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INTTED STATES OF AMERICA f REFEES OTTHMENTS A

REFORE FEDERAL TRADE COMMISSION 3 P ia féﬁy
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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
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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 cormpe!
the production of documents, which seeks to compal AHI? lo produce all documents hy
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2001, responses to interrogatonies 1, 2, 5, 6, 9, 13, and 14. Commission Rule of Prachce
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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
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depositions before the close of fact discovery.

IT. SETTLEMENT NEGOTIATIONS

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



I11. LEGAL AND FACTUAL MATTERS 10 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,
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(ANDA) for a genenc potassinm ¢hlonde product indringed Schetmp’s patent 4,863,743
(7473 palent)t. D tnyagnys farfars BSP s positipp in thenafong litpoatinn was onf siuwne ‘
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scttlement agrecment, Schenmg 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

. .
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large part beecanse if did not have a Europcan generic marketing or distribution srm. 1n
contrast, the license agrecment stated that “Schering and its affiliates have networks,
gystemns, and personnel” for markcting generic drugs in Burepe. [n consideration for the
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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
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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. Hupt, 694 F.2d 1358, 1367 (5™ Cir. 1983); see also McGuire Qil
Co.v. F_vm;m_{z.ﬂ. 0358 1°.2d 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.

@.ﬁﬂriiiﬁr\?ﬂd‘rum ]I'E,-.E-‘hl ™ O 1L ANE T Tfn_j_wc‘ mi.w

also exiends Lo a “decision io accept or reject an offer of sctilement.” Columbia Picyres
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508 U.S. 49 (1993).
The Nocir-Penninglon munuenity doctrne and Hic cases cstabhshing (he paramctors of
il doctring compel a linding that (he AHP/Schering agreement cannot be challenged under
i e 1

C. A Cease and Desist Order is Inappropriate Because Complaint mesel
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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
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theory that the agreernent 1s unlawful “undar a per se standard and a rule of reason

standard.”' Undcr well-established case law_ however, the AHP/Schering aprecment can rot

be asscssed wnder a per se standard of illegality. ‘The rule of reason applies. Morcover,




B the scope of the relevant market in which Schering competes;

-5 T - - L r" I P, R e e e —

M whether AHP is a “competitor” of Schering’s;

M whether AHIP® was paid a share of the “monopoly profits”; and, most
importantly, '

B whether Schering paid AHP to “delay its entry” into competition with
a monopolist.

It particielar, complaint counscl have acknowledged that they can prevail in this case
only if they prove that Schering's payments to AlLP were for “delay.” Duoring the pretnial

heaning on July 25, ﬁlc Court asked complaint connsel: “1'hen are you saymg the
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counsel responded: “Absolutely.” Transcript of Prehearing Conference, Jul, 25, 2001, at 34



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
esgence of what a rale of reason case is about: proof that the world abseni the agreement

likely would have been more competitive fhan the world with the agreemeni.
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upheld on appeal, ncither is applicable here. The cases are distingmshable m a number of
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ablc to re-achieve its alleged monopoly through any agreement with AHI demonsirales that

1991) (finding it “wildly imprebable” that de ave gpeciiic intenl to monopolize

where its products accounted for a small share of the market);

v, Tougher ITeating & Plumbing Co,, 510 )7.2d 11440, 1144 {24 Cir. 1975) {"[he 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 effert to moncpolize,” the
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Dated: Seplember 18, 2001

Respectfully submitted,

/mi@%%

Michael N. Sohn

Donna Palterson

Cathy [Toffman

David Orla

Anika Cooper

ARNOLD & PORTER

555 Twelith Street, NUW.
Washington, D.C. 20004-1206
(202) 942-5000

Counsel for American [Tome Products
Corporatiol
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| hereby cerlify that this 18th day of September, 2001, I causcd an original, one
paper copy and an electronic copy of American Home Product Corporation’s Statement
of the Case to be filed with the Scerctary of the Commission, thal twe paper copics were
served by hand delivery upon the Honorable D. Michacl Chappell, Administrative Taw
Judge, and that the following persons werc served with one paper copy by hand delivery:

Karen (3. Bokat, Esq.

Federal Trade Commission
601 Pennsylvania Avenue, NW
Room 3115
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Howrcy Simon Amold & Wiiie
1299 Pemmsylvama Avenue, NW
Washingtorn, D.C. 20004-2402

Christopher M. Curran, Esq.
White & Case LLLP

601 13™ Strect, NW
washington, D.C. 20005

i, AR

Barbara H. Wootton
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- " und sought (e Food and Drug Administoation’s [FDA™) approval in market e dreg by filing 2 New
" Dirug Application ['NMOA"]. Frssnant ta the Food, Drug, and Cosmetic Act, 21 TS §§ 301-91
_{‘ T "]. Fﬂhmmmdtnmsmhydmcﬂmdc's saficfy oy efficary and apywoyed i for honun
ernsumplion, publivhing ﬂ:me of Abbotis clatmed patents in the publication, “Approved Thug Frodocts
with 'Ihmp::utc Fouiyalence Bratnations,” affection ey kurwn a e “Crange: Baok ™
In 1987, Abbolt began exclusively merketing fimzasin Jydicilide vodor the fdmads

“Eyinin™ in tablel and vapsule lormys. Myt bas been lorative for Ah—l}ﬂ‘ﬂ, Accurding o the Federst
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Wlicn Mrmmmd nolfce of Gepeve's “paragraph 1Y ceriiteations™ chellanpmg its patents, it
cucreised its chatutory right fo sue Gonava within fody-Fve days for pateot infiinpement yndeor 3 1507,
§ 395(SXBXED by stuting seversl nctions dn fie Untiesl Stutes Dintrict Covrt S firs Notthern

Vdimtrict of Winms, Ry stk {hese suits :ﬂcs:ﬁwlyptcvmdmﬁfmmwﬁvingﬁmﬁu's dismted,

AND A= far 30 months unless Ahboit's Hyirin patents weee declamed “mvalid or not infringed £ §
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q:; firet ehalimete to Abbalt's Hytom petents, namely, exchusive marketng rights to the firet penenc
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infeqmed Zenith ¥aat it wauld bave 43 amend fts ANDA ta ecrtify with respoct o thasc peloats, Zenits
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Frarm. Corp. v Shalolr, 935 F Supp 178, 121-32 (DG 19T); B at 138 (emjoining FOOA fram

cnforcing eeplation egainst plafntift booagse wadcrdying stutx “does nat includs & sucvessful defeava’
) requirsmeast'). FDIA brzefly coved enforcing ils sepulaton “in arder o promote adminiyrative
wrifgrreabogn e ﬂ';ﬂd ﬁnd_i_ﬁ-ﬂ__h1m chemmige nghlems = 1o WMAE£I afthr et

Ktntes THetsin Count fiar the Egstern Distriet of Mot Cacoling wpheld the validity of the suroesefy]

\

Court of Appeali for the Fomlh Cireuft pramptly stuyed this injunction peading arpeel. & ar 5.

On Mervember 5, 1997, FDA womogneed dhat ft wonld cuforec the euscecrafl detoin regnlation
and awiit the decizion of the appellaic courly before rvipng its standards. Palloy ve 180-Dy Macketng
Faclusivity fior Drugr Magksted upder Abfrevigted Rew Drug Applicrtions; Clanfication, 62 Fed Rep
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Favordhle comtraling ™ (Walgroos Flx " Opp'n, Nov. §, 1999, Fix. 3 (Letfer From Jeson A, Gross,
Dirccter, Zeaitk Regulatory Affrirs, tn Dienrplas I, Sparn. Trirsetar, BFLJA Office of Generie Dz AFeb.

| 27,1998) {previouwsly fled wnder seal)).)

In 1ara Mfarch, 193%, hoih Geoneva and Fogith were poised to marded peneic vetioe of Hyirin in
the Digted States. (enevd reccived fina) FDA approval for it genevic capsule in Maorch enbject to
o palidation,”™ e fhe 30-month sty on its gaceic tblet praposal was set ta expire in October. Zenlth
doalamed. that it Was ready £ merket & gesric tablet upen rescist of & Syvorable decisicn fiow the Federal
Cireasit 404 final FOA spproval.? But competition between Abbot, Goneva, and Fenith for v Unined
States enpclort for gales of Tarmsrrnin Mpdroehloride ;lnigs did not mafenalizs.
3. Ablati*s Accords with Zenith and Gegeve

Akbatl snd Zength infouned the Federsl Cirendt an bMarch 20, 1994, that fhey wers settling their
dispte and arked the Cmmt 3 holkd Zepjth's appeal inaboyanee, Then, oo Sfarch 20%, Abbott reccived
o 'r'"d-?'
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wppes], whether before te Federsl Coroudt or fan Stipreme Coltrt, Genov elso pledzed net o tawsfor i
tights l‘.ﬂ its AMIDAS or the Il Awpproved ayuule. I Abboi ¢lociod te lerminate s payments in
¥ebnary, 2000, Geneva would enjoy the Tight ta market teramosin hydrochlaride praducts ju the Uhied
Srarce without ohjecten. (I8 st 4.3

O Apmil 2, 1992, and for the follawing sixteaa moaths, Abvotl 50l the, only tragesin
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PISCUSSION
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Ag provioasly mentioacd, ﬂ:c Sherman Aot Plaintiffs sock o partial aumomry judsment that the
dofendunts comirrited & per e viokatfion ufin:ti;;cu ane of the Bherman Act by vomtracting b allacale the
Upited Ftwtes gordoet for terazosm hydrodhlorige products, fiereby stifling domertic competition and
regrieting e nutped and sale of Fenene versions of Myt mdw connfer that (ke chalbrnged
ugpniericaly beadial fo fasler competifion, imposed oaly incidental mstraints on grneric drug praduction

mimeing Buss uposed by low, and caused 0o bapm b the plaingffe. Zanitl, in paliaitar, relies vn
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whether %' [he evidence preconts 2 dutfieient diragpecment to requine sobmiceion t a jury ar wrheter & in
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Broadoust Music, Inc, v, Columiria Broed. 3yr, 841 U151, 15-26 (1973); Northern Poc. By 0o v
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A The Chollenged Accards are Tilepal Bar X
“MWhether the ultimate fndng is the product of v preumption or actuel warkst anaiysis, the

acsenitix] fngeiny remaing the Same—wheihar or lmt e challenged restvaint crhances conmpetilion ™
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ANTITRUET Levw 15034, at 372 (1966} {"Bvery eatitrust suit shauld bogin by idonbi tylng thic ways i
wihich z clellagsd reetaive might possibiy Trprais mm.pctiﬁm."}. The defrndarnts” aprecments coutain
MinwTie covenacts indmyical bo Bec enderprive.
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drugs climbed. Sex xencrelly 11 HERBERT HOW. AMTTORUST Laws ] THGZa, at 191 {L99E)

["HovECAMPTT (poting that honzontyl sgreements “thable partlcipanis o reduce: the omput of goods in

e ial s 1 ol [ — L : 'hr;n_.a Y o [T PR S T N

. g

bl TR K

weliere™). Lustead of bmuving the tigors of sampetitian, or uRitaes 5 avmamg Hlw: aproe, Geveva arad

Zaenith both mede pacts with Ahban'ﬁ "mh.\m:l;- their eqlloctive profits b the detrinent of dmsgtanes, ™
Abbolt disatded Geneya and Z:n-iﬂi from marketing the fst pearsic tazosin hydrochlovide drugs In
thr. United Stabes for m‘fndcﬁu@tf_pfd_ud, Primumut=d therisk that eitteer drug mz.knt*m:ﬁqla;l sell oo
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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,
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Coul 1eyiew, even if Gooeys ol:tained 2 favorble uling fromn the Fodoral Choaail in eatisfiction of
FDA's successfirl defente niprrerment. This desipn did not cotance cempetition, "
Cleneva wirild kave becn ehle bo market temzosin iydiochturide products in the Urited Statss
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patently uprasenalle, See e Cardipes (0 Ageifrae Littg., 103 F, Suqp. 682, 899 (B D, Mach 2000}
[“Ckrdizem I} (cornchiding that dnig makens® allegrd agreement to sllocste Thifted States mardet for
brund-name drag Cacdinemn GI providad “em mcml:m: b shuy o the et} Cardizem I, 105 T,
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probshic that Andix would enter the vurket™). The Genova mt clearly seught 10 swmiad] the
domestic e of genedo temzogin hydrocklorida drs.

The: Zonifh Agreament alsa soupl. (o 1estein Jomeitio compeiition. Zemih coafidentially sxmeed
ta trrminate its potantially weritnious ehdlénge to Abbett's Bymwin patengs In fhe District of New Jerscy
ayid e Fedeuyd Circoit 0 exchagpe for thrae millien dollee. Thereafter, in o separubs sercs of
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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. lacffectore Hafzrnindg .
Wexr, th: defindents conted that their agreements conld pot tnreasonsbly restnin the doguestle
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
exclusivity cn Murch 31, 998, Alihough the Court acecpts the deferdants” allsgations of fact az tros for
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 '
conspiracied wuder the: Shaman Act'sre not depeadent an any avert act othec then the oot
" 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,
Unsited] States v. Secony-Feacyurs Oif C., 310115, 150, 224 0.59 (1940) (ritations cxvitted and cmphesiz

added’, pre Mirfeape Cowntfy Med, Soc, 457 U5, st 365 (following Socomy-Fitewm O Co. desisiou);
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In it Fenoosds Hirirechloride Andmust Livg:
Civ. Mo, ¥ MDL-1317

pyrial Snnmary Tudpmesr Ood=r ) i
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B. Simiiarily of Accgrdd to Cogtructs Beyond the Scope of ¢ha Por Se Rule
Having failed o ideatify & petnnne iz of fact concerying the anti-eormpetitive potrotis] of their

agrecrmepits ta wllacats the Unmibed Btates fnatkct fir torazosin hydrachlobls poedusts b Abbaft, the

. defendams anteanpt 10 edrasy dacl wvvopds a5 oy compasts, petent saitlsinonts, ar patidens nod prizjeat

1 the per senle, These effarts sre alse umpa s sive.

Zemith, Getsva, ard Abbotl szt that B inepact of their arresments "5 nof Enmmediately . . )
aheious" hecalige e fediciaay lacks exparionee with “apmemafs] hebrren brarni{od] and peneric druy
pvrrifecbisers - . . fo eeitle neve]l delisbing cloims and puent lingation and {lo] speed intoeductiion ofthe
gattezic | . prodit inte the madeot ® {Feglth Opp'o ot {2 see Geoeve Opp'n, Mar, 21, 2000, ar & (Yoo
a singls court has cvalested whedler agreasemgs Sich as thees. | - an: suticompetitive’y; Abhatt Dpp"n.
My, 20, 2000, at 23] This assertion is fncorect, Amecisan conrts lmve eienoive expiriknss with
Lorizeonts] macker silocation ayrecacnls s their faresoeable anti comptifive. offects.

Wimmltbclmbm thiz paimi, the nadisprted reserd s the plzin Sexe of Alboit's agrecments

with {cnewa and Zaiith boipeak the dafedants™ iment tu clifinate domestic copprtition for sicd of



In n Terazenin mﬁ!ﬂfwﬁdmm;;
Oy Mo, 93 HDE-1217

Partia! Foanery hdgment Ondar
pag=17 .
il 2 0GR ﬁij_.""f P el &) 1% 2 Y il N .

- . * = i

"o

- * LT

' Yrading Corg. v ferrica 924 F.33 1555,-1567 £11% Cir. 199§), but the 3ule need nat “be refustified fix
_every industry that hasnut been subject b significant entitrust lifipation  See Mariapa Caunty Moad,
Soc.,, 457 U.S. 2 350:5), The Sbeouan Act “sstablishes onc woiform fule apptioble to 2l industrics

allte.” Socony- Froudi CEI e, A0 TFS. ot X272, Condrary to the defendantc?! pascrfione, this case does

1F-#_I..I.I\I:_.. - R o wt i-'Lﬂ'—i- L 'h_l.__t -
J.J.—'I i
¥

labols - - wound leassly ™ {Zenfil Opptu pt 12 {mixlion winitted) } The defordants’ confidenrial and
.

vempehensive allocation of the Tited States marknt for the 22k of lerszosin hydrochlodde produsts
shanfd be denmmsed 114 the per = mle,
2. Fratent Mﬁulcnﬁs
Zonith and Abbatt clatm that the challangad toanrds erc enalogeas to patent scilleguont
| agrosswuts wud 4t e per se nule does it apply to such selioments. (Zenith Opt'n #1 12; Abbott
Opp'n 21 26-27 {“antitract peane comidaring sepflamants of patent . . . difpuley are cansistenty svalieled
wader the rule ol ceesom™.) Again, e defendants are mistalrn. Albot’s agreement with Grenews Jid

not resolve ils infringement suit in the Northan Pistrict of Minos, and while Zenith spronl to dismiss its

-

* -,‘ﬁ l:"_ | -

i m

=1
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US_ 657 (1965), Fastern AR, Precdsats Confervnca v Mot Moloe Frefprhy, 65 TR, 127, 137238
{1961). The Muwrr-Fraringion dnctine “prodecly] thase aces reacanably a0d pormvelly attendest upen |
effmetive litipation,” nclding Soeats of puit, mud dmnand ledbers, AMdapen, 358 F.24 o2 1560 (siaton

mﬂins:d},l;mdocs.nm condane coqtrzcts bearitg & “mecmblancs to the combinations normatly held-

*;_lf..fE‘..{*‘t“ PR P . B - WL 1] A Bo ndol o = Ci

TS, 08 528; sec ANied Tube & Condult Corp, v. Frdian Heod, Irc, 426 W5 492, 507 (198%),
Consequertly, the challcnged ayrounents ar nat entitled te refage unrl::r fis doctrine

. Abhots confidemtia] AprecTuents with (eneva agd Fendth wops it begdtimate oflorts 10 jafloencs
prblic afficinls; ratler, they hoplemnbed fhe defendurts” scheme toreetcaln e domestic eale of proene
terernzin hydrochionide product: W’l‘tiﬂui govemment stutiny, Neerr-FPeasingion immmity does kot
apply to rovicaints adomod by private entitios it exicods ouly when “ths alleged restraint of trade [is] O
intended cogecouencs of publio aotien.” FFC v Superior Sowt I!r::si,tmﬂmm,f AR UTS A, 43

75 1930}, Puriher, clendestine restrainix of trade aro oot “wormaHy 2Hewdead upm™ patcnt Brgefion,
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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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