittas in US, in which the interest towards IP
rights has grown in the last decades up to thetpoireserve to these rights, as we said, a sort of
“sacral importance”.

No wonder, thus, if the European Commission and Ekk Courts have generally applied
Competition Law in IP-related cases in a much ogsr way compared to their American
counterparts and interpreted IP Law objectives amgo subordinated to Competition Law
concern$®.,

3) The different success of the abuse of right$rohe

Another possible explanation for the divergencestake might be, in principle, the different

success of the notion of abuse of rights.

In fact, the abovementioned EU case-law imposimifdi to certain exercises of IP rights may be
seen as a projection of the abuse of rights dactirnthe antitrust enforcement of IP-related
cases.

Indeed, as for the concept of the abuse of righis,anticompetitive exercise of an IP right
implies that the enforcement of a valid right cametheless be deemed illegal when contrasts
with the purposes for which the right was grantedazurs in an “antisocial” way. In Europe the
notion of abuse of rights, though still largely oddied, has always enjoyed a wide recognition
through its different national declinationsb(ls de droitin France,abuso del dirittoin Italy,

Rechtmissbraucin Germany); more recently it has also been esgbyagcognized at the EU

130 5ee Article 17(2) of th€harter of Fundamental Rights of the European Unidd 2012/C 326/02, p. 391.
B! The “subordinated” role of IP Law in the contextBf) Law is well summarized by the words of the Gafr
First Instance in the case Radio Telefis Eirean@ommission, in which it stated that when an IPtrig exercized
in a manner contrasting with the objectives of @eti86 of the Treaty (now Article 102 TFEWhe primacy of
Community Law, particularly as regards principles fundamental as those of the free movement ofsgand
freedom of competition, prevails over any use ofila of national intellectual property in a manneontrary to
these principles!’ See Court of First Instance of 10 July 1991 c3s68/89 RTE v Commission [1991] ECR 11-485
and in Case T-76/89 ITP v Commission [1991] ECR7b.
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level by the EU Courté®and as a fundamental right of the European Unimet Article 54 of
the Charter of Fundamental Rights

By contrast, under US Law and, more in generathen common law systems the concept of

abuse of rights has always enjoyed a lower success.

The reason for this must be linked with the genaxarsion of common law systems towards
indefinite legal concepts, such as the principlgadd faith (from which indeed the concept of
abuse of rights originated) and with the traditiomstraint against judging the motives inspiring
(legitimate) conducts of individuals and entiti€s, with the words of Judge Lord Watson in the
context of a famous English case:

“the law of England does not . . . take into accoas constituting an element of civil wrong the
existence of a bad motive, in the case of an adthwis not in itself illegal, will not

convert that act into a civil wrong for which repaion is due”***

Notwithstanding with this, certain scholars warmiagt excluding altogether the presence of the
concept of abuse of rights in US law, arguing that concept, although not directly employed
(nor mentioned) as such, would underlie more speleifjal principles, such as nuisance, duress,
good faith, economic waste, public pofiy

A particular declination of this concept in theldi®f intellectual property law can be identified

in the notion of misuse of patent doctrine.

In general, a misuse of patent arises when a memtercises the rights connected with the
patent in a fashion involving an infringement otitnst laws or the patentee improperly seeks

to expand the scope of the patéht

132 5ee ECJ judgement of 21 February 2006, case @2%6falifax) and ECJ judgment of 12 May 1998, c@se

367/96 (Kefalas) on VAT taxes; ECJ judgement ofJ2he 1988, case C-39/86 (Lair) and ECJ judgemenfof

October 2004, case C-200/02 (Chen) on free moveofgdrsons or workers.

133 Charter of Fundamental Rights of the European Unimentionedsupra, Article 54 (Prohibition of abuse of

rights): “Nothing in this Charter shall be interpreted aspigying any right to engage in any activity or torjoem

any act aimed at the destruction of any of thetdgind freedoms recognised in this Charter or afrthimitation to

a greater extent than is provided for herein”

134 Allen v Flood[1898] AC 1, at 92; the case is mentioned mIRE., The doctrine of abuse of rights: Perspective

from a Mixed Jurisdictionavailable ahttp://www.ejcl.org/83/abs83-2.html

%> ByERSM., Abuse of Rights: An Old Principle, A New A(®002) 47 McGill LJ, pp. 395, 396.

136 See Princo Corp. v. Intl Trade Comm'n616 F.3d 1318 (Fed. Cir. 2010)Pfinco II"). For the sake of

completeness, kindly note that misuse is only fimadtive defence, that can only be used by a akfenin an IP-

infringement case and not as a basis for seekirgffamative relief through an award of damagesafinoften used
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As we can see, misuse of patent may therefore hetlstrelated to an anti-competitive
behaviour carried out through an IP right: in thénse, the concept presents a strong similarity

with the aforesaid examples of (abusive) exercid oights under EU law.

Due to the presence of an analogous figure in W8lait becomes hard to claim that the
alleged lower success of the concept of abusegbtgicontributes to explain the divergent view

of US and Europe on reverse payment settlements.
Still, this hypothesis cannot be completely ruledl o

In this regard, it is worth noting that in the lasticades, consistently with the more favourable
approach adopted by the US Courts towards IP righésvigour of the doctrine of misuse of
patent had been constantly weakened, as it hasr@eeowly interpreted and enforced by the
American judges. A restriction of its applicatiomsvalso pursued at the legislative level, with
the enactment in 1988 by the Congress of a Stqi88 Patent Misuse Reform A})
expressly shielding certain behaviours, such assabfto licence and tying by non-dominant

firms, from the application of the doctrine.

Echoes of this restrictive trend in restricting theerpretation of the misuse of patent doctrine
can be found in the scope of the patent test dpeeldy the % and the 11 Circuits, as well as

in the dissenting opinion filed in the Actavis casethese cases, as we have seen, the judges
argued against the possibility of antitrust lia@irising from the exercise of a patent apart from

the case of a conduct exceeding the scope of ttiasianary powers granted with the patéht

figurative sense we could say that it cannot bel e a sword, but only as a shield); the effecsuafcessfully
arguing a misuse is to render the patent unenfbledar the period during which the misuse lasts.

137with regard to the similarities between the doetsi of misuse of patent and abuse of rights Plefge to
FLANAGAN A., MONTAGNANI M.L., Intellectual Property and Social Justice: a law ardonomics approach
Edward Elgar Publishing (2010)ii§ the EU there is no equivalent to IPR misuse per however, there is a recent
jurisprudential development within which IPR misusay fall: the emerging Community “abuse of rights”
doctrine”).

¥ See 35 U.S.C. § 271(d) (1994).

139 please refer to the following part (at paragrappalge 3) from Justice Roberts’ dissenting opinithe key, of
course, is that the patent holder - when doing laimgf, including settling - must act within the seagf the patent. If
its actions go beyond the monopoly powers confelrethe patent, we have held that such actionssatgect to
antitrust scrutiny (...). If its actions are withihet scope of the patent, they are not subject tirastt scrutiny, with
two exceptions concededly not applicable here:whgn the parties settle sham litigation, cf. Prefesal Real
Estate Investors, Inc. v. Columbia Pictures Indestrinc., 508 U. S. 49, 60-61 (1993); and (2) wthenlitigation
involves a patent obtained through fraud on theeRatind Trademark Office. Walker Process Equipnergra, at
177",
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In this sense, the different approach followed ly Actavis decision can be seen as a sort of
reaction to the trend of restricting the scope ld misuse of patent doctrine and, more in
general, the imposition of limits to the exercidel® rights. Unsurprisingly, the decision has
been hailed by some as a revitalization of the s@saf patent doctrine and as a move towards a
“realistic compromise on how the rules that affgmtent and antitrust spheres] should look like

and function**°.

Nonetheless, we cannot exclude that the abovenmaaticeticence of the US courts to apply the
misuse of the patent doctrine (or, at least, tomefit in a narrow way) and, more in general, to
impose limits to the lawfulness of conducts basedheir “motives” may have influenced not
only the dissenting opinion, but also the majodpynion in the Actavis case, preventing it from
going “too far” in assessing reverse payment satlgs. Finally, this must also be coupled with
the current favour, in US antitrust enforcement,tf rule of reason approadth that may also
have contributed to persuade the US Supreme Coutbrollow theper seapproach sponsored
by the FTC.

4) The other policies taken into account indsgessment of antitrust cases

Another possible explanation of the current divatgeews about reverse payment settlements
can be identified in the policies, other than thees strictly connected with IP Law and
Competition Law (e.g. policies related to the praio of innovation, economic efficiency and

consumers welfare), that are sometimes taken odoumt in the analysis of antitrust cases.

Also in this case, a general different attitudeidgiishes the two sides of the Atlantic. In fact,
US antitrust legislation appears a ptteand auto-sufficient system, with its internal pipies
and coherent rules, which at most encounters asslimits application other binding rules such

as IP Law or other State/Federal laws. By contrastopean antitrust system appears as a

40 |ym D., The Pendulum Swings: Patent Misuse and Antitrustavailable  at

http://elgarblog.wordpress.com/2014/02/28/the-p&ndtswings-patent-misuse-and-antitrust-by-daryltlim

141K oBAK J.B., Running the Gauntlefntitrust and Intellectual Property Pitfalls on tieo Sides of the Atlantic
mentionedsupra p. 346 {apart from the hard-core horizontal violations, der U.S. antitrust law the rule of
reason has again become largely the rule, and #resp rule the exception, for evaluating most catigu

142 please refer to MATO G., Antitrust and the Bounds of Pow@xford, Hart, 1997), p. 116, expressing the desir
that EU Competition Law be freéétom the multiple purposes it has served in thetpanabling it to be, as in the
USA, antitrust law pure and simple”
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system often communicating with various policieen than the ones strictly related to antitrust

rules.

This is consistent with the fact that EU Competiticaw was “born” as part of a general legal
instrument a treaty, as suclinvolving other considerations of industrial andolfical

policy”***. In addition, EU Competition Law has never beenretriment pursuing only its own
intrinsic objectives, but has always been put imnextion with the goal of internal market

integratiort**,

As other examples of non-antitrust specific goa have been taken into account, from time to
time, in the application of EU Competition Law légaholars quote, among others, industrial
policy'*, defencé*®, health policy*’, culture, consumer protectibff, unemployment and
regional policie$™.

It is worth noting that this apparent completenasd over-inclusivity of the European system

carries with it two major risks.

First of all, taking into account other objectivesthe antitrust enforcement risks undermining
the internal coherence of antitrust law and, sitcelies on vague and sometimes arbitrary

concepts, creating legal uncertainty

143 KoBaK J.B.,Running the GauntleAntitrust and Intellectual Property Pitfalls on theo Sides of the Atlantic
mentionedsupra p. 352. The interference of other policies on #mplication of EU Competition Law and its
connection with the other aims of the European flesais well exemplified by the words of the theity E
Commissioner charged of Competition policy, Mr. &avan Miert, according to whoffThe aims of the European
Community's competition policy are economic, peditiand social. The policy is concerned not onlghyairomoting
efficient production but also achieving the aims tbé European treaties: establishing a common ntarke
approximating economic policies, promoting harmasigrowth, raising living standards, bringing Meml&tates
closer together” JEBSEN P., STEVENS P., Assumptions, Goals, and Dominant Undertakings: Regulation of
Competition Under Article 86 of the European Uniéd ANTITRUST L.J. 443 (1996), p. 450.

144 See footnotes 128 and 18@pra It is also worth noting that Articles 101 and IDREU justify the prohibitions
of restrictive agreements and abuses of dominasitipo, thereby set fortHas incompatible with the common
market”.

145 KINGSTONS., The Role of Environmental Protection in EC ComjmetitLaw and Policy Doctoral Dissertation,
17.2.2009, University of Leiden, the Netherlands, . p 97, available at
https://openaccess.leidenuniv.nl/bitstream/han8&7113497/Suzanne%20Kingston%20PhD%20Thesis.pdféseq
ce=1

14%1dem p. 98.

" |dem p. 100.

18 \WHisH R., BAILEY D., Competition LawOxford, Oxford University Press, 2012, pp. 21-25.

191dem p. 23.

%0 Amato also warns against the risk that, due tofalethat the EU Commissions and the national arittes are
not qualified, nor entitled, to carry out an anéysf other policy implications, this could lead ¢gonomically
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Secondly, considering other deserving policies,hsas industrial policy, health protection,
regional policy, contrast to unemployment and sprony bring with it the risk of decisions
influenced by political considerations: a possipihot so remote in Europe, given the pressures
from national governments that antitrust decisiorey sometimes be subjecttband the fact
that the administrative agency mainly charged dftraist enforcement at the EU Level, the

European Commission, is undoubtedly (also) a palitbody.

The possibility of influence of other policies isotnnegligible in cases affecting the
pharmaceutical industry, due to the fact that sackector is at a meeting point of different
policies and legal issues, including, in additionGompetition Law and Intellectual Property

Law, State regulation, health policy and socialfaret*2.

In the case of reverse payment settlements, wassumeg?> that the European Commission has
been influenced, in its Lundbeck decision and theeorelevant case¥, by the goals of
ensuring a viable access to health treatments falnahitng public expenditure. In this regard, it
must not be forgotten that the Sector Inquiry, \Wwhicas the antecedent and the basis of the
aforesaid cases, was launched by bearing in miechéleds of ensuring access of consumers to
the most advanced medicines and limititigealth spending by individuals, private health

schemes and government health services in Eurdpe”

Consideration of these purposes could have, thexeiiafluenced the European Commission in

adopting a stricter approach towards reverse palynsettlements, seen as instruments

inefficient decisions and to usurp duties belongmthe legislative bodies. Sea1ATO G., Antitrust and the Bounds

of Power mentionedsupra p. 123.

*15ee BX E. M., US and EU Competition Law: A Comparison Global Competition Policy, p. 353. The author

does not exclude that also US antitrust enforcemeayt be subject to political influences, but it g that these

would consist more in the effect produceg the political philosophy current in the admitrigtion rather than [in

the] direct interference in particular caseSbiden).

152 prIDDIS S., CONSTANTINE S., The pharmaceutical sector, intellectual propertghts, and competition law in

Europe in Intellectual property and competition law, new fiiens, mentionedsupra p. 241.

153 The considerations hereinafter reported must Imsidered assumptions, due to the persistent uiadity of

the public version of Lundbeck and the other EUislens on the subject.

134 please refer to Chapter 2, pp. 20-24.

155 Ppress release related to the launch of the Settouiry of 16 January 2008, available at

http://europa.eu/rapid/press-release 1P-08-49 mflbtale=en See also Final Report, Introduction, parr. 11-16
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necessarily delaying the availability of newer a@aper medicines for patients and leading to

higher spending for national health syst&ths

On the contrary, in United States the relevant-tasedid not generally take into account other
policies, apart from the ones strictly related Bolaw and Competition Law. In the case of
reverse payment settlements, the only exceptiotddoe seen in the frequent references that
some courts (basically the ones adopting the sobpiee patent test) made to the general interest
of the promotion of litigation settlements, seeraasmportant tool to deal with the high costs,
complexity and uncertainty of patent litigattdh However, the favour for litigation settlements
must be interpreted, more than as a separate pi#iegrving due consideration in the context of
an antitrust assessment, as an economic justdicati reverse payment settlements, redeeming

its potential anticompetitive effects.

On the other hand, other courts (in a diametricafiposite way, the ones which did not adopt
the scope of the patent test) tried to restrictithportance of the promotion of settlements,
arguing, for instance, that this should be balanegti other “countervailing public policy
objectives” and that“litigated patent challenges are necessary to pcbteonsumers from
unjustified monopolies by name brand drug manufacsii*®

In this regard, it has been interestingly obseiead the generics exert a competitive pressure on
originators“not only on price, but also in litigation to chalhge patent validity and scoped

role that reverse payment settlements seem tceieradbly frustrate.

The reference to the aforesaigublic policy objectives” seems at odd with the already
mentioned reluctance of US courts to take into antoother policies in the context of antitrust

cases; however, this was echoed in the Actavis, sdsere the US Supreme Court, while not

%8| this regard, it is possible to refer to the ldeation released by the EU Competition Commissialmaquin
Almunia in relation to the Lundbeck decision (sesthote 78suprg arguing that'lt is unacceptable that a
company pays off its competitors to stay out ofmigsket and delay the entry of cheaper medicingseéments of
this type directly harm patients and national hkadystems, which are already under tight budgetanystraints.
The Commission will not tolerate such anticompetifiractices".

157 gee, for instanca/alley Drug Co. v. Geneva Pharm., Inc.; FTC v. Wat®harm., Inc.poth mentionedupra.
See also Justice Roberts’ dissenting opinion irAtttavis case, par. IV, p. 17.

138 1n re K-Dur Antitrust Litig.,mentionedsupra.
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explicitly mentioning health policy purposes, jiisti, as we have se€H its position on reverse

payment settlements by also considering the Hatelxf#én rationale.

In this sense, the Actavis decision shows agartao$ discontinuity with regard to the previous
jurisprudence and has been welcomed as one of ¢tlsé important decisions on the antitrust/IP

interface®.
Conclusion

Reverse payment settlements, by providing a trardf@a sum (or other economic advantage)
from the owner of a right to its alleged infringehallenge the ordinary features of litigation
settlements, in which the transfer of money flowshe opposite direction. Depending on the
point of view, this kind of settlements could bgaeded as an anticompetitive mean to delay the
entry into the market by a competitor (for instgn@egeneric manufacturer) or as a legitimate
way for a patent owner to settle an expensive aweeértain litigation.

At present, the US Supreme Court and the Europeamn@ission seem to have a different view
on the issue, based on a rule of reason approatirmanthe qualification of the conduct as an
infringement per object respectively. This divergelew has important consequences not only
on the qualification of the conduct at stake, Haban the burden of proof upon enforcement

agencies and plaintiffs.

While it is still too early to know if the gap beten these different approaches will close, | tried
to explore in the present thesis the reasons otuineent different attitudes of US and Europe:
these must be explained, in my opinion, on the wgoof the different approach with regard to
the interface between Competition Law and IP Ld,rinor role played in US by the abuse of
rights doctrine or similar concepts and by the monited consideration of external policies in

the context of antitrust analysis under US AntitiLesw.

159 See page 1kupra
*9Lim D., The Pendulum Swings: Patent Misuse and Antitrashtionedsupra
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