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In the Matter of

Schering-Piough Corporation,

a corporalion, Docket No., 9297

Upsher-Smith Laberateries, Inc,
a corporation,

and

Amenrcan Home Products Corporation,
a corporation.

AMERICAN HOME FRODUCTS CORPORATION'S
STATEMENT OF THE CASE

Pursuant to the Scheduling Order dated May 3, 200], American Home Produets
Corporation {AHTI') submits this Stalemen( of the Case “reporting on compliance with
discovery and seltlement negotiations and identifying the legal and factual matters to be

decided by the Admmistrative Law Judge.”

L COMPLIANCE WITH DISCOVERY
A Document Dhiscavery

AHP reccived document requests rom complaint counsel on May 272, 2001 and
Augest 3, 2001, To date, AHP has produced on a rolling basis approximately 37 boxes of
documents in response to thosc requests. AHP anticipates that i will produce an estimated
35 additional boxes of documents and told complait counsel Jast week that it will produce

substantially all of the documents no later than September 28, 2001. AHP has provided



complainl counsel with the list of personnel searched m esponse to the document reguesis,
along with company organizational charls, and has receirved fotn complainl eounse! no
specific objection Lo the scope of the company s scarch or request o scarch additional
personnel. Late yesterday, counsel for AHP received complaint counsel’s motion to compel
the production of documents, which seeks to compal AHI? lo produce all documents hy
October 3, several days after the date by which AHP bad alveady indicated it expected to
predoce substaptially alf documents. AP believes complanit counsel’s mofion is
unfoundead, and AHP will promptly file its response.

AlIP served "a document regaest on complaint counsel on June 1, 2001, and has o
date reccived approxitnatcly 2 boxes of documents in responge, apart from documents
produced by respondents and third parties during the course of the Commission’s pre-
complaml mveshigation 1w this matter, Complanit counsel have nol produced any additional
docurnents following issnance of the Courl’s Seplember 7, 2001 Order graning in part and
dL:.nj.’ing 1 part AHP's Motion to Compel. Discovery nie complaint counscl’s compliance
with that mling may be nccessary.

AHP has served subpoenas duces tecum on two thitd parties and anticipates serving
additional such subpoenas before the deadline for issumnce of subpoenas.

B. Interrogatories

ARPT seived 16 interrogatories on coniplaint counsel on June 1, 2001 and received
complaint ¢counsel's responses on June 25, 2001, Complainl counsel objected 1o muny of
AlILP*s interropatorics on the grounds that the interrogatories were “premature to the extent
that [they] ask] |, prior to the clesc of discovery, for complaint counsel to describe in deta

the basis for its contention.” Scc Complaint Coungel’s Responses and Objections to



Respondent American Homre Products Corporation’s First Set of Interrogatories, June 25,
2001, responses to interrogatories 1, 2, 5,6, 92, 13, and 14, Commission Rule of Prachice
3.31(c)2) provides that a party “is imder a doty seasonably to amend a prior response fo an
interrogatory . . . if the party leamns ihat the response 1s 1n some malenal respect mcomplete
or incorrect.” 16 CFIL § 3.31(e)(2)(2001). AHT expects that complaint counsel will
comply with their duly and respond fully (o the inlerrogaiories belore the close of discovery.
If complaint counszel fail to respond fully to the intexrrogatones, as required, AHP* anticipates
that it will confer with compiaint connsel, pursuant ta ¥ule 3 22(f), and that it may be forced
to file a motion 1o m;mpel TEsponses to ifs intﬂn-ugatnrim or for olher approprnate relief.
AHTD anticipates that it will serve addiional intetrogatories belore the deadline for service of
inlerrogatories.

C. Requests for Admissions

AHP served tts first sef of reguesis {or adiissions on complait counscl on Angust
3[j, 2001, and expects to receive comnplaint counsel’s responses on September 19, 2001, AHP
anticipates serving additional reguests for admiszions before the deadline for 1sspance of such
requeslis.

D. Depositions

Cﬂﬂ1plai11t connsel have noticed a substantial number of depositions of AHP,
Schering-Plongh Corporation (Schenng), and Upsher-Smith Corporation (Upsher) employecs
and of third partics. We focus here on the deposition notices directed to AIP.

First, on Iuly 11, complaint counscl noticed a deposition for a custodian of records to
describe the process by which AITP compiled and produced documents in response to

commyplaing connsel’s first request tor production of docnments. On July 19, AHI wrote to



complaint counsel, objecting to the deposition on the grounds that the deposttion was
unnccessary and, at best, premature. For pearly two months, complaint counsel did nat press
to pursue that deposition. It was ALIP's understanding that complaint counsel was at least
postponing its reqizest for the deposition. Accordmgly, counse] for AHP were smpmed to
receive, late yesterday, compiaint counscl’s motion to compel that deposition, to which ATTP
will respond promptly.

Second, complaint counscl noticed a Rule 3.33{c) deposition conceming a number of
Jdocuments. The documents are protected by the attomey-client and work product privileges,
and were m adveﬁen;ly produced to the FI'C by AHP durmg the pre-complamt mvestigation,
AP requested the return of the documents, but complaint eounsel have refused to retum
them. Complaint counsel have demanded that a deposition on the documents go forward, but
AHF hag declined to produce a witnessr to testity aboul them. The documents and the Rule
3.23{c) deposition will be the subject of @ molon for & prodective order, which AHP expects
m.ﬁlc as soon as the Court reles on AHP's request to file the motion vnder seal.

Finally, complaint counsel have noticed three additional depositions to fake place
October.

AHP anhicipates that it will conduct at least one and possibly more fact witness

depositions before the close of fact discovery.

IT. SETTLEMENT NEGOTIATIONS

AHP has not engaged in discussions with complaint counsel about possible terms of u

consent ordcr 1o seile this maiter.



1. LEGAL AND FACTUAL MATTERS 10O BE DECIDED BY THE COURT

In this section, we [irst describe ihe facts that the evidence will reveal. Wethen
diseuss the principal legal 1ssues io be decided by the Lourt.

A The Facts

In 1896, Schering sned [S] T,eﬁerle (ES1), now a business unit of an AHP subsidiary,
for patent mitingement. Schering alleged that ESI's Abbreviailcd New Drug Application
(ANDA) for a genenc pniassiul‘l‘-l ghlonde product inlringed Schermyp’s patent 4,863,743
(*743 patent). Due to vadous factors, EST's posttion in the patent litigation was not sirong.
n 1938, following afhearing in which the federal judge presiding over ihe case gave
indications that ESI’s chances of success were not sirong, BSL, AHP, and Schermg entered
mito 3 selilerment apreemenl.

If ESI had not setiled and had lost the patent infringement case, it would have been
barred froan marketing its generic potassinm chloride product nntil Schering’s patent expired
iﬂlSeptember 2006, Moreover, whether BS1 settled or not, the earliest time at which ESI
could have begun to market itz product, in the unlikely event thal 1l wag beld not to have
inlringcd Schoring’s paleni, would have been March 2002, (This date is bascd on the effect
of a previous agrecment between Schering and Upsher, combined with the provisions of the
Hatch-Waxman Act.} Under the terms of the seitlement agreement, ESI obtained a royally-
free license Lo markel its genenic, aflogedly i'nﬁinging product beginning in Jamary 2004,
nearly three years before Schering's patont was due to expire in September 2006,

The settlement agreement provided for a4 payment fromm Schening o EST ol $5 mitlion.
The agresment also provided for an additienal potential payment Irom Schenng to ES] of no
maore than $10 millien, depending on if and when ESI received Food and Prug

Administration (FDA) approval to market its genenc product. At the time it entered into the



sctflement agreement, Scherng did not expect that 1t would have to pay ESI any additional
amount beyond $5 million, because it expected that ES] would not receive FDA approval.

At the samc time the partics ontoered into the scttlement agreement, they cntered into a
license agrezemcnt granting Schering rights to market in Europe two generic drugs ﬁ:_-r which
ES1 had submitted ANDAs, ESI its&li; did not intend to market the products in Europe, in
large part becanse if did not have a Europcan generic marketing or distribution srm. 1n
contrast, the license agrecmer stated that “Schering and its affiliates have networks,
gystems, and personnel” for markcimgz generic drugs in Burepe. [n consideration for the
license, Schering ag-r‘eed to pay [SI §5 million zpon execution of the agreement, and an
additional 510 million in instathment payments spread out over the vears 1999 through 2004,

The complaint does not allege that the nghts Schening received under the license
agreenienl were nol worth the money that Schering paid for them. The evidence will show
thai Schenny 1n facl valued the nghts 1t teceived at $35 million. And, while complaint
coﬁﬁsel have served a lengthy reporl of an expert who guestions the reasonablencss and
legitimacy of the fee Schering paid to Upsher for the rights to five generic praducts,
complaing counsel have not produced an expert report opining on the value of the rights thut
Schering recerved from AHPE under the license agreement.

AHP and Schering and their counssl were not the only participants in the negotiations
thai eventually led fo the settlement and license agreements. A cmitical third parly was
invailved: the fedceral magistrate judge averseeing the case. Owver the course of many months,
the meagistrate {ndee, acting at the direction of the judec to whom the casc was assigned,
presided over settlement confercnces, was made aware of settlement proposals exchanged

between the parties outside bis presence, exhorted the parties to settle {at the frequeni behest



ol the judge himself), and hecamc 1nvolved in fashioning and commenting on terms of the
seitloment. Moreover, the magistrate judge was made awarc that compliance with the
anfitrast 1aws is an imporlant censideration in the setflement of patent infingement liigation
generally, and speci Qeally in this litigation.

The basic terms of the eventuai settlement and license agrecments were arrived at
during a court-ordered seitlement nepotiation session that took place on 2 lriday night at the
lederal courthousc wiih the magistrate judge, and the magisiraie was well aware of those
terms. The presiding judge was then inunediately made aware of the settlemert, On the
hMonday following tile Friday night negotiating session, the jadge sua sponte dismissed the
patent infmngement Litigation, resolving claims, definscs, and potential countsrclaims. This
settlement process and the resalt provided certainty to the parlies and consumers and reduccd
burdens on the court sysicin.

B. The Agreement at Issee Here is Immmune from Challerge Under the

Antitrust Laws Becaase It Was Approved by a Federal Magisirate Tudge

Who Had Knowledge of the Antitrust Issues Implicated by Settlements of
Patent lnfringement Litigation

One of the principal legal [ssues for the Courd to decide is whether the AHP/Schering
agreement i8 inmunized from challenge under Scetion § of the FTC Acl because of the
active involvement of, and implicil approval by, a federal magistrate judge.

Under the Nogrr-Penmnglon doctring, “where a restraint npon trade or
monopolization is the result of valid governmental action, as opposed fo private action,” the
rostrainl cannot be challenged under the antitrust Taws. Eastern R.R. Presidents Conlerence
v. Noerr Motor Freight, Inc., 365 U.8. 127, 136 (1961); see United Ming Warkers v.
Pennington, 381 T1.8. 657 (1965); see also Calitomia Motor Transp. Co. v, Trucking

Unliontted, 404 U5, 508, 510-11 {1972) {extending the doctring o judicial proccodings).




Noerr-Pennington imutrimity protects from anfitrust clhiallenges not only the filing of hitigation
itsclf, but also “those acts reasonably and nonnally attendant upon effective litigation.”
Coastal States Mkty, Ing, v. Hunt, 694 ¥.2d 1358, 1367 (5™ Cir. 1983); see also McGuire Qi
Co.v. Mapeo, Tnic,, 958 1.2 1552, 1558-60 (11" Cir. 1992); Barg’s Inc, v. Bagg’s |
Beverages, [nc., 677 F. Supp. 449, 453 (E.D_ La. 1987); Adrcapital Cablevigion, Ine, v.

Starlink Communications Group, Inc,, 634 F. Supp. 316, 326 {D. Xan. 1986). The immunity

also exlends Lo a “decision {o accept or reject an offer of scttlement.” Colnbia Picyres

Indus., Tne. v Prof ] Real Hsfgie Inveslors, Tnc., 944 F.2d 1525, 1528 (S‘ﬂ' Cir. 1991), aff'd,

508 U.S. 49 (1997).

The Nosr-Fentungton munumty dectone and e cases cetabhishing (he parametces of
il doctring compel a linding that (he AHP/Schering agreement cannot be challenged under
the antitrust laws,

C. A Cease and Desist Order is Inappropriate Because Complaint Counsel

Cannot Prove i Cognizable Danger of Recurrent Vielation in Light of
ANP*s Exit from the Oral Generics Business

ATTP will offcr undispuicd cvidencc that it is exiting from the oral generic drug
busingss, which is the busingss that engaged in the conduct challenged in the complaint. In
these circumstances, courts have ruled that a Comimission ceasc and desist order is
inappropriate unless complaint covnsel can prove that mﬁ;re 1s a cognizable danger of

recurtent violation. See, eg., Borg-Wamer Corp. v. FTC, 746 F.2d 108, 109-10 (2d Cir.

1984Y; Nattonal Lead Co, v. ETC, 227 F.2d 825, 839-40 (?ﬂ' Cir. 1955}, rev’d on other
grounds, 352 LIS, 419 (1957). We do not believe that complainl counsel will be able to
satisty its burden of proof on this issue, and the complzinl against AHP accordingly musl be

dismissed. The Courd will need to resolve this issue,



D. The Agreement Between AHI* and Schering Licensing ALP under
Schering’s *743 Patcnt Docs Not Unrcasonably Restrain Commerce

The Court will newd 1o decide whether the AHP/Schering agreement unreasonably
restraing comumeree in violalion of Seclion 5 of the FTC Act.

The complaint does not allege that the AHP/Schering selllement agreement is per gc
mnjawful. Complaint counsel nevertheless have indicated that that they will be advancing the
theory that the agreement 15 unlawful “under a per se standard and a rule of reason
standard.” Undcr well-established case law, however, the AHP/ Schering aprecment can rol
be asscssed under a per se standard of illegality. ‘The rule of reason applies. Morcover,
complaint counscl have impheilly conceded thai they canmot, a5 iz nsual in a pgr se cass, rely
on a conciusive presumption of anticompelilive cllvel; as deseribed bE;IUW, they have
effectively conceded that they bear the burden of proving anficompetitive cffcet.

'.I'he complaint does not allege that AHP cngaged in any conduct that Tras traditionally
béen deemed per se unlawful, It does not allege that AITP and Scherng fixed prices, dgeod
bids, or allocated markets. Insteud, ihe theory of the complaint, as repeatedly stated by
complaint counsel, is thal Schering is 2 monopolist and that il paid a share of ils monopoly
profits to a compctitor to delay the competitor’s entry. See, e.g., Complaint Counsel’s
Response to Schering’s Motion for Partial Dismissal of the Complaint, Jum. 23, 2001, at 9
(palcnt settlement violates the antitrust laws when “the patent-holder entices its competitor to
delay cotry or wilhdraw its challenge to the patent in exchange for a share of the monopoly

profits™). This theory reyuires complaint counsel to prove, and the Court to decide:

! Transcript of Prehcaring Conference, May |, 2001, al 12 (siuterment of complaint counsel
Karen Bokat).



B the scope of the relevant market in which Schering competes;
B whether Schering was, at all perfinent times, a monopolist;
M whethcr AHP is a “competitor” of Schenng’s;

M whether AH? was paid a share of the “monopoly profits™; and, most
impartantly, '

B whether Schering paid AHP to “delay i3 entry” into competition with
a monopohst.

I particilar, complaint counscl have acknowledged that they can prevail in this case
only if they prove that Schering’s payments to AlLP were for “delay.” Doring the pretrial
heaning on July 25, ﬁlc Court asked complaint connsel: “i'hen are you saymg the
(fovernment has 1o prove the payment was for delay in order to win this case?” Complaint
counsel responded: “Absolutely.” Transcript of Prehearing Conference, Jul, 25, 2001, at 34
{statement of complaint eounsel Michael Karles). See alen id. af 47 (slatemenl of complaint
counsel thal “Twlhal we have to prove, howevcr, Is the agreement was anticompetitive, and
what that rests on is what thal paymenl was for . . . this casc comes down to whether we can
prove that the agrecment — that the payment was for delay, . . . and yes, that is the cenlral
focus of this case.”).

The “delay™ element of complaint counsel’s theory takes this casc out of the realm of
conduct that is judged by a per se standard. The concept of “dclay™ is a relative concept; a
delay in an event means a postponement of thal event from an carlier time at which it
otherwise would have occurred. Thus, complaint counsel have conecded that they must
prove ihat the AHP/Schenng agreemcni, which licensed AHP under Schering’s patent lo
begin marketing ATIP’s generic version of K-Dur 20 on January 1, 2004, postponced AITR s

marketing to a point later than it would have occurred in the absence of the agrcement.

11



Complaint counscl thus must demenstrate what the “but for” world wounld have looked like;
they must show what would have happened in the absence of the agreement. This is the
essence of what a rule of reason case 15 about: proof that the world absent the agreenent
likely would have been more competitive than the world with the agrecmeni. |

Complaint counsel will not bc.ablc to satisfy this burden of preof, because they will
nat be able to demonstrate that absent the settlement agreement, it is more likely than not that
AIIP and Schenng would have continued lifigating and that AHP would have won the patent
litigation and would have been able to enfor the market before Tanuary 2004, 1t appears that
complaint connse] h-c-pe Lo prove their casc simply by having an economisl opine that one can
infer, from the facl thal Schering paid ALIP money as part ol the scitloment agreenient, that
the payment delayed AHP's eniry. Hven under this theory —which we do nol believe iz
sufficient to prove a violation of Scelion 3 — complainl coense! will have to prove, and the
Courl will have to decide, that in fact AHP received the net value flowing between the partics
in the setilement and license agrecments, aparl from the consideration expressed in terms of
time o cnter. Wo bolieve the evidence will demonsirate the opposilc.

Complaint counsel have repeatedly argued that the AlIP/Schering agreement iz
similar to agreements thal were held per se uniawiul in In re Terazosin Hydrochloride
Antitrust Litig,, No. 99-MDL-1317 (S.0. Fla. Dec. 13, 2000} (attachcd as Exhibit 1y and In
re Cardizem CD Antitrast Litig., 105 F. Supp_ 2d 682 (E. D. Mich, 2000). We question
whether those cases wers correctly decided, and indeed, the Cardizem court certitied the
decision for intcriocutory appeal to the Sixth Cirenit becanse it found thal the case presenied
questions “as to which (here is substantial ground for difference of opinion.™ 28 UJS.C. §

12924 b)(1994). Bul even if one assumes those cases were corroctly decided and will be



upheld on appeal, ncither is applicable here. The cases are distingmshable m a number of
ways, but parlicularly in onc crucial respect: unlike this case, neither of those cases involved
a hcense from a patentholder 1o an alleged infringer that enabled the alleged infringer to
bogin markeling on a date corlain belore patent expivation.

Finally, the complaiint challenges certain ancillary restramis conlained i the
scttlement agrecment botween AHP and Schering. See Complaint ) 55 (allegations aboul
provisions of agreement under which AHP agreed not to market any generic version of
Schering’s product belore Iinuary 2004, not to market more than one generic version of the
product prior to expiratlon of the patent, and not to conduct, sponsor, file or support o study
of the biocquivalenee of any product to K-Dur 20 before patent expiration). 'T'hese restraints,
however, were legitimately ancillary to the procompetitive agreement that enabled AHP Lo
enter the market before the expiration of Schering’s patent and must therefore be judged by
the rule of resson. The restramts served to ensure thal Schertng would not be foreed {o
]jtigatc apainst AHP again about the same patent, if ATIP were to muke insignificant changes
te its product to avoid the literal terms ol the agreement, Moreover, the evidence will
demaonstrate that AHP would not in any event bave been in a position lo market any other
generic version of Schering’s product, and that no third party asked AHP to sponsor or
support a bioequivalence shudy. “Thus, complaini counszel will not be able to demonsirate that
the ancillary resrainis were anticompelitive in purposc or cffeet.

E. The Agreement Between AHP and Schering Licensing AHP urder
Schering’s *743 Patent Docs Not Constitute 1 Conspiracy to Monopolize

Finally, the complaint allepes that Lhe AHTI'/Schering agrcement constitutes a
conspiracy Lo monopolize undor Scetion 5 of the FTC Act. To prove this claim agamst AP,

complaint counscl will have to prove, among other things, and the Court will have to decide,



thal AHI® had a specific intent that Schering monopolize the relevant market. See

Intcmational Distribution Curs,, [ne, v. Walsh Tmicking Co,, 812 F.2¢ 786, 796 (2d Cin.

1987) (holding that plaintiff's conspiracy to monopolize theory failed becavsc it did nol
"reasonably cstablish that any individual defendant except {onc] intended to create a
monopoly; a plurality of actors sharing such an intent 1s requircd under seeiion 2."); Bedfiorg

v. New York Times Co., 826 F.2d 177, 183 (2d Cir. 1987} ("Even if the Times did posscss

the requisite intent to achieve a monopoly i any market, . . . [the conspiracy (o monopolize]
clanm would {zil for lack of evidence that the intent was shared by agreement with another
party."); CDC Teghs... lug, v. Indexx Labs . Inc., 7 K. Supp. 2d 119, 131 (D. Conn. 1998) ("I
one parly's inleni lo menopolize is not shared by another party, there can be 1o conspiracy fo
monopolize.”), alfd, 126 F.3d 74, 21 (2d Cir. 1999) {affirmng disinet court's dismissal of
conspiracy to monapatize claim).

The evidence will nol support this element of the complaint’s conspiracy to
ménopcnlize claim. 'There is o direct evidence that ATIP possessed the requisite specific
intent, horeover, the circumstantial cvidence leads one fo conclude that AHP did not have
the requisile mtent. AHP was not the first ANDA filer for 2 generic version of K-Dur 20.
Pursuant to the ITatch-Waxman Act, hecause of the previous setitement agreement belwecn
Schering and Upsher, AHP would not have been abie fo enter the market until six months
after Upsher had aiveady started marketing a generic version of K-Dur 20. The
Commission’s compiaint alfeges that “generic cniry generally leads to a significant crosion of
the branded drue’s market share and unit and dolfar sales within the first year.” Complaint
17. Thus, under the theory of the complaini, Schering’s alleged monopoly would already

have larecly dissipated as a result of Upsher’s eniry. The unlikelihood of Schering being



ablc to re-achieve its alleged monopoly through any agreement with AHI demonsirales that

AHP could not have and did not have any specific intent that Schering monopolize the

alleged market. See, €.g-. Bailey's. Ing. v. Windsor Am., Inc.. 348 F.2d 1018, 1032 (6ih Cir.

1981} (finding it "wildly improbable" that defendant could have specific intenl to monopolize

where its products accounted for a small share of the market);
v. Tougher ITeating & Plumbing Co., 518 F7.2d 11440, 1144 (2d Cir. 1975) {"lhe absence of
any hikelihood of success is certatnly some evidence on the question of whether such specific
intent existed,” and where evidence showed "the findlity of any effort to monopolize,” the
court of appeals uPh;ald the district court's finding of no conspiracy to monopolize ); Apex

il Co. v, DiMaurg, 713 F. Supp. 587, 000 (3.D.N.Y . 1989} {in case where "the unliketihood

of achheving a monopoly . . . [was] manifest," the court found no mable issuc of fact on
specific intent 1o monopolize, staling "the [tkelihood of success ol acquinng andfor
maittaining monopoly powcr is an sppropriale considerstion on the question of specific
in{:ent“)-, Optivision, Ing, ¥, Syracuse Shopping Ctr, Assoes., 472 F. Supp. 665, 680
{N.D.N.Y_ 1979} ("The ahsence af any serious Jikelihood of successfully achicving

monopolization 15 cvidence that can be used to support a finding of lack of specilie intent.™).
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I re TERAZOSTK IT¥DENCHLORIDE
ANTITELNT LITTGATION

ORDER GRANTENG PLAINTIFFS MOTION FOR PARTIAL
SOMMARY RNCMENT AND DENYING BEFENDANT
ZENITH'S MY 10N FOR SUMMARY JUSNGEMENT

o

Adter Aefendent Zeuith Geldline Pharmeesnticals, Ene. [“*Fenifh™] moved for summary judgment
oo the plidnti B Rderml antitrust complaints DX, Ho. 77, Civ. Mo, 98-312%; Bi Ne. 45, Civ. Ho. 95-
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13173 that defrwielant Abbat Labormteries [“Abbou"] Bun‘tm:tcd. with delendanis ¥epith and Geneva
Fharrnaccaicals, Inc. [“Iresove™), o gepure e entire domestic aarket for prescription drupy contindag
temzaomin bydrochloride In vislation of seabiap unc of the Sherman Antitrost Ao, 15US.C§ 1. The
undivputed furts i this 626 demonsirats thak Abbott s agrecmats with its harizantst sompetitrs would
tond To ilmpair domestic, competifan and restesio e wade of wrezocdn ydvochlonde producis, American
cottrts hare long ¢ondemned such ngracmentn #¢ iliegal por so tider fhe Sherman Acl. Accondingly, the
Conrt will grant the requested partial srummary judgmeat S the plaantiffs, dony dolsadamt Zeaith's mutien
for stimopary judgment without propudice, and aflow the partics to condiet fall dizcovery on, e fsmnes of
canmbon and damages
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1. Siizyiogs ul & Competitive Market for Terazostn Hydrechleride

Abbalt developed tererogin hydrochlorids for the teatment of ivpeden son and milarged progtele
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wnd spught e Food and Dg Administration's [FOA™] apmoval in market S drag by filiog 2 New
" Drng Applisation ["NDA®]. Pursnant te the Food, Drug, 2nd Coemetic Ast, 21 US.C. §§ 201-91
_{' TLOA "]. Fﬂhmmmdt:ﬂmsmh;dmcﬂmdq's szfcf}rndcﬂmq and apgyoved 3l for huran
consumplion, publishing thrce of Abbott's clafmoed patents in the pubilication, “Approved Tuor Frodincts
with Th.mp-:utc Fauiyalence Bralnations,” affection by kurwn ac e “Orangs: Baok ™

In 1947, Abbdt bepen exclusively ma:i’@h:l;,g tetazasin Igchochil e vodor the rsdemads
“IFytnin™ in tablel and vapsdle formy. Hytrin bas been lucmtive for Ah-l;m:t.. Acgording m the Federat
Trads Cormmissicn, Hylon g::u-:nmd 5540 million in cales In 1996, acoounting for yeve than, terenty
prrceat of Abbotl's et celes of phasmacetical prod ets in the Uited Stater?

Beginoing in 1994, peneric drup maker Geneva took eleps to counpers with Abbots by developing
& geactic feranosin hydochlorids dmg that could contwin &feront ip_ac.:ivu inpredicnts and he gobd
withuontt » Eaptnef yizrme B fablet and capaule fiarms. ‘I‘ahng ectvasitage G e “Haieh Warrman
Arncndraents™ fin FIIEOA St streamlnied e evaluafion pracess Sar propoeed proseds dmgs ! Geeewa
spplicd for FDA appeoval by submnting four Abbreviated New Drig Applicutions [~ANDAS™ betseen
1993 and 1996, Gereva*s ANDAS palied on damn coneeraing Hyton™s cafety snd ¢fficacy, assarted tiet
the prupased generic dug was *“Hosguivalent™ to Hywrin, and certificd under pasagraph TV of 21 TLE.. §

I5SEHZI AN that the proparod drig did not mfrings woy welid patent claimed by Abbott for Hytrin.

2 (Fae Commpi , Abbarf Laby, Mo, C-32%5, 2t 10 (FLC Wy 22 20N, avelohis o
brparre i P ost 2HHNRE febbalip coovaeamp bim and reprinsed im Topith Hotice, Bx B, Civ. Na_ 99 MDL-
E317, M, 20, 2000); 522 ofso FECRRAL TRADE CORMISSHN, AMAT VEE: T0 AT FUBLIC COMMERG [HHM),
emilable at Btpd e i go s 200 SMbhargmmevastabeis Tep [MAMALYEIS™]. The Fedmal Trde
Commiddian fecotty canclodsd m mvestipalian into the Abboii-Gentya sooond Ty enfering § capeent deeras
probrhitng fimitar sccords, Fae AR YEES 4§ 21 Thatl decres doos oo gomens e Conart's doaidion

i Drug Frixs Comprctitint & Tepant Tonn Restomtian ot af 1284 Fub, LN, 28-417, 94 Star,
1555 {1984)] {codifiad my memded ot 21 U5 § 395) The declaed pipode of ﬂ]is lﬂgiﬂmmmtu T
wyailple mor bow coml e divge” TEE Bax. Wo 98857, g L o8 44 {1954), reprieecd dn 1984 D500 A M.
ZHL
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When Abbatt poouived nolics of Geneve's “paragresh IV oertiticstions™ ehellanping its pateats, it
exceised it ctatutory fight fo sus Gonava within fody-Fve days for pateot inffmpement vndor 2 TLALT,
§ 395(THSKBYGL) by inshmting several notlons in fhe United Shes Disteict Cout for fisc Northern
Viistrict of Whins, By stutke, thess suits offcctively provented FDA from afproving Geneva's disied
AND A far 3 months nnless Abbott's Hyfrin pabents weee declerod “mvalid ar m’ci:u.ﬁ'ingml.“-fn*. §
335N SIBNEND. ' ’ '

Tht Hatoh-Wasonan Atcndments b FDCA famished 2 signi Epant incontive far Geneva T ralge
the first chislinge to Abbolt's Eytrin pamﬁ, namely, aeclizive marketing rights to the first generic
version of Hyirin for 130 days. 14 § 3SSE)SHEHv), Under the “sticocsafid defense™ regulation fhat
FIA peotsilgated to implement s siatutry iventive, hovova, Goueva ueeied ta oltain a findl
Jecisinn of not-infringemprs oo either (e trisl court or the Gowri of Appetls fof the Federal Circuit in
crder to pesfoct its entiliemett fa e 180-day exclusive merkcimg pariod. See Abbyevialod New Drug
Application Fega, 54 Fed, Fog, 76,872, 26,60 (Fly 10, 1989); Abibreviated Nes Drug Applisasion
Feps., Pavant and Bxclisivity Provisions, 59 Fod Bng. 59,338, $0,350-55 (Ot 3, 1950, 1M acvatlacr
freaveric dmg maker, such as Zenith, ahallenged Abbott's patcets and sucocrstully defraded ite ANDA.
‘firet, Geneva woubd not be eotifle fo this statutocy inpentive, Zenith would be shlc fo market the first
generic lerazoln hydrochloride dong, albeit withaut exclesive rmurleting cighae 1o delay jis competitors
framm entering the ratketplace. '

In Jupe, 1994, Fenith pomed fhe zace fa hting the fmd. gk treumpgin -h.}rdmd:&mide drug 1o
pasgket by Rling en AWD, featuing a patagraph TV perti Aeaion an one #f Abbon’s Hyizin paiety.
(Zenith Mza, Oct 72, 1599, Ex. 6,31 11} Abhiott frought two swnmscessful infringoment svits aguinst
7 exith fix infringement of thig patont, which was not timey included in e Oranye Book, Ses Abbair

fohs v Fenith Laby., Inc., 934 F. Sopp. 925, %39 (ND. I, 19%5) {dislssing czee and ohaepving that
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* tubbott retained right te ;uc eaith for patent infringement “upom the commencement of mesketng . .

of the gecrio eopy ™ Abball hen svhmsitied two edditional patcats to FDA for inelusion in the Ornge
. Bodk AT Patets 5417005 [“'095 paberet™] and 5,504,207 [ 207 patenit”}. In Maceh, 1904 FIOA
informed Zenith tuat it wold bave o amnd its ANDA ba ecrtify with respient 62 thass polents, Zevity
trlbrd &t smepdifiy iz ANDA, hovever, bocanse Abbott e could instite mather infringenicat suir
and rigges a v 30-month stay of KA approval (sbscnt an intervening fudicial Astrrudaation of aan-
nfringemem) of Zesdih s propesed pooens tabler. Oa Apdil 15, 19!35._{"551'1;11 eniad Abbalt far ivgmapedly
fiting fhr '075 end "207 patents, snd requestsd tofunctive relief delisting (hem from the Onmee Baok.
Abbatt caunteclaitned, alieging that Zeonith had infringed ther: paten, _
Tt that toonth, o Al 20, 1935, Genevn retrewed 1 Arjve ta macket fbe firgt poiede tablet
and capattle verstons of Hytrin by Sling wn ANDA feataring 0 new pareqrph IV carfitication with ri:ﬁpc:i.'.i: :
i Ahhont's esciby-lised 207 paent, Albon latmehed o ufhiiogenent astion o s1op Gonove's now
feacrie whiet proposl, ur mcphm]al:.f failed to protest Gooove's acwW grieric sapmrfe prupasal. EDA
conthmred fe evatuale the safety mmd efficary of Grorva's propossd capsidle while the sutornatie Hmonih
etay for appraval of Gerevn's prapassd bl tnolr effect.
1. The Servival af the =Successfil Defears™ Requiremens
1n 1997, tem fodemd cruvty tendored conflicting decisicns an the validily of lbe successfifl
defense r;quhmcnt, tmgrardly throwing into queathon whacls doug males woudd mndect Ghe first gmn:v:
versiqn of Dytrin, Cin Foary 237, the United States Diztricl Conart Sor the Distried of Colawhin sty
- queetioned the validiny of te sveccsafil defenge reyuintion and concluded that the firgt, drug maker to file
an ANDA for 2 peperie micoonized glyburide product, Mova Pharmacentical Ceup.. wus entitled to
caclusive markering aphte to thet product far 130 days despite the fact that eng of #s competitarm, Mylin

Phanmaceuticals, 1., fled » micronizrd glyburds ANDA later apd successfally defended jt fist. Mows
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Fharm. Corp. v. Shalols, 855F. Supp 178, 131-32 (D.C. 1997); i at 130 (csjoining FOA from
caforring eepulation against plaintiff besayse wderying satute “does nat mclude 2 ' mcvesafiul] defeave’
requircment'). FUA briclly ceused enforsing ils segulation “in arder to promote admioistrative
wndfarrity s b — fjudicael] forums chapping problems,” ot an Juby 37, Tude Bovle of the United
Htntos THetriot Court far the Eastern Dislet of Merth Caroling wpheld the validity of the suzccssful
defenss regulatinn wod qujuinsd FDA, ﬁrqmrgiesfné to enfares it See Granutic, fuc v. &Edu.&.- 1278
W1, 153410, a1 * { {4° Gir, Apr. 3, 1998) (ieoounting hisiocy of varepageed District Court casc), The
Court of Apprsli fior the Faulh Cireuit pramptly stiyed this infunction poading appeal. A ar %5.

On Havemtrer 5, 1997, FDA sonegnesd fhat ft swonld cnforec the sua:oclssl'ul detogna regolation
and wwiit the decizion of the appellaic courly befors rmvidng its standards. Palicy ve 180-Tiy Macketng
Txclusivity for Dmuge Madested undey Abtreyigtcd Now Drag Apphg-!hma. Clanfication, 62 Fod. Feog
#3268, 63 269 [hm' 28, 1997}, Tha, despite the: deeirian of the Undted Statos District Gt for the
Diiztrict of Colombia to the Aava onse, Gugeva wotld beve 1o edcorsshully defend ize AMIIA agnet
Ablott's infringement nnf befire Zomith suceesalully defmaded s ANDA g order ta wmchol the st
generic vetiion of Hytn,

While Mowe tnd Gramutac were peading tefars the frdeyal Cautz of Appesl, Zenith's canyaign
> et Gk o the masket &iso pulfered & sotheck. On Outoker 1, 157, the Visited States Disteict
Cow? for the Tstrict of New Tersey rejectsd Zenith's cempleins for injuactive mlief to deliat AYbott'e
185 and "NI7 pulenis, o lzast Lenparadly Mocking final Fl'}-& appreval of Zenith's ANDA. Ser Zenith |
Labs, fnc. v, Abbou Lakse, Civ. Na, 36-1661, slip, op, at 26-27 (DY, Oct 1, 1997). Zenith sppealed
i desisian L tho Court of Appeals for the Federal Cirenit, Then, on Fobruary 27, 1998, Zenith psked
F1YA to develap “n plen of aclion . . - to expedite fnel approval anf.‘nith's AFDA, wpon the delisting of

Abbat's patenrs,” so Zenith cotld “jromediately bring [fts] product ts market ehould [if] recsve 2
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Favorahle comt raling ™ (Walprors Ple ® Cpp'n, MNov, 8, 1594, T 3 (Leiter from feson A Gross,
Diirecter, Zeaitk Regaldtory Affcire, ta Dasglas L. Sporn, Dircstar, FLA Office of Generie Drugs{Feb.
27, 1998) {previowsly Gled wnder scat)).) ' _

In 126z Magch, 193, hoih Geneva and Zeogith wers paised to marked ponoic vetioue of Hyirin i
the Tigited Stotes. Genevs reccived fina) FDA approval fiot ite generic capmile in Mach gobject to
o palidation,”™ e five 30-month sty on its geaceic teblet praposal was #et ta ¢xpire in October. Zenlth
dalared that it was resdy i merket & gensric tablet wgon Tossipt of 2 fyvorable decision frota the Feder
Cirewit and fAnal FOA spproval ? Bt competition betwern Abbatt, Grurva, and- Fenith ot e Tindned
Ltate masloet for galag of tarrarin Mpdmmedloride ﬂmgs did met mRAfEnAlIEE
3. Abliati*s Acerrds with Zenith and Geneva

Akbatl and Zendth infouned the Feders]l Carewtt an bareh 20, 1338, that fhey wers settling their
dispute and arked the ot 3 bkl Zepith's sppeal in aboyanee, Then, on March 30%, Abbott reccived
word that FUA hnd sppaved Ciara’s genedie terazosin bytochlatide capsule, Tnsig ibe foliouwisg
bo days, Albott eptered Into seprrste onfidsakiel sgroemrals witly Zanjth and Genews 1o alter cach
compary '8 righis z2pd responsibilitias,

Under its March 31, 1993, “Settiement Agroenent,” Zomith ngrecd w sccept 53 mmiliien fo join
Abbolt in dismiseing the dispyties bofors the District of Mew Jersay sd the Federsl Circuit, 4 to 2ccept

»

“Vatdation™ reterd te the procegs by wiich o deeg nmber predeces diree commenibeze barches
of the pppoeyed diug ta prave thet it product meets the tochnical qpecificuciont comizived in he releyant AMA,
Saz BooDn & THTS A DR, GUIDELINEOH CENERAL FERGCTLES OF PROCESS YALDATION [1987), reprined in
Geneva Opp'n, B 3-A, Mu, 21, 2000 pee ol 21 OF B § 215310 (Genzvs OFpn, 2x. 3, a1 2 {ATL of Jan
fHinre, (feners Froject Wlanapay).

1 (Soe Walgresn Fle ” Oppn, Fr 4 (Declarstion of Kirm Biscea, Associate Dianonr, Zeoith
Brgulenony Affairs, at T 51 Accordmg ta e dafindants, By Glmg te ficd AFDA oo Ahboti's paicots, CGeenevs,
precleded Zemfh fuet introducing the Hiot ponearle weerion of Hytdn, (B¢, Abben Staizment, hin, 20, 2000, ot
14 Thiz statement draws ¢ l=pal cvetaden end comfhste with the obuta of the Lawf of the titee of the defonduntz’
witmamerh e drfg nobe 127 and seoommadyidf ext
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an additianad s:i.mium e qUATTEr [oF 2 profated sum fin 3 ehorter pegied] o “not sefl, affer For sude

" +donate, or otherwise commereially distribits in the United States any fjerazasin [hpdraclokde

[plroduct” ail another drmp maker pald a gencric vervon of Bytrin in the United States, Abbot clectsd

1o "ailow]] Feuilh 1o cyter the marior,” or AbbotCs paterte sxpired. (Sz2 P15 M:;I'u1 Feh, 18, 2008, e

1,122, . § (Zenfih Abbott Agrecment (Mar. 31, 1968)) {*Zenith Agreement” ar 7.4 "[J¢ Zrnith abva

promized %ot [tu} #id or assist any peryon or cutlty to gain FIA epprovel to merker » [Jerazasin

' fhlydrockloride [pjmdact” nod obained Abbuti's prmission o market exdh prodiets anpe geario
compeition begn, (4 at 43

Om April 11998, Genova agreed €a meoeps £4.5 mrillion per roomth frony Ahbutt (o = jmesied

o for n.shosier period) to rofrain fom merrdetiog any genens tmzasin hypbuchlanids dny, laeloding
its FDA-apprved enpatile, wtil sustler dey skt sold & graariv versian of Hytcin fn the Unltnd States
o Ganevn received 8 fnal, wnappes!ahle judgmrent Fat ik propozed gencnic tabled $id pot fnfrige
Abbotts petemts. (S PLs Meom, Tx ¥, at 25 {Geoeva-Abbatt Agresmont (A, 1, 1998)) [“eoeve

Agreement” or “G.AMLY Genova and Abbott agroed to continne their caturt batile over the proposed
g-uste wrizesin hydivchinids tlilel Gepeva proamissd to *jom aod sepport any mntian filed by Ablott
. .1 the Noxtiserts District af Himais™ toeking 1m mnason of EDA’S 3aaocth stay on sppraeal of its
preposed tohlet (4 at 5 I Getove fuccesefilly defended Akbott's Buit‘hcfmﬂmtul cotet, Abbatt

'H'W].d]:lll.:-,f sibrequent maathhy payments tnds un mrwﬁmdpaynﬂchﬂm;ﬁrwlwewﬂnlgparﬂ'm

* Fenith wld Torelve ouly 33 cndflion Tot the frgt quureer tat il palamed from macoeting &
pemerie versienn of Hytrin, (4 xt3), but 15 Cremavi, ulnivmamby eqjaped sxafiumine samfecting rights by somile for 180
Amys, Abbott would py Eroith Sovx million dolls ducing ot period of well, (f4 ot 4)

? Abbor reserved the 13yid to mepend ity paymans 1o Geneys, progising “ant to o it for pabct
mitingeawnt . .. of the "107 putent,” i oo drug mnker drodoced & gensde wottion of Fytrin by Fohromy 18, 2000,
(fd: a1 4y For #x peofT, (3o Wi promnived “io wse #x bear efforts fw opposs any stampts by aoy ANDA wpplicost dot
i lwhﬂ'ﬁgﬁmmﬁgmh}hmw mmﬂfmhkmhw&iﬂm -
« » Pring o the dew, cumeently detenminsS purmeat to 21 CER_E 314,107, (id 5.
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wppes], whether before tie Federal Crrouit pr 10 Supreme Cottet, Genovs elso pledged not 10 bausfor i
rights ta its AMDAS ot the FDA-wpproved cupsule. If Abbot elocted (o lerminate s payments in
Febinaary, 2000, Geneva would enjoy the Tight ta parket teramsin hydroehlaride praducts n the Viited
Srarce without ohjecten. (I8 st 4.3

O Apmil 2, 1992, and for the follawing sixteaa moaths, Abvotl 50l the, only tragesin
hydroctlorids drur svailablo W the Tinied Starea. .'

BISCUSSEON .

Ag previoarly mentioacd, ﬂ:c Sherman Aol Plointiffs eeelk o pertial aummry judament that the
defenduats comrittd & per e viokatfion ufincti;;u:t one of the Eherman Act by vontracting b allocalc the
Upited Ftwtes goedoet for terazosm Tydrodhlorige products, fiereby stiflime domertic competition and
regrieting fie outpul and sale of gepemie versions of Ay, 'Iland:if_ca:;dmu connfer that (e chalbenged
sgtnzricals beadial fo fosler competifion, imposed oaly incidental mstraints on grneric drog pradution
mimeing Busss dupossd by law, and censcd no hapm o the plaintiffe. Xanitl, fn patjaolar, Teli=s wo
these wiptToonts wmd others o eziablizh that it ix cntified 1o sirpary judpment o the plagatiffs”
oomnplamts. Lewvime eeide tha defendants” agsertlons redarding cansation mnad dsmages yotil the pogties
B had  Full opportunity fo condhurt dissarvery,the Conrt will cxamine the pacties’ canteritions

Xeriaiing

T

t D Februsry 14, 2000, #ic Cacat stayed all Escavedy nuoclabed to class bers uati] e partics”
crosa pootlons for Femensry budpreout were folfy wicfod aud recclved - Siove the parthes buwe wd caduaed fill
dizcrwery ow e wetes of couzition wud damigre, Geops questieas proewily are oot rpa for koo padeet.

Znithy gowsaty that At RicFfield Ca. v U5 Peiroloam Cou, 455 158 129 (1990, Yous i friluna]
o, romsidesing whethar the defoadanty comrniticd 1 por o visladon of he Shenmen & st $he plaimifs prove
that they Torve sulTered ag “andue Ijury” wader e Clayion Aottnee A, 15 U500 §§ 12-37(a). As fae
Superece it aleerved nodhat coss, hawrver, “poal of 2 per s vislatian end of syt Injory aee Jisfinct
malleys that rost be dbown indepeodegfy.” 495 UE, ar 344 (eftadon amitted), Accardingly, tnday”s decicing
Jrzwes no orpcurion regoding Wil e e Pla.iuﬁf[r; hwmre Fared an anfifrusd mgury-
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Summary jodgreent is spproprints when “the pleadings . , . thov that thege js 0o peguie issue s
o wry waaterid faptand that the moving party i califed 6o 2 Judguient w5 2 mateer of lew™ Andeygar +
Liberty Lobby, Ime., 677U, 247, 247 {198€). Daee the moving party Jemeastrates the shsence of 7
prmuine isslw of frstera) fast, the nap-moving party maust “sarne faroand with *spoific facts showing
H:;aa‘.thn:-rc i » gonisine isvue for triad ™™ Motsushita Slec Fedvr. Co. v Zerith Radiy Corp., 415 115, 574,
537 (1986) {quating FED. K. CIv. 2. S&(<)). Ascopting thls evidenes %, bt the Coart st view the
vecerd #nd 21l Fietual infirences theredom in the Tipht mact Faverabie to the man-tmoving party and deeide
wrhether %' e exidence Frosouts 2 sutficiont dis;gmmiﬁn requine sebumission tn a jury or whether it ia
" g0 ane-sided that ope party ToWT provail ks a matter of law. Aflet . Tyson Foeds, Inc, 121 T 647,
846 (11% Cir, 4597 (qualing Axderyaz, 477 118, a1 251-52).
r 'f‘]:uShumanA-.ndﬂ-m: Act and Fllarality Per Se

Clongress d=rigned the Shermuea Anfilnoet Act of 1890 a5 a “canswmer wel fave preseriptlan™ to
protect free enterprise aud gomnpelilion. Relterv. Soraduce Corg., 442 ULE. 330, 343 (1979} (slution
emitted)  Adboagh sectic nne of the Sherman Act liforatty bans every agresment *in restrzint of tade,™
15U.5.C. § 1. this grovirian hes heaq fulerpret=d 1 prokiit anty Mass contrasts invalving ftrstute
commerce fhat *trcasonably” recrain ogmpetition, Sandard O (o, v. Usited Starey, 221 UE. 1, 55-
(1511} Applying the *Tule of reason,™ courfs conduct o extensive and complex jnyestigation inf
“ithe fact peculiar ta the zinace in which the restraiat ic applied, the ngnme of the resteaing and 5ty
eficets, and the history f the restaint mad the seasons Jor it sdoption™ to determyine whiether Ghe
ctwltanged wentiact warcaranably restrziog compeitivia,  Tindied Sfates v Topoe drmea, dac, 405U 5.
596, 605 {1973) (citktlon ornttied). Culy blapmdy anti-competitive spreementis fat predictably “tzmd 16

resitri et comoeetiti ot and decrease atput™ may be condemned a5 prireasonable and iltegal per s- “without
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claborade fnquity ns fo ths prechss b, they have-cauaed or fhe busiocis cxcuse for their use.”
Eroadoeser Mugic, Im':. v, Codumiia Brood. 3yr,, 441 TLS. 1, 19-20 (1979); Northern Pac, Ry: o v
United Siates, 356 T, 1, § (1958} (Rlack, .. '

3. The Challsuged Accords arc Nilegal Ber Sc

"MW Jhether the wltimate Snding iy the product of v prosumption or actuzl warket anaiysis, the
essentis! inpiry reoaing the sime—whethar or nat the ehallenged restraint erhiances competitian ™
NCUA v, Board e Regenze, 268 LS. £5, 103 (1084) (faotuche omited]; ses alse 7 PHILE X. AREEDA,
ANTITRUST Latw § 15034, at 372 (1986} {very eatitrust suit shauld bogin Ly ideatitying the ways i
which z clellanesd rectaive might possibty im;:m mm.pctit‘_nn."}. The defrndants™ apnecmicets coutain
uavmerts covenaots inimical b Fec enferprive. _ -

In its mgzecnoent with Abbatt, (tepeva pramined to withhicld it FDA-spyroved coponk: from the
United Sitates market, to reforin foom sclling fs Tights fo that capsais aud s fablat ANDIAS, to oppase any
athernpte ry othe ANDA wpplicants to caler the market enrty, and, in the eyeot et ﬁcmv- “auccessflly
defendmi® its tabict ANDA befae lhe Feleral Cirouit and socuesd 3 180-dny exclusivity petiod, ta forge
tratRoting dhuaf tablet il Abhoty exhmgsted any appmla Liefore the Supreme Courl. Sre supra prges T4,
Simflarty, in its secord wigh Abbor, Zenlth agrecd o dinriss 56 affirts t delist Abbott™s Hytrin patnds,
to rhuff ofber HBR" regquests Tor belp i1 ch:]]:ngmg thoss patents, and, with the agemape= ol
comtipned payment during any period uf exchusivity enjoyed by a tival generis drag waler, n mfuin
From marketing the ST geaeric Wrazsin hydeochbaride [n-n-.':u.ctmlnss Adiwolt arpthorized Zepith w cnlor
themiarket, or Abbott's patonts clapicd. See supre pages 6-7- .

Viewed togelhcr and in thefr factna] conbext, ficse provinons flasraie fut Geoeva apd Zmith
frtsweare. compoting s ASbott in the United Shites market for terazosin hydrockloride diuge and
promitsed to take sieps to forestall nthery foom cuterhog thak markoe far the life uf thair respestive
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sgreements in cxchungs for willions of doflars in menthly or quartaly payments. IGeneva 2nd Zasith
wrere pojsed to ceupgets With Abbatt at the sarme lovel of 8 marketiGeneva bad received final FIMA,
upproval fat its exprnle pending validation end Zenifh suticipated 3 frvorable rling et would resuh in
Fron! appaval afite ubia proposal, Trices wers Hikely bo fall as the omtpart of terazosin hydmd:.lmd:-
drugs climbed. Sex xencrelly 11 HERBERT HOW. AMTTORUST Laws ] THGZa, at 191 {L99E)
[“HOVENCAMP ™} {noting that honzontl sgremenis “thable participants to teduee the empot of posds in
same madhed, e caping hipher priccy, incHictent suh-;nt!mm.ﬁ iﬂﬂ:'il.l.t _ru'ult.mt Tozacs e, eot e
welfzze™). Tustead of bruving the tigors of sampetition, or unilateeally avediding tie: armme, Geneva and
Zarnith both mzde pectc with A!:ban'ﬁ “mhm:n;_ their eqlloctive profits b the detrinent of dmtmnes, ™
Abbolt disatded Geneya and Z:n-ith from marketing the fst peaesic taazosin bydrochlovide drugs In
ttr United Stahes for enfrdefivite period, Hliminated theride ot s drug maker wwidh! sell
paershase the rpht to introdacs sucl. drugs in the inloim, md catisted|beis patratial cooperstio i
opposing oy refusing ta gopport ather drugmnkmﬁNDM "Thir acheme of agresments slexdy
«goafied] to cansuimes the opporivalty o haass smong sliermative offrs without offcring the
pessibility of sy joint, effeiancy frodosing a.cﬁ‘i"lll.c.s." Fee United Staier v, Roalty Sfwii-Licr, Ine., 679
T (351, 1364 (5% Cir. 1980} {citation ounitted)® Usder this scheme, the defendarts would caen fhrie
mafits by hmiting markrtwids et md maintziniog 2 highe price Tor Abboll's Fredoct.

Abhott’s sgroementk with Genrva and Zocith i fxestell coupetition in the United States for

sades of tauzosin bydroskleside drugs cordront the Court with “fujs of the dassic cxpmples of 2 per.x

-———

¥ 7 Pumrsm B ARRTh A rrany LA g 19024, ot 374z sae Falmeor v, PRI, ASE 1Y E_46, 49-50
{1994} (per exrizmy (obse vigy, thol plamliff noed net prove thal defoedanis Pﬂ.ﬂﬂwﬂj"cuu@ml in acdernn ekt
w m‘h!ij:hfrnr sevinlaten of 15VVEL 8 1l Cardirmye £ Anbirust LRI, V05 ¥, Supp 24 618, 67779 (CD.
hFick. 20000 Caritoem 7] (tams). Thase agoeemenis &d not dopelis Guoove or Zenith of the opporbmity to scll
tormman drocklonde dogns ontzde e Wnited Stxges : .

" In Mopmcr v, oy of Pritckard, 661 F24 1706, 1203 (11 Cir. 1981), dhe Comrt of Appeals for the
Elewrathy Cirenrt adoped 1c hindiing proosdeny alf decisions that fee fornmer Comrt of Appeals fon e B, Crrnit
rendasd beller: (kaaber 1, 1581
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ﬁu]uj_nm-u-“m agreemeni bobwrat comnpatitne at the same Tevel of the macke! stouctnre=to sllocite
tetrltories o arder ko tainfinlas fompatifan.”  Topoe .-!_s_rfm., Jre 405 D18 =f 08,

Ench soneeried actios i< trually bermed = “horizantsI™ ractoaint, in contradistinction to

cambimztiond of peryorndt sl different Lewsls of the markst stracime, 2 p., munirfachgers

e districtors, which re tarmed “vertical™ restraints. This Cotat Las reiterated tme

and time sgein that “[hlorizents) kerritorial Bmitations . _ . rre n2ked regtaints of wade

with e purpase wcoept etifling of corppedtion * Such limitatiens erc par s vislations of

e Shonvan Act,

4. {citation s omnitted): see afio i at 513 (Buoge, U1 distenting) (nt_meﬂ'ing that por g rule vightdy
condemty herizamtel sgeremenis “mvolv{ing] vesiints oo intechoand dompetivon ot e sllocation of
oagkents by [an cofley or group] with menepoly or near-manepaly caatrol of the sourees of aupply™), Ses
penarolfy HOVENKAMT sume pags l 1,4 19022, ut T {“lorxonta! sgreemonts afe aniprast’s most
“sugpect” ¢lagsitication ™.

When retonted wath 2 phonly arti-competitive sunteact, the Cont “need not then fngquds-
whethey the {defmdants] scanily posress the power o el public Infuy,™ or whether *“fie rem =it |
i justified by sy procompwnisive miposs o efect.” Eeclzy MuliiLaef €22 F2d at 1367, Newertheloss,
this trfbunal will examine e defendinge’ chisl mitigaticg orpuments, mindiul that “[Tlhe yprebahility ﬂu;t
anfiemmpetittve contcquincas will result fron a pructice - . . moust be belauced 3gaingt itz pro-compelitive
canscquences,” Arivna v, Maricopa County Med, Fc., 457105, 332, 350 016 (1582), and 1hat ibe
defendents must “come foread with *specific fcts dhowing tha e ie 2 genuine ke for trial™ oo the
potential consequenons of Dheif haodrde. Bee Mafiushiia Flac, bidies. Co 4TS TS, al 587
4. The Defenses Offered by Defendants &re Invadid '

The defendanrs laim inugurity from the per £¢ rule on several grounds. Pirst, they comtond that
the challerged apresments Tonded (0 fster competifon or bad o fmpoet on thelr ability fo smpoc.
Boecand, they arpue tleat the agr=rments are boyond the scope of e per re tile becanse ey weors meel,

sxialogans to Getedrt settaments, or designed fe nflacues povemmmait enmnimations, Thoeo enumcets 2y
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it prestasive, 2l the defendanis” evidencs dies nol estzhlich a EanriTm 4sue for tHal.

A F.E;Jnum.ic Justifizatinng for Challenged Accerdc

1. ¥ro-Cempelitive Matives or Fravisions

The deferdunts rointain fhat e aprecments would have tnded o advance competition by
ending of pmn;uﬂng. Lzsfions pafent disprtes md Mﬂﬁng obracies to Gepeva and Fenith 'z cotranes
izt the Urdtzd Staves markel for tewesosin bydrocileride produsts. Of oourse, the F-Im.'-:mc Court “hes
G sentry repecied s notion (hat gaked recmafoas of itede Bre b %knlufuwd brocsus; they are well
futemded oz bacanse they are afl-gedly drveloped to increase competition.™ Tapae £tencs. fne, 505 TS,
wt £14) {eirations omitiedy. Vinwed in the light most f2mrable fo the dofendants, hawever, the nsoed dacs
ot mabatnaint= et e Gepeva and Lenilh Agrcoments wete reasonably vneillecy w pro-competitoe
ativity Tl thag wnrcassneble restraints of e,

Tor Femews Apgeernent did net enhance competition . Amc:rdmg 1o the dafendante, Gencve

 ponitracted with Albotrta svoid “mhstmitisl legal and fraa Tz accnmpmoyiog M intuodoctios of

its capsuls prodeet, fmthorg “the patlic policy profopmes for deferring generic egtry until afier the
resalution of any patand dﬂ[ﬂﬂ:ﬂf‘lﬂ;mﬁpﬁt b any Eiven drug.” fAblt Stalauent ot 7 {citdoasg
omittady, il at 17 {cithyg Deel of Steven N, Wiggine, Hean, Professor, Taxas ASM Undv., at §] 14-22,
32 48).) Avccpting fhes= allcgalions as Tus, H i readily spparent thai Geneve did nor bave ca coter bl &
ormilcact With ABbott in ordar to defer it epfry Into the Dnited States rarked

Kbttt s eadfrdentinl agrornaut with G did net resolve it action before the Notthern
Exisiricd of Thinois; In fact, it teaded 1o profony: thet dispute to Abbott's adventage { Gansva agreed ta
arcept vy & willion doflars per wedk o refiain fren marketing any geiens terazaam hydmclioride
prosdiect sl mwther doity Treker sold 1 grnecic version of Byt in the Taited Stele, o it imacived 20
unsppeatable idgme et itg propased ponerie tablat did oot trlinge Abfatt's putonls, (G.AL 2t 2-5.]

The latter condition resraiied Geneva from marketing its prodict: during the pandeey ol any Supreme
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Coul 1eyiew, even if Gooeys ol:tained 2 favorble uling fromn the Fodoral Choaail in eatisfiction of
FDA's sticcessinl defente mq;lmm.t. Thiy desipn did uot cohanee eempetition,

Cleneva wirild kave becn ehle bo market temzosin iydiochturide products in the Urited Statss
withowt objeciion i Abbati -r.l.rc[:-rj lu ond ik paymeats, (GA. #t4), Lot g clave: ool joulily Lhe
defendente” comprehensive sod unreasonable restraints, One could prasaashly info that s clepee wes
s eatabyst for campetition i Grucys paid Abbott for 2, bist the supgestion (hat Ahbott handeorely paid
(12w, G FRAT compeliiien i itx owa luaative damestic prarket for 11::32:-:!501 hysrechlaride products iz
petently upraasenalae, Som it Cardioeas GO Agtitruge Difg., 103 T, Suqpp. B2, 6599 (B 1. Mich 2004)
(e rrdizam I} (ermchrdmp that dmg makers” alleged dgreement to sllasate Thidte] States maadeet for
brend-neme chg Cardinern (2 providad Yen nmml:r'.w b shuy o the merket™); Cordizem £, 105 T,
Sigp 2t al 79 L’m.u:ing that defendant “lyared] B teassnablc mbrrnes that TIMET world mot have
pard Andrx afilions of dollae b ety off e m;s.rh:fl-andl'ul}’ ?,. 1978, il it was pat pesrohably
prrofubie that Andre would enter he arket™). The Geneva A.g:cr:m:;.cnt clearky soughi (o coail the
domestic male of generdo termzosin hydrachlarids drage.

The: Zenifh Agreanent alea souply. ko Lestiein Junueio compedition. Femith coxfdentially smeed
to irTminete its potanially weitnious ehdlénge to Abbot's Hymin patengs In the District of New Jerscy
wuid Thie Fodesd Cinctsit in evshaoge for thrae millien dalloe. Thersaftes, io = sq:-mﬁc: azrjes of
tmgusctiuns, Zanith would rostive millicos of dollas ta “ost 2=11, offer for eale, depate, oo edberwise
conuercially disirnude jn the United Saics any [facsazin [lydrachioods [ode”™ untd ol dug

maket sald & gawene versron ef Hytmin in the Uniled States, amony other thinge (ZA.at 1)) Fenithalsa

i* $eoe 3% Fed Bop. mi 53354 (The likelibood of an appolins court dacizion being, board and
ovaralead by the Supremie Court 15 o oot by warrant delaying maricetog s cxclysivity pending reesotion of 2
petition fur writ of vetioterl). Further, Geneva alos promisst w “fain znd cuppact sy seadan Gled by Abboe . -
tu the Moctheou Pristded of Iionds™ packiny oy extensios of FilA s A-manfh gay on approvel of K propossd Ghifct,
potmitinly delaying the prococdinga sven, fupiper. (G4 215}
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© . promized “not (] ald o n2eiet wny perion i 2atity be gain FOA spproval to markel 2 flerazosin

) " bydrochionde {plroduct,” bt open generic compshton hegan, Zenith cotld megdet such Fedixis Io e
Uniped States withoud ohjcction fram Abdws {f;-i‘_ at &) The Zenith Agresment wendd mdcfiniely
- poctpone Tenith's entry fnto the Tieitcd Strbes marlost and would perinit campetition aaly ance Abbatt
Yast itz exelusive market. Like its agrecment with Geneve, Abbott's aproement with Zenith resalted in a
cacpoetive cifiet to Parstall competiion, not 1o erthancs it.

7. Lactffective Badrmints )
Wext, s, defondents contraid that their agreamenis roold pot tnwessonably rectain the doestic
markot o twranasn hydrechlorisde products bacauss Grencya waa wmalls o valldaic its capsule pnoduet,
and legatly enter thee morket 'I.I.'I:Iﬁl.-ﬁﬂgll.ﬂ. 1399, and Fcnith wes subjoct o Gengva's 180-day poriod nf
exelusivity on Murch 31, 1998, Alihough the Cotmt aceepts the defomdants’ allegations of fact ac tro= far
prupunes of ersolving Gre plemtiffs' motion for petis] sommary ,iwglmt. .ﬂil'e:;:, 121 ¥.3d at §48, the
contentinn fhat Fagith conkd net enter the ::u.:;rkcl in Mmuh, 1594, draws a lugul corelizion and must o
disvegarded by the Court wuder PED. K. CIV. P, 56(c).” Indesd, the dofendaaty” allegations aps melevnt,
foc it t7 wellsenied St '
comspivscied wnder the Shomon Act'sre not depeadent on any avert act other then The ost
" ofcoensprimg, 1t is fe ‘cortmct, combination . . . or eonspiracy, in reegaint of rade or |
conuasree’ which § 1 of the Actstilkes down, wherher the corcerted aciivily ba whally
uﬂaﬂﬂforaﬁwﬁumtjhmimd or reccasgfal on tha sifr,
Uhsited] States v, Secony-Faogus Oif Ca., 310 1LS. 150, 224 .52 {1940) {gitations cuvitted and cmphesis

added’, pre Mirfeape Cowntfy Med, Soc, 457 U5, st 365 (following Socomy-Fitewm O Co. desisiou);

" (£.g., Zemitly Opp'n, Ifzr, 20, 2000, ez § {drewing dogs] conclusion)); xes Beard v Ammis, 730 F.24
741 T43 (31* i, 1934) {refrcting stulements of Inw 25 nrdmjembl=) 108 CHAFL P ATLAN WRIGAT, ARTHURE.
WLEE & Mary FavRane, FInen Ll Peacncs av FRoc Prams § 2738, 41 344-54 {19918}, The dofmndngm’ gpmal
llepetion pamdediy yrmoees FIIA s November 5, 199, pooaotmcsment Tl B adeody wonld contiaes ta cnfoocs
= succoosiunl dﬂﬁﬂdﬂrﬂgﬂhﬁm_ {.ﬁg W alyreen, Pl * R.npij' o Y;m'lﬂ:,ﬁ.r{’. 3. 20&3‘, - 2.} That was the giufs nb
e law on March 31, 1938
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rec alto AMERICAN BAR, ASSN, ANTITRST Law DEVELOPMIRTE T9 (4” ed. 1997),
B. Simiiarily of Accordd to Coptructs Beyond the Scope of cha Por Se Ruls
Having failed w0 ideatify & piiuine iz« of fact conceryingt the anti-eormpetitive potrotis] of their

agreermepits to wllacets the Umibed Btates matkct fir torazosta hydrachlobls predusts o Abaft the

. defendams anem 1o redeesw Tl sexrords as noved compacts, petont getlononts, o patifens nd, Arjeat

to the per reeile, These effarts am a.[n:r Lmper o2 Ve,
1_. Navel Atrreemeuts . .

Zemith, Getsva, ard Abbotl szt that By Inepact of their apresments "5 not Enmmediately . ' _
ohrious" hecalse e jodiciary Jackn exporience with “agreemsnt(s] hebween brarni{cd] agd penede gy
pzuereficlisers . . to aitle tave] delinting cloirma wnd paxent lingation ang {lo] speed mteduciion ofthe
gertees . produst nts the markct ® (Feilh Opp'n al 17 see Geneva Opp'n, Mar, 21, 2000, 2t ¥ ([njoc
a single coert hay cvaluated whetleraprecrments such as thess. . m: siiticampetitivg "y Abhatt Opp™p,
Mfmy_ 20 203}, at 701 This asscotion is oormect, Ammericon courts limve exenaive edpeTHEGG with
Tumizontsl macket allacation nymecastils and their faresoeablc nti-compatifive clliscts.

Withont beisharing the patt, the nodiputed resord and the plain texc of Albott's agracments
with Geneva und Zenith bespeak the dafeodants” iment t <lininate domestic cappetition for sl of
terazazin hydroehlorids produsts io the short tun and delay the apset of generis manpetibon, Such
hordzontal agresments i allacate terzitories vermdn il legefl per re s section ons of the Shormen Ak
svenif taey invalve nplex disputes invelving phammsceutical companies. Szc Murisaps County Meal
Soc., 457 U.S. at 34% (rcfectny argumont thal Supremne: Cowt “shaold not ey dy the per :.';‘:Tulc it Ftais
cayr Berause the judiciary zs Bale antirst experieace I the health care fodusmy™); Cardizen T, L05 F.
Supp 24 ot 705 06 (declrring dofapdants™ harizenml market sllocation agreement Tlegal par o) -
Cardizen §, L#5 F. Supp.2d et 676-77 {izjoeting "novelly” srgpmnents rmised by drug makers BMRI and

Andry m dismiss consolidatod Shormen Aol challenges). Curtaioly, the por 7o muile st he “appliod
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mfraygcndy and with camion™ 6 avaid “unisfuleling mu;:unn{sctiliv: LOUYITY 25 per Xe dlhegdl,"” Sengeod
' i‘i'mﬂng(:mp w, ferriva 924 F.3d 1555,-1567 (11* Cir. 1998), but the 3ule nesd not “be tefustifed fix
every induitry That ks nut becn suibject o signifionnt antitusl ht'lg;nunn_ Sse Maricapa County Med,
.ﬁ'ac.,_ 457 LS. at 350-5], The Shonuan At “grtablishes one golform foie appifcahls to alt fndystrics
aMbe.” Soconp-Fooudm CET x5, 30 RS, et 172, Contrery i the defrpdante? msm.timm_ this case does
nat invalve “the “mexe attachment af & po- 2 kel ©, . o defendants” sanduet,™ or an stempt 0 “ o
labels - . auound loassly ™ {Zenith Opp'u pt 12 {elxbin winitred) y Tf‘" deferdants! eanfidenrial and
wumpachensive allecation of the Tlrited Siaten markt Gt ths sal of leraizosin ydrochlaride products
shiayfd be denmmeed Rader the per = mle,
2. ratent Eaﬂ.lﬁhlcﬂs
Zonil and Abbatt claim that the challengad a.uu.u;d.-s ere enalogeny to pobont scH et
apgroocrats und 3l hie per s rule docs Tiot spply to such scl.ilt:m:r-ds. {£enith Opp'n a 12; Abbott
Opp'E 21 26-27 {“antitact czane commidsring setlaments of patetet . . . difpulcy are cansisteny svaliteisd
wder e cule ol pezsan™.) Again, far defradants are mistakra, Albott's 2groement with Geneva did
oot resolve its infiirgenert suit in the Northan District of Miinols, awd while Zenith sproct to dismiss i
appeal before thie Federal Cirmuit in cechangs for three prillion dollare, this cxchngs was part of 6 larger
grbeme tovestrain Hu doanattio zul: of penaic terazatin hydrachiavide ducts, Ft.n:ﬂ-ne:m-:m, Hie
Supremne Cotirt has reviewial patont sobemeds wder fivs per 52 mule. E._r:.-. Unfrad Srarcy v, Mow Wirin'de,
e 42T, 3T], 3T {1950, The per se nile applics to fie defendambs” eyl -
3. Efforts to Tulinepcd Goverament Actlan -
Lastly, Abbestt seeks the shelier of thie Noerr-Penningion doctring, which ehields logitimate
e{fnrs t infuznce poblie offidalx foen potential ot Hability, (Se- Abhatt Opp™. ;1: 2729 (eatingy
MeGuire 9 Co, v, Mapop, 758 24 1557, 1560 (11° Ch, 19971} See g-;.'ne'mfﬂr Califarnia Mgtar

Iransp. Co. v, Frucking Unfimited, 404 ULS. 508, $13 {1572); United Mine: Wercksry v. Pestnington, 35)
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US_ 657 (196%), Fantern RE ﬁe.m_fem Conferenca v. Noorr Matoe Frefgkd, 365 ULE, 127, 13738
{19561). The Meverr-Feanington doctine “prodecls] Hase acts mrcanably a0d pormol by atiepdest upon
effective litiration” inclnding fhreate of fuit, nud demand latters, Mapes, 358 F.24 g2 1560 [ciatan
m“in:d},hndocs.nm condane contracts bearing & “rescmblancs tﬂﬁmmbma-hons normally held-
vialative of the Sherman Act, [imchading] - __ murket division sgrecments.” Noarr Mosar Fraight, 165
TAS. at 528; rec Alfied Tube & Condult Corp. v, Fedian Hend, Inc, 436 W8, 492, 507 (1922),
Cansequenty, the chalicnged agromaemts acc not entitted ta refogs uﬂﬂ::r thiy doctrine.

. Abhot s confidemtial AprecToents sith (eneva and Fendth wors tiot begdtimate oflorts 10 jafloencs
priblic officials; ratlier, they inplemntbed the defondimts’ seheme tn veetpin e domestic eale of genene
teremnzim hydrochinnde products wi'l;‘:;nu.t govommment suTutiny, J"Fw.rr-.e‘-"rm-'r.g:nn iRy docs mot
spply to rostraints adomed by private entitios, itextends culy when ‘:&u alleged restraint of trade [is] Ui
futended coneeoutnes of publio action.” AT v Suparior Comt Ih:::f.t.uu_rj.mﬂu n, 491 (15 417, 424
25 {1990}, Puriher, clandestine restraiats of trade are not “normaily afisudeal upon” pateat Efigesion,
Cantrzry b Abbott’s ngecrtion, the Court of Appeals' Mapen decivion does nat “fody contradiet [thad]
yagitiae,™ oy hotd that wice-fisjmy, stipulations adopted by epposing pantics in engaing Ftigtion ae
entilled L Noswr-Feanington Bnunnity. So Mapeo, 936 F 24 st 1561-62 (prjecting defendeani™s narmom
argument tisat plaictfTs “concerted thrsate [of 5] and institution of itigatien . . . violated the Sherman
Ast™. Abbof™e «fforts to parley its patemts into dgrocments with s conopslilons be limit the domestic sle
of genesin trragasia Jydrochlaride drugs is exactly “the type of commercial ectivity Ml bas iaditionally
had its valigity Aetermined by the zititrust laws.” Alfied Tube & Conduit Corp., 456 U5, =t 505

CONCLAUEION |
Doth the Gooeve Apmeramt and the Lopith ApRTce et warant condomuution ns per fe
violationg nf p=ction one of the Shermen Anbitrast Adt Lhic bibonal’s extennve toview of flhe umdisputed

Tocerd has vakiudrted fhe prepumption that the dafaodanis” Poarizntal markedl aflocation agresmerts wandd
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e to ekt doernestic output and prisc competiton witholt creating cffici cacies fior American
constmay, and the defendants hawe sot wddnced sufficicat fadls o place the dlegality of their vastrins
* I peouine -d:ﬁpm Thorefurs, for tle feasons stated o B furegoiog apinian, it is hercly
QRDERED ihanhf.: fiherman Aot Flaindffl* motion for partial mommary jodgroest [DE. Mo, 24,
Civ. Wa. 99-MDL-1317] f2 GRANTED, and 1z
ORDERET! that defendant Zeniil Goldline Fharmacsuticals, Tue.'s auiing for summary
adgucut [DE, Fa. T7, Civ, N, 35-3125; DLE. Nu. 45, Civ, No- 99-:-?341  is THENTED without prejudice
10 He arpUments mgsrrdm; cauzation and damages, which 1uay ba tenswed ag the clos: af Phase I
diporeery.

i
DONE end ORDERFT in Miami, Fiouids, tis /3 day of Decemlie, 2000
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