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INTROINICTION

In its answering buief, Schennyg concedes that it paid AHP %15 million in exchange for an
agrecd-upon entry date of 2004; and, although the parties deny it, the overwhelming evidence
shows that Schering’s $60 million payment o Upsher likewise included payment in exchange for
an agrocd-upon entry date of 2001, That evidence ineludes nearly all of the partics’
contemporanesus doctments, he agreemenl itseli, and the parties”™ own udimissions. Set against
that, the parlizs van paint to virtaally nothing other thao their own sell-serving denials al insl, s
redacted Board memorandmm prepared in anticipation of lepal scotiny, and 2 sales forecast
created affer the $60 million and entry date had been agreed to. Tndeed, with Schering having
expressly offcred AHD a paymaent 1o exit the same market only 2 fow months before the Upsher
agreement, and having paid AHI* $15 million for an apreed-upon entry date only months affer the
Lpsher agresment, it is hard to imagine a stronger evidentiary basis — short of an actual
confession by Lhe partics — [or concluding that Schenng paid Upsher for agrecing o the 2001
entry date.

Having vigoronsly denied that it ever would have compenzated Upsher for the 2001 entry
date, Scheriny insasis . the nexl breath thal there s aothing wrongg il did. Bul Lhe parlies’
conternpnraneous efforts to obscure the nature of their agreemeant provide a truar reflection of
what they recognizcd as its likely competitive ellect than all the post-hoc rationalizations of their
experts. Tndeed, the nature of the AHT and Upsher agreements is nothing new. Rather, they are
a type with which the antitrust laws are oxeccdingly bunibiar agrecments bolween competitors
that perpetuate monopoly profits and then provide & means for sharing them. None of the
justifications raised by the parlies lo explain away theit agresments — the uncertainty of

compelilion, the sclilenent context, the asserlon ol palent nghls  enbilles competiors Lo apTee




to perpeluale and share monopoly profis. No procoropeltive Juslifcaion bis been shown In lhis
case. Tothe contrary, the evidence conclusively establishes that the agreements delayed
expected compelition in a market where Schering exercised monopoly power, (0 the benefit of
the parties but at great cost to consumers. The agreemments accordingly should be hefd to violate
Section 5 of the FTC Act.
L The Commission’s Dle Nova Revicw Owes No Deferenee to the ALJ"s Tegal

Conclusions Based on Witness Credibility

Respondents argue that the Commission should give “praat deference”™ to ALY Chappell’s
coclusions lhal are baged on witness credibalify. SAR 36-37; UAPR 32-36. Although the
Commission “can . . . give some deference”™ 1w an ALT's determinations of credibility, this policy
i3 premized on the assumption thet the AiJ “closely scrutiniza[df [the ] withasses’ averall
demeimnor.” Yrany Uaion Corp, 2000 TTOTERTS 23 al *3-*9 (20027 (inlemal quolabions
cmitted} (quoting Horizon Corp., 97 F..T.C. 464, 857 n.77 (1981)). Such deference is
unwarranted here.

First, gven thongh ALT Chappell uses the terma “ercdibility”™ and “erodible,” he made no
tindings of fact based on wilness demesnor al taal, Instead, s “Conclusions of Law and
Anal yais™ uses these terms as shorthand for “greater waight of the evidence” See, cp, T RO
(*"Withour a proper market definition, Bresnalian's opindons [concerming Schering s monopoly
power] are without proper foundation and lose credibility.™). Second, even assuming that his
credibility determinations actually iouched on witness credibiiity, ALJ Chappell provides no
particnlanzed support for these determimations based on his obscervations ol the trial wilincsscs.

See, e, Certified Blde. Prods. fnc., 83 FT.C. 1004, 1029 (1973) {sctting aside ALYz credibility

]




findings hecause they were not supporied “with any depree of particilarity’™). Third, as this chart

shows, the AT eopied verhbatim much of the “Conclusions of Taw and Analyss™ porion of bos

Tnitial Decision (1D 81-11%} - including the credibility detenminations — froa respondents’ tiial

bricts, raising serious doubts about whether he actually considered the evidentiary rocord as a

whole. Accordingly, the Commission should give no deference to ALY Chappell’s credibility

determinations, and review the record de nove.!

Initial ecision Respondents’ Briefs Tnitial Decision - Respondents’ Rriefs
Bl (72-3) UPCL 1 102 {91) SIIB-U 6364

B4 M2y UPTE 67 & n.6 106 {11) LP'TE 50

84 (3] UFTE 4:2-03 106 (12-3) - 107 UPTR 1-2

R6: [4) BPTD-T 6692 107 (12) LPTR 3,35

BT {M5)- 5B {1y | UFTE 63 .64 108 (1) LPTE 34

BH M- 802y | UPTE 6d-66 108 {M2-33 LPTR 1214

51 {T1-73 TTPTRE 34-35 109 (4} -1 1071y [ TPTR 2627

41 (1-3) LIFTHB $6-3% 110 (2} LIP3 29; SPTR-U 19
o1 My TTTE 6362 114 {13 U1 1iE 3031

a2 (f2-4) TFTE 69-T4 111 {f1-2y UPTE 33 34
a3l iTETT 76 L1 (3 SPFIBE-E9

03 (12-4) LRI 0-52 12 (42 LPTR 3¢

94 (1, U#IH 8291 112 (3 - 113¢q1) | Ut 1

94 (42-3) UI'TE R4-56 113 [f1-h LI 111-14

a3 (1) UFTE 37 114 (2 43 UPTE 11417

a5 42} UFTE 3% 115 {23} SPTH-UJ 63-60

1o CFR. & 3.54(a) (2002) (The Commission “will | 1 the exlend noeessary or
desirahle, sxercise all the powers which it could have exercised if it had made the initial
decision.™); soe afso Trans Union Corp., at *B-F0; aceord Amrep Corp, W02 FT.C 1362, 1670
{1983 (*[T}e Commission, not the ALT, has the uitimate responsibility for finding of tacts.).
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GG (52 UPLB 3y, SITB-U §1-62 116 {73} UPTRE 3040 & 0,10
7 (53) SIIRT 26 117 (11-5) UPTRP.41, 43-36

97 (%4) - AR(Y1] | (TPTR 37 118 {41-43 UPTRIS 26-4%

93 (§1) SETB-T: 61-62 119 {§1-3) UPTIR 12022

99 (43) - 100 TPTE 33; SPTR-1 6253 119 {434 VFTRE 52.52

100 (4] - 102078) | SPTB-U 63

Respondents cite ne cases 1o the conrary. Universal Camera Corp. v NLAE, onted by
Upsher, deals only with how federal appellate courts should review administrative decisions.
340 LS. 474, 47601 (1951), Upsher agnores the Supremnc Coord’s waplicad cation m FOC v
Alleniown Broadeasting Corp. against applying the Universal Camera framework to an
admianmisieative agency’s reviow of its ALTS™ decisions, 349 ULS. 358, 364 {1933}, Cinderelia
Career & Finishing Schools, Inc. v, FTC, cilod by Schenng, simply holds that the Commission
shonld review all signifeant portions of the factual record and not ivnore the Al s initial
deeigion withont articulafing some hagis for doing so. 425124 583, 389 (D.C. Cir. 1970},

The Commission cases respondents cile uleo wre mapplicable. In lhosc cases, the ALT
plainly reviewed the cotire record, as required by Commaission Rule 3.51{c).* Here, as in Adolph
Coors Co., it is doubiful that ALY Chappell based his initial decision upon a consideration of the
whole record, boecanse he “relied to an exlraordinary degres upon [respondenls') proposcd

hndings and conclusions ol kiw,” made findings of fact “hased to a considerable extent on bits

2 16 CFR.$ 35Uy (2002). See Horizon, 97 F.T.C. at 857 (findimg that *the record as
a4 whale adequately supports most of the findings and conclusions entered by the ALT™): Southern
Stertey Divtrih, Co, BIFETAC. 11260, 1169273 (1973) {finding ALT had considered all of the
relevant record evidence on 1ssue before making credibility judgment); Diener s, fnc, 81 FT.C.
9445, 974-83 (1972) (finding respondents could point to no record evidence conflicting with
ALYz credibility judamentl;, Leitox, fre., 73 F.T.C. 578, 604 (1968) (Anding wimess's 1cstimony
consistenl with record evidence).




am] pigces ol unsupported and self-ssrviny testimony, much of which is contradicted by
documentary evidence,” and “simply ipnoved” much of the evidence relied upon by complaint
counscl. 83 TVT.C. 32, 177 {1973}, Cemscquently, the Commission should review the antire

record de nove, md make its own findings of fact and conclugsions of 1aw ?

LI Schering Paid AHP Not to Compcte Until 2004

Schenmy now concodes that it paid AHP $15 million for its agrestnant ot to ertet witil
20, See SAB 49-51. Stiikingly, Schoring’s anly point of contention appears to be its claim
that $5 muillion was paid for the liigation contingency (that is, the risk that ATTP would prevail in
the patent suit), but up 10 $10 million was paid for the F724 contingeney (that 13, the risk that
AHP would gain FDA approval for ils product).? Accordingly, there Is no factual dispute that
Schering pad AHF lor its agreement to the Janunary 2004 entry date. The anly remaiting
question, therefore, is whether Schering’s $15 million payment to its potential competitor in
cxchange for an entry date six years later is anticompelitive, See SAB 64, We show that it was

in Sections IV-VIL*

¥ De now review is particularly important since ALJF Chappell applied the wrong
standard of proof. See Complainl Counsel's Modion [or Leave Lo File wn Appeal Brief Exceeding
the Word Limt in lhe Commission’s Rules ol Practice (Tuly 15, 2002),

4 AHP would et the GUl $10 million if it obtained TDA approval by Tuly 1999, and
lesser wmounts i approved thereafter. The agreement thus expressly tied the size of the payment
Loy how soon ATTP hecame a competitive threat, See CX 472, CPF 872,

5

The agresment that Schering now concedes it made with AHP appears defensible only
il zay uncertainty regarding entry  litigation or otherwise - pormils an meurabent 10 pay an
antrant to stay off the marcksl. For example, the agreement that Scheting describes appears Lol
different, and just as illegal, from one where ATTP lacked only TDA approval; Schering agreed to
pay AHP $10 million to stay out of the market untit January 2004; and Schering thereafter agreed
to supply ATTP with product to be sold as 4 gencrie.
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I.  Schering Paid Upsher Not to Compete Until September 2001

Having concedesd thal it paid AHP 515 million in exchange tor an agreed-upon entry date
{on top al$15 million paid for licenzes to ATTP products), Scharing stil] dhspules thal sny portion
of its $60 million payment to Upsher was for the parties” agreed-upen entry date. Schering
makes that contendion despite the fact that the AHF agreement was only months gfter the Upsher
agreement, and that only months before the Upsher agreement, Schering had expressly oflersd to
pay AHP to stay out of the market. CX 450 at AHPOS0019¢ { AHP would reecive compensation
for K-Dwr-20 sales “in exchanpe for which [AHP] woulit ceass its etforts to gain PBrA approvat
of its accused generic version of K-Dar™).

schering admirts that Upsher asked to be paid “lo make up for the income that | Upsher]
bad projected to cam from sales” of genenic K-Dar 20 {CX 338 at SP1200270), just as ATTP did:
and Schering understocd Upsher to be asking for a payiment for delay. SAB 37-38. Schering
also admits {actually, allirmatively avers) that its connsel apined i Mw months Luler that it would
¢ ** morc reasonable™ for Scheriny to pay a potental peneric competitor based on “the amonnt of
revenuas that the entrant could be expected to earn if it entered the market,”™ CX 1525 a1 30-
31{Rulc dep). And it docs not clispﬁtc that its paymcents to Upsher  $60 million — match
Schering’s internal calculations of what Upsher was expected to eamn in generic K-Dr 20
revenues fom the e of the scitfement unfil Sepuember 2001, CX 283,

Ferhaps most telling of all, Schering adimits that the $060 million figure was chosen before
Schering ever evafuated a single ftem in the Upsher porifolio. CPF 242-43. Schering

nevertheless asics the Commission to believe that, by some happy coincidence, the portfolio
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revigw turned up an Upsher product, Niacor-SR, that just happenied 10 be worth &1 least S60
million to Schering. Turthering this remarkable coincidence, the parties claim that this product
was uniquely valuable to Schermg, so that Lpsher had so forcgone opportunity costs from
liconging it to Schering — not a single company had offered Upsher a dime up-from for the
product, but it was so uniguely vilwable 1 Schering thad 11 could approve a $60 million paymcnd
wilhout any of the usnal due dilipence assoctated with such licenses.” Tndeed, according to the
parties, Niacoi-SE was such a singular opportumily thal Schering could amharize paying 560
million — double the amount it had ever paid in non-contingent license fees — based on little mere
thim & single forccast by a single employee preparcd in the cquivalent of 2 “little hit morc” than a
sinple day’s work, CPF 423, 417,

What evidence do the parties point to in suppert of this explanation for the $60 million?
They carmod point 1o the plain language of the parties’ agreement, because it shows that some
consideration was for the agreed-upon enlry dale, They canmot podnt 1o evidehes showing that
Schering had no incentive to enter into such an agreement, because the evidence is
ovarwhelmingly the other way, ag Sehering tacitly admita. SAB 8. They cannot show that the
licensing review was handled in the ordinary course of business, because it wus not.” They

cannot even show any evidence linking the one sales forecast that was done to the decision to pav

®  Unless the product was uniquely valusble 1o Schering, it would Dot ercale the “value”
that the parlics claitn was veed to bridge thewr dilferences in settlement, I Upsher would bave
gotten 560 mallion for Wiacor-5R anyway, then T7psher got nothing from the seftlement for its
foregone K-Dur sales — compensation that Schering admits Upsher demanded. See SAR 38
{TIpsher songht “to replace the cash flow [it] had hoped to receive from siles of yenenc K-

Dur 20 had Upsher won the patent case™).

Compare CPF 4806-380 (Sehenng’s ordinary liccnsing practices) with CDF 417-53
(MNiacor-SR).



$60 rmithon and to make the payment guarantead. Tndeed, the only record evidence explaining
the amount and seucture of Schenng’s payments is consistent with payment for the agreed-upon
entry date.

In the absence of conercte cvidence, the parties principally try to change the subject, by
criticizing our cxperts. Boyond that, the cvidonee they rely upon consists of

. A redacled Board memorandum, from which key infanmation has been withheld:

* A sales [orecast showing what the product estensibly might carn Uit was cver
approved, which it was not;

. Schering’s interest in 2 different {and possibly better) sustaincd-release niacin
prednct, for which it had refused to make eay gnaranteed payment only a month
earlier;

. Foreeasts regardinp the ostensibly bright prospects for sustained-retease niacin —

forecasls which Scherny expressly rejectad, and finally,
. The self-serving, uncorroborated testimorny of the parties’ witnesses at trial.
Asg discussed m the pages that [ollow, this evidenee does not eome close 1o rebutting what
the parties” conlemporancous documents and adimissions plainly show: Schering patd Upsher in

exchanpe for its agreement to the September 2001 entry date *

¥ Upsher “reserves ils objection to the use” of nvestigational hearing testimony, UAR

22 1.2, The testimony al 1ssue 15 stafemenls by Scherng™s negolisiors aboul Upsher’s repeared
demumuds 1o be paid far lost generic K-Dhure 20 revenues,  Upshar docs not dispule that thess
transcripts are part of the administrative record, having been admitted as party admissions. Nor
does it offer any reasom why, as Schering’ s party admissions, this testimony cannet properly he
nsed to prove what Schering bought with its $60 million. And, 1 psher’s objections abort a lack
of opportunity to conducl ¢ross-exanmination are untenable, since Upsher had ample opportunity
to do so duning the administrative procecdig. 16 CF R § 3,410} (2002); see Hichardson v.
Perales, 402 15, 389, d04-05 (1971 (rejecting party™s hearsay objection where party fadled to
subpoenta and cross-examine declarants during hearing).
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. W Mr. Audibert’s Sales Forecast Docs Net Explain
the 560 Millior Guaranteed Payment

Although respondents do not contest that the $60 millien Schering paid Upsher matches
Schering’'s estimatc of Upsher’s 1ost sales of gencric K-Dur 20, they nonctheless insist that they
fortuitonsly found a produact in Upsher's pipeline that was worth the same samonnt. Aa support,
they focus almost exclusively on g sales Treeeast prepared by Tames Awdiberl o mid-level
Schenmnye ernployse — which simply projects that Niacor-SR, if approved, might yield mors than
$200 million in net present valoe over ten years. Schering devoles a full seven pages to
bolstering Mr. Audibert’s qualifications and to what he purpertedly did — in a “little bit more™
than one day o prepare his forecast. SAB 17-24.

The issuz, though, is nol Mr, Awdiberl’s qualiGealions, nor Lhe Teliabilily of his Niacor-
SR sales forecast.” Rather, it is whether a sinple forecast tmunps the direct evidence linking
Schering’s $60 million payment to Upsher’s generic W-Dnr 20 entry date, and can establish, by
itzelf, that the paymenl was entirely for Niacor-SR. Tt cannot do cither, beeguss a sales projection
alonc reveals little about the size of the nen-conlingent payment that Schering would have been
expected Lo coTmt.

The testimony of Schering’s managers demonstrates the limited ubility of such a forecast:
itis “a lot of guess work™ (CX 1494 at 42-45 (Driscoll TIT}), depends heavily on assumptions,

and is only “part of the ¢conomic prefile of the [liccnsing] opportumity.” CX 1550 at 79 {Poorvin

" Mr. Audibert’s sales forecast, however, rests on several Nawed assumptions rajsing
significant doubts about its reliability. See CPT 456-84A. Tn addition, his sales forecast departed
fron the detailed torecasting Schering normally conducts when considering a dmg for in-
licensing. See CPRF-S8 1.283 (dcscnbing the cleven-step Niaspan sales forecast conducted by
Schering).




dep). A forecast makes no adjustment for the various risks that exist in bringing a drug fo market
— e.g., that Niacor-SR wonld not be approved (which il wasn')™ - or that, if epproved, would not
Hve up to axpectations.! Dceisions on whether to license a product and how much to pay up-
fromt, 1F an}fthing', therefore, are necessarly based on “a Lol of reasons”™ (CX 1515 wl 106 {Luawda
TH)Y — a sales forecasl beang but “ane of many conaiderations that are used.” OX 1530 at 79
{ Poorvin dep).

The evidence from Schering's comyparable licensing transactions confirms that no

relationship ¢xists between a product’s projected sales (coonomic valuc) and the siec of the non-

contingent paymert.
Non-Contingent
Ecvnomic Yalue Payvmemil
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'“  As Upsher’s expert said: “[3]ore than in most other industries, there is a substantial
ik thal amy particuiar product in the pipeline 4l any time won’t got inwo the market.” Tr.
26:6216 (Kerr); see also CX 1550 at 128 {Poorvin dep) {[Elverybody knows . . . that (ihng an
NI*A does not guarantes approval ™).

" See Tr. 19:439) {Landa) (agrecing that commereial suecess of some products falls
well below pre-approval cxpectations).
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Mol surprisingly, Schering ermphasizes the single transaction — the Cetitocor deal for
T
rmssesnecens Pyt evien this deal baars little similarity to the Miacor-SR transaction. First, by
focusing only on Remicade’s ceonormie value {(which 12 bascd on Schering's “lower rangs™ sales
calimmate), Schering canvenlently ignores Remicada’s “npper range™ annual sales figures — sesness

BEEERSEF RS E RS F S O I:I-I IREASEEER SH{:DD.[:I . S [}hﬂl'h'lg

balieved Bemcade was a “hreakthrowgh”™ therapy (Te. 19:4480 (Lawda)) for treatment of diseases
D T R T T R P R T P R T ]
drug which Schering considered to be a “*half a billion plus type of product.™ X 1516 at 9-10
{Lauda dep). In contrast, Nacor-SR was an old compound in a erowded market. CX 341 at
8P120247; CPF 264-86. Third, Schemnyg expecled Remicade’s seeessmmsssnasmmmsssnssanasmnmnssnssn
sessseasnsrasivssansenssennen: nongtheless, it did extensive due diligence to assess the product’s
POLCIAl, =eeremsssrasssnssasssssnesnnconsnssansssnseas; CX 1516 at 13-17 (Lauda dep). Tn contrast,
Upsher had not even submitlcd its FDDA application [or MNiacor-SB, yut Schenmg did virlually no
due diligenee hefore guaraniesing S60 million.

Despile Rexmeade’s potential as a “hreakthrough™ therapy andd ssssssesiessismirmiistiision
Schering stili protected against the dmig’s pessible failure by smucturing the bulk of the licensing

minpmsaliull 'LG Cmmcﬂr (LIS LL AN LA DL Il Ll LI L Iy Iy LIy el PR R Rl LRy L]
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mmssrassonausrnroasseersranersr ([PF seservenseresrerene 32, ververssessesarssanseas By tying paymerds
to performance, Schenong ensures that i receives something of valuc in relam for ils investment.

In contrast, if the 560 million non-contingent payment was tor Niacor-5R,, it would not
only represent twice as much as Schoring had cver paid 1 non-contingem foes, but also would
stand out as a striking exception to Schering’s standard licensing practice. Nearly al! of’
Schering’s payments o Upsher came up-frond, no-ysinmgs sllached. By so strucluring the
payinants, Schering assumed the risk of product failue.” While Remicade’s upside potential
explains its $30 million non-contingent payment, Scheting cannot explain its decision (0 pay
double that axd take all the dsk For sustaincd-release niacin, 2 drug whose market opportmrity
was “narrowing even prior to its infroduction.” CX 358 at SP002720.

Thus, whalever the merits of Mr. Audibert’s safes projections, his orecast, does not
explain Schering’s 566 million payment o Upsher. |

B. Schering’s Board Memo Confirms That Schering Paid
Upsher to Stay off the Market

The memorandumn to Schering's Board seeking approval tor that payment does. In that
meme, Schenny menagers wld the Board that the agreement’s paymend, temos were dicladed by
TIpsher’s insistence on a “guarantead income stream™ to Teplace the revermes that TIpsher

expected to forgo by agreamg 1o stay off the market until 2001;

T By trying to divert attention to “total investment” (SAB 27-30), Schering mns away
from the critical distinction between comlingent and non-contingent payments. But it dossn’™t
take “much business semsc 10 know that a preferenee would be ko adjust payments for
contingencics if onc conld.”™ CX 15350 at 223 {Poorvin dep).
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Payment Torms

In the eonrse of owr disciessions with Upsher-Smith they indicated that a prarequisite of

any deal would be fo provide themn with a guarantesed incoms stream for the next twenty-

four months to make up for the income thal they had projzcted to eam from sales of Klor

Con had they been successtul in their suit.

CX 338 at 5P1200270. Notwithstanding this clear staternent, Schering claims the mema shows
that Schering's Board was told that the license opportuntty “eould only be approved if it was of
sufficicnt value to Scharing, separate and apart from the settlement,”™ and that the Board therefore
must have made thul delermmaiion. SAE 24,

The rmeama says no such thing, Instead, the language on which Schering relies — a partion
of a scotence that 15 parhially redacted — merely recounts what Schering purportedly 1old Upsher
during the nepotiations. CX 338 at SP1200268 (‘REDACTED . . . we informed them
[Upsher] that any such deal should stand on dts own metit independent of (he scttlement.™). This
thin reed simply carnnot support Lthe inference Lthat respondents wouid have the Commission draw.
Whether o not Schering woold have beer interested in Niacor-SR absent the sctilement, 1his
contemporansous document shows that the deal’s payment 1enns were designed to compsnsate
Tpsher for revenues it expected to losc by scltling (and were not merely to satisfy some vaguoe
“desire for cash™ on Upsher’s part).

The testimony of lwo Scherng Buunl members thal their approval required them to
agseas Tthe deal onits own, independent of the setttement (SAR 24-23) is airnply ol barne oo, by
the memorandum on whicl: Scherng relics. In any cvent, the directors had neither the
information nor expertise to conduct an independent assessment of Niacor-SR. CPF 220-21.

They considerad the licensing proposal for no more than twenty minutes. CPT 220, The

directors understandably telicd on senior management’s recotnmendation — as they bad always
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done. CX 1526 at 33-34 {Russo, Patncia dep) (Board never rojected management’s
reconrnendation for a licensing agreement); CX 1500 at 41-42 {Garfieid dep}. In relying on
senior management, Board membcrs natarally cxpected that “all the necessary backup work was
done by the responsible people reporting to the top management.” without inquiring into the
natore or extent of that backup work. CX 1528 wi 20 {Schreyer dep); see alse CPF 221, 383,
Bul, lhey were nevar informed, for example, that Schering’s Buropean operation had already
rejectad the Niacor-SRE licensing opporlunity -- a fact al least one dirsctor thought “[w]e probubly
should have been aware of.” CX 1485 at 33 (Becherer dep). Tinally, they never saw the actual
agreement, the tenns of which link Schéring’s payment to Upsher™s promise to stay ofl the
markcet.

C. The Evidence Contradiets Schering’s Statements Thal it Woulld Not Pay
Ipsher tn Stay off the Market

It is undisputed that T psher demanded a multi-million dollar payment to stay off the
market. As Schering admits: “Mr. Troup, Upsher’s CEQ, expressed a atrong desire for cash
tlow to replace the cash thow he had hoped o receive foom sales of peners K-Dur 20 had Upsher
won Lhe palenl case™ SAHB 38, The dispute, therefore, is whether Schering acceded to that
deniand.

Schering claima it did not, relying primarily on testimony from its Associate Cieneral
Counsel, Jelm Hoffman, who purportedly told Upsher that “Scheting was not poitig to be payimg
Upsher-Smith to stay off the market.” Tr. 15:3540-41 (Hatfinan). Irom this testimony,

respondents ask the Conunission to infir thal Holfmam provided Lhe same advice to his chienl and
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that Schering complied. Having chosen to mainlain their attormey-chient privileze, however,
respondents offered no evidence o link Hodfiman's statements to Schering’s behavior.

Not anly has Schering finhad to provide evidenee e Justily this inferential leap,” the
evidence nol shroaded By privilege shows tite opposite. 8chering already had decided thal 1t
woukl compensate a generic if the arrangement would keep its product off the market. Justa
month before the Upsher settlemerit, Schering propozed to pay AHP to drop its genenic product
and instead promote K-Dur 20, CX 459 (AHP would reccive compensation for K-Dur 20 sales
“in exchange for which [ AHP] would ceuse its efforta to gain FDA approval of its accased
acnoric version of K-Dur™). Schenng now eoncedes, despils lestimony by Schering wilnesses
that il would not pay to keep AHP off the market,'* that Schering, in fact, paid AHP 515 million
for AHP's promitse to stay off the mearket until 2004, SADR 49-50. And at least $10 million of
that payment had nothing to do with the merits o the patent ¢ase; rather, it was ticd solcky 1o how
soon AHF became a compelitive Lhreal, SAB 50-51; 1T, 12:2712 (Driscoll).

Maore ledling than Mr. Hoffinan’s negotiating postare is the testimony of Schering’s
nuts[d..a antitrust counscl, Fick Rule. During the AFP settlemcnl nogotiations, Mr. Rels told 2
foderal magistrate judge that 2 payment from Schering to tts potential generic competitor ATIP

would be “more defenable”™ if the payment were bazed on AHPs lost revennes rather than on g

Y Did Hoffman raise antitrust concctns with Upsher to get Upsher to lower its $80
millien demand for payments, or becausc he had 30 advised his client? Did Hoffman tell his
business poople about the antitrost risks of entering into settlement involving pavmonts o a
polential competitor? Did the Schering and Upsher business people actusliy listen to and follow
their lawyer's legal advice, assuming they were so advised” We'll never know becanze
reapondents have claimeed privilepge for (he besl evidence of what was said and done inside
Schering and Upsher.

¥ See Tr, 12:2631-32 (Holan)y, CX 1494 a1 109 (Driscoll 1H).
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share of Schening's profits. I 11:2584 (Rule). Calculuting a payment based on “the amount of
revenues that the entrent could expect to earn if'it entered the markst™ (CX 1525 at 30-21 (Rule
dep)) 15 precisely whal Schenng dwl repanhng Upsher, CX 283 at SPO18781 {(calculating net
rresent value of TIpsher's lost generic K-Dar 200 sales).

D. Respondents” Other Argonmenis

L Upsher’s attempt to find a European licensing partmer

The supposed interest of several companies in a European license for Niacor-SR does
nothing to further respondents” claim that the entire $60 million payment was for Niam.r-SR.
Pror lo leensmg Nincor-SR o Schenng, Upsher shoppad Lhe Europemn rights to “virtually
everybody who is a phannacentical manufactiwer™ outside of the United States. Tr. 28:6931
{Kerr). Over 40 firms — including ene of Schering’s Turopean subsidiarics — either did not
bother to respond or rgjected the opportunity ol of hand, ciling MNiacor SR’s “limited market
volume and lthe known side effects” (CX 849); “doubtfil . . . commercial prospects™ (CX §857);
“limited commercial potaitial” (CX 859} and “low tolerabyility™ and “risk ol [hver loxdcity].”
CX 836; see alve CPT 786-94, 799-801.

Respondents do not contest these facts. (Upsher details its failed attempts to Hecnse
Miacor-SR in Europe in conternporancons business documents, CPT ¥86-806). Faced with this
averwhelmingly negalive rexclion, respondents point to the modicum of interest shown by the
five remaining companies. Bt thia evulence Mudher nodemmmnes respondents’ position:

* Each of these supposedly interested companies expressed canceens aboul Niacor-

SE’= side effects or limited market potential. One company concluded  bused on
115 revicew of the same data seen by MMy, Audibert — that Niacor-8R “had a toxicity



profile that sugeested that it was not going to be a successful dimg.” Tr. 337386
{Egan);"

. They insisted on more time to conduct due diligence of the licensing
opportarity;'®

' Three of the compames cventnaliy rejected the Nigcor-SR liccnsing proposal,
citing, for cxample, the “cxtreme[] diffionl[ty]” in introducing Niacor-SR to
market (CX 569Y;

. Mos| imporlunily, nong of the supposcdly interested cormpanics ollered any
pavmng at all ke Upsher. Tndeed, the ons liem singled ont By Tlpsher as the “most
interested™ (1TPF 4 14) abjected to “high up-front and milestone payments,” 1TT8X
393 at TISL131EE,

2. MNiacor-SR and Niaspan sales forecasts
Ag abasis for Upsher’s ¢laim that the $680 million was entively [or Niacor-5R, Upsher
relics on testimony fTom its senior executives about Miacor-SR’s supposedly huge sales potantial.
UAK 6; sew, ege, Tr. 20:4831 (Dritsag) (expecting Nacor-SR to generate annual sales of at Teast
5100 million, and up to 5250 nmllion). Upsher alao pomnts to stock analyst projections af $250

miltion in annual sales for Kos's Niaspan as corroboration for 11s inlernal eslimates. UAB 7-8;

Tt 21:5025-26 (Kralovec) TIpsher's contemporaneous Miacor-%E forecasis belie Upsher’s trial

B See aiso CX 883 at USL11808 (expressing “concern over the elevation in the liver
function 1csts™).

18 See, e, CX 868 at USL11812 {three separate groups to review Niacor-3R for at
least six weeks before deciding whether to praceed); CX 380 at USL1 1827 {“expart phvsician
[t0] review the clinical data™ before a “po/mo go decision™).
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cluims. Five separate Tpsher projections estimate Niacos=-5R"s anmial sales to peak at 325

millien — a fraction ol the $250 million Upsher trumipeted at trial.

Pealc Sales Projecied  Exhibit

April 1996 $25 million CX 321 at USLO5243
Sepicmber 1596 $20 million C'X 322 al USLO5287
Gal:mhur 1901 $3.3 millicn CX 23 at USL12785
July 1997 $7.5 million CX 930 at USL13191
Scptember 1997 $11.5 mitlion CX 1094 at TISTA 1935

And, despite the analysts’ lofiy estimales for Niaspan,'” Upsher halved its own expectations lor
Niacor-$1& in the vear leading ap to the Miispan launch.

Retreating from the far lower forecasts found in their ewn contemporangous records, ™
Upsher executives claimed these forecasts were bascd on the assumption that Thpsher would not
have a sales [oree. See, e g, Tr. 23552725 (Ttoup). Tuhe conimary, 1he Torecas) preparsd jusi
two weeks after Lhe Schering/T Ipsher agresment, for example, is based on the explicit asswenption
ihal Upsher “will hire or retain 3 detail force 1o market Niacor-3R successfully.” CX B30 at

USL13192,

" Eyen Schering [ound the analysts” Niaspan prajections to be inflated: “Although
certain investment frms have publicly staied that “Niaspan is a $250 million product,” we don’t
necessanily share that view.” CX 5358 gt SPO0271% (csumating “peak sales for Niagpan™ at only
“134 million™).

¥ Jgnoring the comtemporancous documents citod above, Upsher points only to a long
outdated March 1924 document (USX 1563) to support it intlated Niacor-5R projections.
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3 Schering’s intercst in sustained-release niacin

Respondents contend that Schering’s negotiations with Kos for Niaspan demonstrates
Schering’s genuine interest in Niacor-5R. SAB 40; UAB 8-9. While Schering’s interest in
Niacor-SR might cxplain its willingness to pay something for a license,'™ it docs not explain why
it paid $60 million in non-contingsnt payments for one. Schering’s refusal to cornmil anything
up-fronl for Nisspan 2 suslained-releage niacin prodect which respondents concede s at least
zoad as Niacor-SE — proves that Schering did not.

Scherng’s experience with Niaspan tells even more: Schering had serions questions
ahout whether sustained release niacin eould succeed - questons that wentl unanswered duning
its Niaspan roview. Schering’s Niﬂspﬂﬁ team leader docwmented that tar more had to be
undersivmd  meliching patent statns, regulateey labeling, ianulactoring capabilities, and prodoe,
liahility — “betore a deal could be made” for 4 sustained-release macin product. CX 546 at
SPOO2T770. Schering’s expert medical panel wamed that “niacin and, particelariy, sestained-
relcase niacin, has . | . [a] had reputation among primary care physicians,” and that Niaspan had
failed to overcome the “hver loxicaly” and Lhe “side efzel” problems responsible For thry
negative perception. OX 576 at SP02715, 02717, And ultimately, Schering’s Vice-President of
Sales and Marketing concluded that *Niaspan does not represent a large-cnough opportunily in
the marketplace™ to justify “distraction from [Schering’s] core businesses.™ CX 558 at

50002719, FProm thes reeard, 1t 18 simply not credible that Scheting committed to pay Upsher

¥ Dr. Levy westified that the terms of the Niacor-SR license agreement were

unremnarkable in all respects save ener the huge, non-contingent payment. Tr. 7:1336-37. Thus,
Upsher®s remaining arguments — that it invested miltions in developing Niacor-SR and that
doctors “encouraged” it to do so (UAB 5-6) — are irrelevant, as they go only to a point not in
dispute — that Upsher’s project (o develop Miscor-S12 was genuine.
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$60 million foradillerent {(and possibly worse) sustainer-releage ouacin product — Just eighl days
later — withowt consulting auy of its principals invelved in reviewing Niaspan.

E. The Terms of the Apreement Show Payment for the Enotry Date

The terms of the agreement are clear snd unantbipuous. Respondents’ effort to disregard
thesc terms, and “change the writing of the agreement’™ i3 comtrary to law !

1. Paragraph 11

Paragraph 11 of the agreement requires Schoring to pay Upsher S60 millon “imn
considaration for the licenses, rights, and obligations described in paragraphs | throwgh 107
Paragraph 3 ohligates Upsher to "not market in the United States itz Klor Con M20 potassium
chloride product . . . prior to Scpiember 1, 2001, CX 348 at USL03186-88, The agreement’s
imambiguous language hus direclly inks Schering’s $60 million payment with Upsher’s
promise to atgy off the F-Dar 20 marlket.

Respondents nevertheless proclaim that Schenng's 360 million paynicnt has nothing to
do with Upsher's waeed-to colry date. Respondents offer their version of the “intended”
meaning of Paragraph 11, and arpue that the Al nighfly ignored the apreament’s unamiignons
Lumguage, Bul i their effor 1o retreat Mrom the agreemenl s explicil lerms, respondents concede

that Paragraph 11 identifies the consideration for Schering’s payment. TTAB 28: SAR 4 1.

A Hulper v. Halper, 164 F.3d 830, 840-41 (3c Cir. 1999}

11

Seees it of Oventpre Township v. Emprire Moripaye: Servs, Tee, 775 A074, 179
(N1 Super. Ct App. Div. 2001) ([ Where the terms of a contract are clear and unambiguous
there is no room for interpretation or constuction and the cowts must enforce those terms as
written.”). The Fhird Circuit, in Halper v. Halper, cited by Schering, held that under New Jersey
conlract law, cxirinsic cvidence cannot be used for the “purposc of changing the writing”™ of the
contract, but “only for the purpose of interpreting the writing.” 164 F.3d at 841, Upsher’s case
holds likewizse. Atl N dirliner, Inc. v. Schwimmer, 50 A2d 652, 636 (W1, 1953}
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Consideration 18 not merely “hoilerplaie language.”™ UAD 28, Rather, it i3 the
“bargamead-for-exchange” of a contract that gives the parties the legal right to enforce tha
promiges made in return.?? By specifically identifying Upsher’s promise not to compeis a3
consideration [or Scherimg's payments, the yqeement creates specific contractoal rights for
breach that would not exist if the only considaration for Schering’s payments in Paragraph 11
were the product licenses (Paragraphs 7-10).% If the parties had intended that Upsher's
agreement to stay off the market would be consideration only for the settlement and not for the
%60 million, then their experienced licensing counsel could have drafted terms to reflect this
supprased intenl,

Deespile: the plinm langruaee o Paragraph 11, however, respondents sxonld have the
{_ommission find that the payment was nol for the entry date because it 8 termed a royalty, What
matters, however, is the payment’s purpose, not its name* Schering was willing to make a $60
million “royalty” payment only on the condition that Upsher would agree to stav oft the market
untit September 1, 2001, This 15 what the eontract says, und it means that some portion of the

payment (wlicther called a rovalty or not) was for the entry date. Moareover, The exininsic

2 Corbin on Contracts § 5.1 (2001); accerd Shebar v. Sanyn Bus, Sys. Corp., 544 A.24
377,383 (N.J. 1988).

? See Rothman Raalty Corp. v. Maclain, 84 A 2d 482, 484 (N.]. Super. Ct, Ch. Div.
1951} {explaining significance of apportioning constderation to distingl porlions of the contract).

¥ See In re Yorm Processing Patent Validisy Litio., 541 F24 1127, 1135-37 {5th Cir.
1977} (holding that contract provision — despiic its “royalty” label — had “e[Tectively fixed the
price” of the product and was therefore per s¢ 1llcealy; see alse Basic fron Gre Co. v, Dalike,
152 A. 73, 1930 N.J LEXITS 517 at #5-6 (N.J. 1930) (holding that use of the ferm “rovaltiss”™ is
net detenminative of conteact’s logal mesning).
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evidence about the negotiations is entirely consistent with the contract’s plain meaning. CPE
199-202, 212-18, 225-37, 240-44.
2. Paragraphs 3 and 12

Rcad together, Paragraphs 3 and 12 afso link Schering’s obligation 10 pay with Upsher's
agresiment to stay oif the market. Respondenls do not dispute this, but instead encourags the
Comnomssion lo consicer these paragraphs in izolation. SARB 43; UAB 29, 'hese provisions are,
however, parts of the same comtract and further demonstrate that some of the $60 million was in
retlum for Upsher®s endry date.

Even if the contract is divided, the connection belween the payment and the entry date is
clear. Paragraph 3 provides that if the “Datailed Agreement™ iz declared invalid, Upsher can
hrong 15 gemerie K-Dar 20 to market. OX 348 at USTAO3RA. Declanng the “Delaled
Agreement” invalid would end Schenng’s odigation o make the $60 million payments. CPF
179. Therefore, whether read as a whole or as separate parts, the agreement directly ties
Schering’s payment ohligations to Upsher’s agreement not to entor,

F. Complnint Connsel’s Experts Rendered Sound Opinion Testimony

Respondents’ attemipt to ignore the documentary evidence is obvious in thair attacks on
the analy;ac.s pirtormed by Prelessor Bresnaban, our economic cxperd, and Dr. Levy, our

pharmacentical licensing expeart.
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1. Professor Timothy Bresnahan

Relying on well-cstablished ceonomie prineiples that he upplied to the evidentiary record,
Protessor Bresnnhan conclnded that respondents acied conaistently with their incontives and
Teachsl qo agresment o delay enlry, Respondents do nol challenge the sconomic underpinmings
of Professor Bresnahan’s “revealed prelerence™ and “market”™ tests. Rather, ther eobeism s Lhal
Profussor Bresnahan does not agree with respondents’ interpretation of the facts. As to the
revealed prefarence test, Schering faults Professor Bresnahan's compatison of the Niaspan
opportuniny (o that of Niacor-SE, becauss Niaspan wis a co-promote, not a straight license.

SAB 14-15. When asked by a Commissioner’s office for transactions “simitar™ to Niacor-SR,
however, Schering readily identi Mol as “amaboguus” a co-promole for an enbirely different druyg,
CX 1363 at F1C0O001401 (Tequin). Apparentiy, a co-promote agreement is a bad comparison to
Miacor-SE only when the result 1s unfavorable to respondents.

As to the “market test,” respondents do not digpuke that no other company ollered Upsher
anylhing lor Niaeor-SR, bul merely ssserl the evidence should be ipnored because Schering may
value a licensing opportunity diftferently from the rest of the pharmacentical world SAB 16
Cienerally that may be true, but it is implausible to conclude that Schering valued Niacor-5R to
be worth 60 million in up-from payments, while every ether cemrpary that looked at this
opportumty did not offer a dime. See Tr. 23:5593 (Troup).

Finilly, respondents coniest Protessor Bresnahan's reliance on the partes’ “incentives™ to
enter into an agreement wherehy one parly puys the other 1o delay ils markel enlry. UAB 19-210;
SAB 8. Economic incentives that show anticompetitive condiet is profitable and poszible arc

rclevant it analyxing the parties” actions. See fr re High Fruciose Corn Syrup Antitrist Litic
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205 F.3d 631, 635 (Fih Cir. 2002). Professor Bresnahan did not limit his analysis to the parties’
incentives. Rathet, he dentified those meentives, then relied on evidence thal the partics acted
on them to conclude that Schering paid Upsher to accept an entry date. This is precisely the
analysis an ceonomic cxport should provids 1o an aotitrust casce,

2. Bir, Nelson Levy

Rused on mouge than bwe decades ol brosd expeneace in the phummaceuiica] mduslry and
comprehensive review of the factual record, Dr. Levy concluded that Schering’s claim that it
guarantecd $60 million for MNiacor-SE 15 inconsisteny with industry practice and Scheninge's own
licensing and evaluation processes. Respondents iy to pick apart his opinion, but each affort
cither distorts it or misstates the evidence.

Respurdenis challenge D Levy™s quad) Desons (UAB 14, bul be Joeso®lneed lo bea
cardiolorist or lipidolowist to kinow that Schering’s Niacor-SR transaction deviates so strikinely
frotn industry standards and Schering’s carn licensing practices — an opinion Dr. Levy was well-
qualificd to make. Seg CPRF-51.932 (dotailing P Levy's relovant eredentials). Upsher claims
Dr. Levy “regjecls”™ nel presenl valve analysis. UAB 12, On the contrary, Dr. Levy testitied that
NPY is *very useful” in certain cliciumstances, but not in tving o value an unapproved prosuct,
like Niacor-8E, boecansc the bwo eritical variables in the apalysis - cash flow and 1isk — are

aoknewn. Tr. 10:2155-57 (Levy).” Upsher faults Dr. Levy for not valning the other products

< See CX 1494 at 42-43 {Driscoll ITI) (forecasting “potential commercial performance
of a product™ 1s “very difficult™. Respondents attack on Dr. Levy's view of NPV takes nerve
considering right before wial, they withdrew un expert who shared these sume views. Tr. 1:83
{Pre-Hearing Conforenec).
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Upsher licensed 1o Schermyg (UAR 11-13), but Schering hkewise naver valued them hefre
cuarantesing the $60 million. CFF 312,

Schenng challenges Dr, Levy’s concem that Niacor-SR might have been toxic to the liver
(548 26-27), but Schering’s own experlt medical pancl found that praciitioners “avoid” using
niacin for chelestarol management “boeeanse of diminished cfficacy and conecrn regarding liver
roxicity.” CX 576 at SPO2070%. Schermmg erilicizes Dr. Levy's opinion that the Niacor-5R due
diligence process was s0 cursory and inadenquate that it lell immeasurably belonw both Schering’s
and industry standards (SAB 33-34}, but concedes that it did sevsssrssrsvssernssnssrserssesssnseasnens
than ever bofore, while guarantesing mors money up-front than ever before. 1ssmssssssssssssissines
sseennesnreneenenenens® Finally, respondens Gult Dr. Lewy [or ignoring the impact of Kos™s slock
price decline on the parties” decision Lo abundon the Niucor-SR project. SAB 30-32; UAB 15,
. Levy dul ool ignors the impact — there was none. Tpsher had already pat Niacor-3R on hald,
and decided to proceed with anky “rminimal activity™ one motth sefere Kos's slock prcs dropped

in Movember 1997, CX 963 at USL12581; see also CPF 695,

IV,  Payments For an Entry Datc Are Inherently Anticompctitive

Eespondents shin modern antitrost analysis. Rather than analyze the eaconomic nature of
the challenged rastraints, they arsue sbout the dociringl box in which the restraints belong. They
never direclly respond to our contention that paying a potential compexitor to accept an entry date
is 2 payment not to compete and presuniplively anlicompetitive. Upsher ignores the issue;

Schering collapscs it into the question whether the agreements are per se Hllogal, suggesting that

*®  Congpare CPT 378-416 (industry due diligence) aad CPT 485-380 (Schering's due
diligence on other licensing deals) with CPF 417-45 {Schering’s Niacor-S8R review).
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once any justification is proflersd, shaotote proo!l ol wubcompetitive elisels 15 required. A
resiraint, howesver, may be presumptively anticomnpetitive without heing illegal per se. NCAA4 v
Bd. of Regents, 468 U5, 83 (1934); see alve Polk Bros., Inc. v. Forest City Enters., Ine., 776
F.2d 185, 189 (7th Cir. 1985) (requiring justification for a covenant not to competa).

A restraint is presormptively antteompetitive if “an obsarver with cven a miditnenlary
understanding of cegnomics could conclude that the arrangements in question would have an
anficomperitive effect.™ CExd v FYC 320 UL 756, 770 (1999), 1115 3 hasic principle of
indusinal organization that when finms do not compete and agree to share the profits, they can
garn more than they could by competing. This 18 precizely whal Schenng, Upsher, and AHF did.

Schering argues that if the challenged sculements are presuniptiveiy anficompetitive, then
s 100 would be a patent split without a payment. This is a straw man; a patent split without
compensation has a limdarmentally differsnt effect an competition. Markel alfocadion, price-
fixing, and payments not to compele are anlicompetitive bacause they enable competitors to
shiare the profits created by not competing. A settlement that splits the patent life without
compensation provides no mechanizm for the entrant o share the incumbent’s profits. The
chtrant’s onty benedit is the nghl o compels, and the negolaied entry date should directly reflect
the merits of the ligation. Cnty when the entrant is compensated for that date docs the
agresment provide a means for compelilers W create and then share monopoly profits.

The seitlement in Cleroy, for example, was not presumprivaly anticompsbtive becanse
nothing n it created monopely profits or & muchﬁmn for sharing them. The parties had strong

incentives to protect thoir abilety to compete with one another, and the sclllement presumably
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reflected the parties” asssssment of the sttengths of their respeciive positions o the underlying
trademark hugation, Clorox Co. v, Sterfing Winthrop, 117 F.3d 30, 55-56, 60-61 (2d Cir. 1997).

Schering accepts that undet Ulnited States v. Masorite Corp., 316 U8, 265, 279 (1542), &
palent scitlcment i which the parties fixed prices would be presumptively anticompetitive. SAB
S6n25. It is left, theretors, tryimg L disiinguish prive-Aximy from paymenls not 1 compele.
Bul apreemenis thal allow comipetitars to share the bensfits of not competing — regardless of their
form — are anticompetitive. Blue Cross & Biue Shield United of Wis. v. Marshifield Clinic, 65
F.3d 1408, 1415 {Tth Cir. 1995} (Tt would be a strange interpretation of antitrust law that
forbade competitors to agree on what price t charge, thes climinating price commpetilion ameng
them, bat allowed them to divide markels, thus eliminating all competition among them.”). In
Masonite, morcover, the Supreme Court analyzed the substance of the agreements — sharing
monopoly profits to induce polenlial competitons not to compete. Had Masonite used safcs
agenis that were not potential competitors, the agrecments would likely have been acceptable;
Masonite's prablems arose when it tumed potential competitors into allies that shared Maszonite's
profits. 316 LS, al 279-80, Lhe Cordizerm court alsa saw no diflerence belween lhe puyvment
nof to market a generic and price-fixing, finding that the agreement “allowed HMRT 1o maintain
ot fix the price of Cardicem CD at & non-competitive level during the life of the agrecment.” fa
ve Cardizem CD Lirég., 105 F. Supp. 2d 682, 706 (E.D. Mich. 2000), appeal docketed, No. 00-
2483 (6th Ciz. Dee. 19, 2000),

Cardizent and Terazosin cannot be inesningtully distinguished on the ground that they
were not Hnal litigation selllemeanls, The ferozosin courl ound bolh the Geneva inlerim

apreemenl and dhe Zenmith fingl scrllement o be presumptively anticompetiive, o re forazosin




Hyerochloride Antitrugt Litig., 164 T, Supp. 2d 1340, 1348-49, 1351 (S.1D. Fla. 2000). A final
settlement mvolving a payment oot to eatar, moreever, could be mor: dangerous to competition
than an interim settlement. Tnlike the interim agreements in Cardizent and Terazasin, which
would evenluaily end wilh court decisnons oo inlnogemenl, & Losl sedtlement sets the entry date
by privale agresment instead of court determination.

Finafly, Schering argues that the agreenienls are not presumptively anticompetitive
beeause they allowed entry hefore patent expiration. Dut it is inconceivable that Schoring paid
Upsher and for earlier compelion rather than latcr. See Cardizem, 105 F. Supp. 2d at 705
{rejecting justification that spresment guzrinteed enmy, even if genaric company evenially losi

pilent suil).

V. The Payments Had Anticompetitive Elfects

Al The Agreements Were Likely to Delay Generic
Competition and Injure Consumers

This cuse does nol depend om e lindiog thal the paymenls are presumptively
anticompetitive, hecause the record shews harm to competitien. AHP and Upsher represental
poterial competition that would have bcneﬁﬁgd consumers, Respondents do not deny their
expeciation that generic entry would lake salcs and profits from Schenng’s K-Dur 24, or that
Upsher®s entry took even move sales than expected.  No other produet had a similar effect on K-
Dur 26} sales. mdisputably, generic K-Dur 20 offered sipnificanl benetits to consumers, and
delaying it cotry world impose high costs on consatnera. The apreements provided less

competition than would be expected absent the payments, causing tangihles anticompelitive hum,
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CPF 1217-22. Respondents provide ne justification that is sound m theory and bascd on the
evidence. Accordingly, the agrcements arc unrcasonable restraints of trade.

Profcssor Bresnahan epplied undisputed, tindamental economic pringiples in explainmg
why these agreements delayed compelinon, Conirary Lo Schenng’s assertions {SAB 61-62), this
was nol 3 per se analyses. Professor Bresnahan did not agsume hann o eoopelilion. He
tlstermined that the market's economic stucture created incentives to delay entry and share
revenues, and (hat the evidence demonstrated that the parties entered into such agrcements. CPF
1172-1216.7" He further explained that, under these circumstances, Schering’s payments to ATIP
and Upsher resulted in negotiated entry dates that provided less competition than the partics
expecied if the liligation contmucd, or iTthe parlics scil kxl wilhoul 3 payment. CPE 1217-19.

Respondents® efforts to portray Professor Bresnahan's theory as extreme do not hold ujp.
Courls have had no difficulty nunderstanding that such payments logically will delay
competition,” and othor coonomists have articulated vicws similar to Prafessor Bresnihan’s.
Indead, the very article by Professor (hlbert Lhat Scherng mvolkes in its brief (SAB 4 62)

concludes that “[bjased on the allegations m tie public record materials, [the Tpsher and AHP

¥ He also explained that the resiraints on the generics’ marketing of noninfringing

versions of K-Dur arc further evidence of the agteements’ anlicompetitive purpose and effect.
Tr. 3:539-40, Comtrary to Upsher’s assertion (UABR 77), these provigions arc not “cssential’” to
seitlemient. The Commission’s recent study of generic dmg competition shows that such
provisions occurred only in agreements with payments. Federal Trade Commission, (Generic
Drug Entry Prior to Patemt Expiration 30-31 (2002} (Generic Drug Study).

* See, e.g., Andrx Pharms., Tne. v, Biownl Corp., 256 F.3d 799, 809-10, 813 {D.C. Cir.
2001, Cardizern, 103 F. Supp. 24 at 706; Jn re Ciprofloxacin Avdrochloride Amtitrust Litig., 106
F. Supp. 2d 740, 750 (ED.N.Y. 2001); Biovait Corp. Int'l v. Tocchst A.G., 49 F. Supp. 2d 750,
T66 {TNLE 1999); Fon Labs Mfe, fne. v Watson Phoarme, fne, 164 F. Supp. 2d 350, 356
(S.DNY. 2601).
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settlements] appear to be anticompetitive arrangements to climmate compstibion and to divide

ankl

monopoly . . . profits.”™  Professor Carl Shapiro states that a net payment (in excess of avaided
liigation costs} to the challenger “is a clear signal that the settlement i3 likely o be
anticompetifive,” because it can be presumned that the patent holder would not meke that payment
“umbess 10 beheved that mwas buying later entey than 1 expecls (o face through the itigalion
alternative.™ Professer Keith LefHer concludes it is anticompetitive for a patent holder to settle

a patent dispute by making a lump sum payment 1o the alleged infringer.

1. Consideration of risk preference does not alter the conclusion of
anticompetitive cffects

Schering arguea that a payment may not delay entry 11 the patent-holder 18 rigk averse,
SAR 63-64. Even a nsk avemse malenl bolder, however, can be sxpected (o reach an
anticompetitive settlement if it makes a payment. Schering does not contest that for any
procompetitive settisment (as defined by the medels on which Schering relies), there arc &
muflitude of anficompetitive settlemerts thar the partics prefer, This result hedds regardless of
the patent holder’s risk preference. CPF 1228, Thus, Schering’s owan models predict that even

risk averse parties would choose anticompetitive settlements. CPF 1233-34. Risk avemsion,

@ Richard I. Gilbert & Willard K. Tom, Is fnrovation King ai the Antitrisi dgencics?
The Intellcctual Property Guidelines Five Yewrs Later, 69 Antitrust LT, 43, 76 {2001).

¥ Carl Shapiro, Amtitrust Limits io Patent Setlements 15-36 (forthcoming in Rand J. of
Ecan.} {available at hitp:¥/faculty.baas berkeley.edu/shapirodsettle pdf).  Although Professar
Shapiro acknowledges that such agrecmcnts arc not necessarily anticompetitive, as there may be
justificarions, this theorctieal possibility docs nat aler s view that the FTC 1z nght to be
skeptical of such payments. 4. at 35 and n.29, See olso Tr. at 6:1251-52 (Bresnahan)
{discussing Shapiro white paper on AHP agreement).

W Keith Lefiler & Clristoter Leftler, Waar to Pay a Competitor fo Fcit the Market?
Seatrie a Patent Infringement Case, 2 ABA Foon. Committee Newsl. 26 {2002).
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therefore, does not underming ihe inlerence that & payinent for an colry dale provides Tess
compelilion than is expected in the absence of the payment.

Schering’s arqument is not [imited to instances where uncertainty flows from patent
liigation, but would apply eqoally to any agreement in which the incurnbent pays an uncertain
entrant not to enter and also guarantecs foere cotry, 16 the argument had mcrit, one cowld never
mfer that an agreement involving an uncertain entrant harmed competition. Paying AHP to
abandon etforts to obtain FDA spproval {see [ooinols 5, supra), Tor cxanple, clearly would be
anttcompedifive. Tr. 34:8085-86 (Bresnahan). But if Schering were risk averse, then by
Schering’s logic, the arrecment could not be deemed anticompetitive, becaase it might have
provided earlier competition than the parties expected {if the AHI* waited for the uneertain FDA
approval),

In addition (o being theoretically and legally unsound, Schering’s risk aversian argoment
iz built on a series of nonsequiturs. Schenong's citabons to the cconomic llerature didcuss only
mdividuals® risk preference, not corporations’. Assuming corporate risk aversion is contrary to
the standard vicw in ceonomnics that well-diversified corporations like Schering approximate rizk
neutrality. In modeling corporale behavior, seononmsts penerally assume corpoTalions e osk
neutral or close 1o il Tr. 34:8068 (Bresnahan).™ Caorporations can diversify against most riska

by selling a portfolie of unrelated produsts, and the stockholder can further diversily againsl sk

 “The standard assumption in most economic models is that the primary objective of a
[imn i3 te maximize the firm’s profits.” Dennis W. Carlton & Jeffrey M. Perloff, Modern
Tnddusiriad Orpanization 12 (3d ed. 20000, see alse It 348070 {Breanahatt). A ficm maxitmizcs
its profits by being nisk neulxal. Tr. 34:8071-72 (Brcsnahan). See adve Oliver Williamaon,
Eeonomic insiitution of Capitalivm 389 (1985) {saying that although the assumption is
counterfucival, it “may be a close approximation™y; Tr. 34:8065 (Bresnahan).
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by owning other asscls, Tr. 34:8067 (Brespaban). Corporalions structure imtemal incentives to
minimize the effects of their managers” individual risk preferences. Tr. 34:8067 (Breanahan).”
Professor Bresnahan's snalysis ol Sehoring’s actions [ro @ nsk neviral perspective, therefore,
was sournd. ™

IMoreover, in asscrting that individual managers could be risk averse, Schering cites
writings that are over 2} years old. More recent literature on prospect theory has revealod that
individuals® risk prefercnees vary fram deeigion w decision and depend on how the risks are
vicwed. When comparing a certain gain and a larger uncertain gain, individnals tend to be tisk
averse, bul when corupanng 4 cerlain toss and a larger uncerdn loss, they lend (0 be osk
secking ™ It as Dr. Addanki testified, Schering faced a choice between a certain 1nss {a
settlement with an entry date) and an uncertain but larger loss (in litigation) (Tr. 24:5776-77),
then the negoliators, 1F they deviated from risk newtrality, would in all Bkelihood have deviated

towards 1isk seeking behavior, nol sk aversion,

" Richard A, Poaner, Economic Anafvsis of Law 405 (4 ed. 1992) inoting that
shareholders ordinanily desire the corporations in which they invest to behave as it risk neutral,
and cxplaining bow corporate debt would counteract an individual manager’s dek aversion;
Frank TT. Tasterbrook and Daniel B Tischel, The Economic Structure of Covporate Law 53
{1991} (discussing how the purchasc of itsurance is a mecharism that a risk neutral corperation
cmploys o counleracl managers’ nsk avorsion).

¥ Professor Shapiro agrecs that risk neutraltity is & reasonable assumpilion in the context
of intelfectual property dispute settlements. Aaeirusr Limity 1o Paread Settlements 35, supra nole
30

i3

See, ez Duniel Kahnemun & Ames Vversky, Prospect Theory: An Anelvsis of
Lecision wnder Risk, 47 Beonomelnes 263-91 (1979), Daniel Kahneman recently received the
MNoble Prze in Econonmzes [ this rale inident (ving and confmmng this phenomenon. See also
Wax H. Bavcrmnan ef ol Infovrative Bargaining in g Compeiitive Marfet, 35 Ore, Behay, &
Fum. Decision Processes 294 (1985) {applying prospect theory to contexd of nogotialions).
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To maximizc it3 profits, Schenng should have been approximately risk neutral, and the
cvidcnee confirms that Schering and s managers wore actng m g nsk acull manner. The risk
at stake 10 Lhe K-1ur htigation was diversifiable and amall relative to Schering’s total revenues.
CPF 1308, The settlement neyotialors were not respomsible for K-Dur 20's future revenues, CPF
[309-10. Economic theory and the facts, therefore, sepport the conclusion that Schering was risk
ncutral in the patent settlentent.

2. State drog substitution laws promotie rather than sapplant
competition

Reapondents argoe thal becanse af state drug sabstitution [aws, K-Duar 20°5 boss in sales
upom generie entry is due to “povernmenl fial,” not the marketplace, and thal entry docs not
benefit consumers, UAB 63; see alse SADB 73-74. This argument 1s predicated on incorvect
factual assertions, and & failure o understand the purposs of these laws. First, states do not
compel patients to purchase peneries, as Upshor assents. UAR 63, 1M he patient wanis the maore
expensive bramdd, then the patisnt can, depending on the law, either veto the substitntion or ask
fle pliysician to instruct the pharmacist net to dispense a generic. CPT" 37-38. Second, Upsher’s
reliance on state Medicaid Lows Lo argue that states mandate substitotion 18 irrclevant, because
under Medicaid the stafcs are acting as purchasers of the drugs, not tegulators, and the
requirement that pharmactes dispense generics, if cheaper, is merely a condblion ol siate
reimbursemenl.

The history and purposc of the siate substimtion laws demonstrate thoir competiton-
promoting function. Pror to these laws, most states allowed substitution only upon phyzician
aulhorization, but “[s]ince physicians are an unlikely forcs behind a switch to lower-cos! brands
afier the patent period has expired, an crogion of the patent-condorred moenopoly must depend on
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othars who have bolh the power and the mcentive o respond to lweer prices.” Federat Trads
Cormrmissian, (reecric Substitution amd Preseription Dirig Prices: Economic Effects of State
Prug Product Selection Laws T (1985). Statz drug substituiton laws corrected this problem.
“The laws [bster price competition by allowing the only principals whe have financial incentives
to make price compatisons - Lhe pharmacist gnd the patient — to sclect dmg productz on the basis
of price.” Fedoral Trade Commusslon, Drng Product Sefection 7 (1979). Indeed, the
Commission :and FDA drafled o model stsle drgg substilubion law i cneourage states to allow
substiiution amang hinequivalent products withont a physician’s approval. /4. at 1-2. This did
not supplant competition, but promaoted 11

B. The Rule of Reazon Does Mot Require Proof of ¥When Entry Would Have
Occurred Absent the Agreements

Respondents would require prool of anlicompeliiive cllecls looa codanly, argmng thal we
must prive that Tlpsher or AHP would have won their infringement cases and entered the market
garlier than the agreed-upon dates, or that earlier entry was offered during the settlement
negofiations, but was moved back in cxchange [or moncy, That 13 not the 1aw, O burden 1s o
show antieommpetitive effects by a preponderance of the evidenee, not to eslablish etfects wilh
certainty. fz re Brand Name Preseriptiont Dvags Antitenest Litig 180 V34 781, 787 {7th Cir.
1999). As the cowrt of appeals recopnized in United States v. Microsoft Corp., 253 F.3d 34,79
{D.C. Cir. 2001), prooef of 1he but-for world is always impossible. Respondents’ argument that
complaint counzel must prove that other factors (such as the patent litigation) would not have
prevented earlier entry parallels Microso[Vs fatled argument that the government must prove that
withoul the forcelogure of Wetseape's and Tava’s distribution channels, those products would
have developed into full-blown compeiition 1o Windows,
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1. The Ly does not require proof that the generics would bave won the
patent suits

Schering incorrectly asscris that the settlements’ competitive effeets “obvious] ¥ lurm on
who would have won the patent cases. SAR 65 An agreement that reduces the likelihood of
enlry is alicompelilive, For ckample, an esxclasive supply agreomeni thal dumied a genenc’s
acecas tn the only active ingredient supplier was muled anticompetitive and illegal, even thowgh
the FDA later bammed that matcrial and the generic could nof enter the markcl. Microbix Biosvs.,
P, v, BioWhittaker, Ine, 172 T, Supp. 2d 680, 692-55 (D. Md. 2000%, aff'd on other grovwnds,
2001 U.S. App. LEXIS 11576 (4th Cir. 2001).

Showing anticompetifive effecls does nol require prool thit the venerics did not inthinge
schermg’s patent. Sehering’s economist, Professor Willig, agreed thai a settlement could be
anticompetitive withaul proof that the generic ssould have won the littgation. Tr. 29:7242-43
(Willig). Recent decisions addressing antittust chalichges 16 scltloment agreements arsing n a
Hatch-Waxman context have soundly dismissed arguments that patent law or antitrust law
requires Lhe plainiilT e cslatdish (he Tlikely outcome of the underlying patent casc.™ Ji re
Timcrxifen Citrate Amtitrust Ligip., 2002 L8, Dist. LEXTS 16303 (E.D.N.Y. 2002), does not
gupport a cantrary result. There, the district court itself acknowledged that its decision was
against the welght of authenly, Id. al *14. Maorcover, az the count construcd the pleadings,

patent invalidity was part of plaintiffs” legal theory., See id at *18-*1% That is not the cage here.

% See, e, Ciprofloxacin 166 B Supp. 2d at 748-49; Terazosin, 164 F. Supp. 2d at
1351-52; Alres v Baver Corp 123 F_Snpp. 2d 6646, 673 (S DMNY . 20000, Cerdizem, 103
F. Supp. 2d at 700; demma LN, Healthcare, inc. v, Hoechst Aldfengesel{schaft. 54 F. Supp. 2d
1042, 1033-34 {D. Kan. 19949,
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City of Pittshurgh v West Pennt Power Co., 147 F.3d 256 (3d Cir. 19498}, does not support
rosponderits’ “but-tor” argumenl. The conrt there strossod that iF basad ils holdiog on a staic
regulalory scheme that created a fandamentally roncompeatitive market, in which entry was
permitted only when the sxisting monopely provider was “inadequate.” Kd at 200, A subsequen:
Third Circuil opinion, fr re Warfarin Sodium Antitrurt Livig., 214 F.3d 395, 401 (34 Cir. 2000},
congtrued the case as having been based on a “regulatory quirk.” Piitshurgh has no application
to this casc, which involves a very different regulatory structure.™

The amicus brief submilled by the Washington Tegal Foundation stales cxphmtly whal 1s
only implicil in regpondents’ position -- that a would-be generic entrant and a patent holder can
be deemed potential competitors only it the parties knew that the patent was invalid, not
infringed, or otherwise not enforecable. WLF 14, This clearly demanstrates the exueme
imphications of rezpondents” theory, under which 4 patenl holder could pay any smount of money
o a would-be enirunt 1 ebandon effoits to enter the market, so long as the patent holder’s
infringement claim was not 4 sham. This wonld be true whether the paymeént were m
congideration of the generic’s agreement o forcgo development of 4 gonetic, to withdeaw its
ANDA before patcnt litigation was begun, or not to markst an approved produet.

2. Schering did oot show that it would Bave won the patent snits

Schenng fell far short of showing that it was *nearly certain™ to wm the case against
AITP, and its claim that its evidence on this point is “unrelfnted™ is not supporied by the record.

SAB 4, 52. Dr. Banakar testified that a proper interpretation of Schering’s patent claims, and a

Y Sec also In e Cardizem CD Antritrust Litio, 105 F. Supp. 2d 618, 657 (E.D. Mich.
20000 (rajecting claim that Firtsburgh precluded antitrust standing for the plaintiffs).
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carcful comparizon of ATTP’s product to those claims, shows that ATIP did not infringe. Tr.
26:6387-92. AHP vigorously defonded the mfringement hitigation, and the racord here containg
substantial evidence to that etfect from the experts AHP intended to call during that ndal. CPF
821-401. Fhe presiding judge yoestioned the merils af Schering’s infringement argoemen, ™ and
vhseryved that the case was far trom a “slam dunk™ for Schering. ™ Schering makes no claim that
it would have won the Upsher case. See CPF 98-117; see also CRB appendix {discussing both
Cascs)

a. Upsher's claim that it conld oot have enterved the market before
Septemhber 200} is irrelevant and unfoundead

Upsher argues meorrectly thal complaind counset b 1o prove il wondd have enlered
cartier than September 2001 but-tor the settlement. UAB 36-37. Even if later events prevented
Upsher fron marketing its product, that would at most be relevant to damages, not Tegality.
Microbix, 172 F. Supp. 2d at 684-95, Tpsher oers no basig for conchading that, had 5t won, it
would not have marleefed its producl until Seplember 1, 2001, Schering apress (hat Upshar's
vielory m the patent litigation would have accelerated its entry. SAD I

Dr. Xerr’s predictions shed no light on the likaly conrse of the ScheringUpsher litigation,
becanse he relied on a data set that consisted only of damages cases, which Hatch-Waxman cases
do not involve, See CPF 1383-86. 1387-03, 13094-Ua. His cstimates are contrary to the findings

of the Commission’s study on generic drug competilion. Comgpare 1T, 2606261-T0 (Kerr nasumes

#Tr. 15:3387-8% (Miller) {agreeing that judee was concemed that Schering’s patent
wollld be invalid if it were read as broadly as Schering proposed). See afso 'IT. 14:3038-34
{Banlker).

T 14:3038-39 (Banker); 15:33587-8% (Miller).
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A26% probability of reversal and remand) with Generic Drug Stuedy at 21 {reversal rate 1n Hatch-
Waxman liligation involving Paragraph IV certifications was 8%). Similarly, Professor
Adelman’s testimony, which Upsher and the WLF take completely out of context, provides no
basis for concluding that the litigation would have persisted for [ive yeurs, becase he lestified
that in his experience most cases wenl wueh Gister, Tre 32:7772-730 The Commission’s Geraerie:
Dirieg Study reporlal (that cases it considered took an average of 25 months and 13 days from
complaint to district cowt decision, and an addittonal 12 months and 7 days if there was an
appeal. fd. at47. The Schering/Tpsher case was about to go to Inal approximately 18 months
after it was filed. CX 225; Tr. at 15:354% (Hoffman). Upsher anticipated emiry no later than
Janwary 1998, even with an appeal. X 256.

Vhe tecor docs not support Tlpsher’s suggestion that, absent the certainty of the entry
date, it would not have been in a position to Jaunch its product before September 2001. TAD 38-

41. Before the June 1997 settlement agreement, Upsher was planning to launch its product wetl

afore T, e o e B B O B W 0 T L I 4 M N N R
T —— Upsher then took
gieps to launch its generic by early 1995, CPF 125-28 (Upsher projocted cntry by January 1998y
{CPF 130-31 {undertook markcting preparations and projected launch quemlilies), CPF 132, 136-

34 (achoduled validation batches and reserved ume [or lawoch prodoctian). T8 later decision 1o

-']l} (el P TR L ERL LR L LY LIl Il Rl LR LEl] L]
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mvest in additional plant and equipment was duc o growth in the 1-Dur 20 market between
1497 and 2001, noecssitating a larger number of tablets for launch, CPF 157, 160-61

4, The 180-duy exclusivity period and AHP™s decigsion to exil (he marks
bive no impact oo the legality of the Schering/ AHP settlement

Schening argues that the AHP apreemant bad no competitive effeet because Upsher's 180-
tlay exchisivity would have blocked AHP's final approval until Apeil 2002, and ATTP exited the
oral seneric market before then. SAB 700" Thesc fucls are irrclevant 1o the agreement’s logality,
which must be judged al the trme it was entered, Tanuary 1998, At that time, the agreement
removed the possibility that AHEP could enler prior fo Junuary 2004, "There was commderable
uncertainty sbout whether Upsher lorfeited its exclusivity period by settling with Schering, and
there was a significant possibility (hat AHP would not be blocked, or that a litigated decision in
AHPs favor wonld trigger Upsher’s exclusivity well before Seprember 2001, CPF 911-22.
AHPs exit clearly was unforeseeablz at the time of the agreement (or Schering would not have
needed to pay to sellie Lhe casc).

The Compeiitor Colffaboration Guidelines arc not 1o the conirary. SAB 70, They mercly
state that enforcament agencies will assess the effects of a compettor collaboration at the time of
passible arm to competition, “whether at formation of the eollaboration or at a later time, as
appropriate,” FTC & DO, dntitrust Cuidelines for Collaborations Among Competitors § 2.4
(20003, Thus, & colluboration thal docs not endanger commpetitian at its formation may

navertheless be subject to enforcement action if harm to competition develops later. This hardly

1 Sehering’s mierprelaiion of the Commission®s eomplaint is wrong. See Response i

AIIP’s Motion Lo Compel Carnplaint Clounsel to Confine Their Theories to the Allegations in the
Compluint (Auyg. 17, 2001}
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demonstrates that an agreement that threatened anticompetitive effects at the time it was made
cacaprs liability beeause subsequent events mitigated or climinated its offeets,
5. Lark of nlternative scttlements

Mo are we required to show that an earhier enlry date was ofTerod during the seltlemeni
negatiafions, and rejected i favor of payment of money.” See ID 103, UJAB 47 .9, SAB 6L
Both Upsher and AITP asked for earlier enfry, Since Schering relesed o consider an carlicr date,
the negotiations necessarily tumed to the split of monopoly profits. That the parties agreed first
to the cniry date, and then to the amonnt of the payment, docs not suggest that the payment was
nol for the enlry date. On ibe conlrary, 1 confrms the link between the money and the date,
since the “agreement”™ on the date was not an agreement at all until the amount of the payment
was settled,

C. Determining the Likely Competitive Effects of Payment for an Entry Date
Des Not Depend on Assessing the Merits of the Underlying Patent Cases

Schenmy argues thal prood ol arebicompeiilive effecls requires » direcl relrospeclive
inguiry imto the merits of the patent Litigations. Such an inguiny ts annecessary, and would not be

helpfu, because it cannot be done in any meaninglil way.™

* Tt ig nnreazonable to assume that such evidence cver would be available, It is much
tho casy for the parties to avold making explicit what iz implicit in their behavior. See Daited
States v. WF Brinkfey & Son Constr Cio, 783 F 24 1157, 1160 {4th Cir. 1986) (accepting claim
that bid-rigging agreemenl did ool influence defendant™s bid would lead to self-serving testimony
in virlnally every euse),

¥ M3 el thal we maintain thal the inguiry should nol be vnderluken simply

bucause 10 is too dillicult, as Schering asserts. SAR 635,

4}




1. Asscssment of the parties” actions is the best indicator of competitive
cifects

T'he parlies to the infringsnient suits are in the besl position to assess the strength of their
respective cases. They have the most complete information and can best judge what will funther
their compelitive interests. Accordingly, the parties” conduct in scttlement providas the best
indicator of how they view the liligation’s likely outeome. Tt is appromiiats to conclude,
therefore, that a serlement with payment delays enlry relalive e Lbe pariics” cupectation of the
litigation’s likely resull. See 11, 4:610, 614 (Bresnahan). Schering’s pest-hoc investigation of
the palenl menils will not present 2 more accurate portrayal of the likely outcome of the case. See
{PF 1345-03.

2. Assessment of the patent merits would not be reliable

The undertsking Schering urges cannol provide any rebable information that would assist
in assessing the ggmeemonis’ likely competitive affacts.. There is ne “objeclively” determinable
likely outcome of settled patent litigation. The outcome of litization depends on many factors
that cantnot be predicted, and opimions on the likely culcome of cases that settle can never be
tested. CPF 1343-50. Schering’s expent, Mr. (3'Shaughnessy, a palent (mad lawyer, teshGed b
patent litigation is unpredictuble. ‘L1, 29:7065, ‘Ihere is no recognized methodology for
hendicapping lnals ar (or testing the reliability of predictions of litigation owicomes. See Tr.
15:3296 (Miller); Tr. 34:8095-96 (Bresnahan), Moreover, a foundamental condition of the
original lawsuils - the adversarial relationship between the patent holder and the alleged miringer
— has changed. I this proceeding, the alleged infringer has no incentive to defend its product
against the infiingement claim, and has made no cftort to do so. What Schering is askiny, for, in
reality, is an aftcr-the-fact decision s to what the outcome should have been.
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Respondents would determine the probahilitics based on far more limited information
than the parties had available to them at the trme ol the setllorenl. Any attempt o evaluate the
mertls of the cascs in hondsight would cxcludc the parties” own contemporanecus assessments,
which the respondents have witltheld as piivileged.

Schering’s approach requires a high level of procision, because 4 small error in assessing
the liigation probabities, and thus m the expecied entry dale under litigation, could eausc large
CITOTE in assessing (he competitive effect of the agreement. Tr. 34:8085 (Bresnahan), Fuach duy
of delayed generic entry harms consumers. One of Schering’s forgeasts, for examplc, estimatss
that generic competition would save consumers over 34 milhon in a single momth, CX 133; Tr.
6:1241 {Bresnahan). Schering has not contended that gueh preeision is possible. Tr. 13:2775
{Niekls) (“[We don’t pumeort to try 1o be miathematical about it."); Tr. 29:7117-19
{0’ Shanghnessy) (ary prediction of the ouleome 13 only be 4 “rough approximation™). That
means that even i1 1t were possible o assess (he probability of entiy to within a 10% range,
anticorapetitive azreemenis thal cosl consumers lens of millions of dollars wonld go unidentified.

The subjective opinion ol Schering's patent law expert abont the relationship between
ARFs entry date and the menls of the pulent tigation is entitled to no weight. The testimony
rcflects only his personal view of the merits of the patent case, hased on g hmiied review of the
record of that proceading. He admitted thal the likely ouicome of patent litigalion cannot be
predicted with cortainty, and that it is impossible (o quantify accurately the pdds of a party
prevaiting sl uial. His opimon provides no Insight into the partice’ views of the likely culcome
of the litigation. As a patent lawyer with no expartise o amiteust law or economics, Mr, Iilter is

not quakificd to render an opition on the reazonableness or competitive effects of the 2004 entry
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date. And he was not aware of, and did not consider, Schering’s payment to AFP. See CPF
1331-63,1374-77,

3. Assessment of the prohithilities the patent holder wonld win is
insufficicnt

Predicting the probabilities o success m the infiingement litigation reveals nothing about
the settlement’s competitive impact. While Scherning arguas that our approach tequires too much
complexity (SAB 66}, Schering’s approach is inposeible. Tts own expert stated that assessiment
of the actual competitive offects of the agreement would roquire anakysis of myriad factors,
including the possibility of enmry by another generie, the incumbent’s profits hefore entry, the
entrant’s and incumbent’s profits aficr entry, and the deadweight loss under bolh the monopoly
and duopoly conditions. _As Professor Willig admitied, these calculations are very difficult. CPF
1370. Ile also agreed that onc would have to know Lhe likelihood of entrv by a superior brand
product, whether some other factor would eut demand, and how the market aize v.;'ould change
over time. Tr. 34:7256-60. In fiet, Professor Williy refused to endorse any test, while conecding
that scttlenents could be anticompetinve. T 34:7255, 7283, Weither ol respondents”
ceonamists attempted to analyze the agresments under Schering’s standard, T, 25:5940-42
{Addanki); Te. 29:7250-60 {Willig). In advocating 2 test for competilive hemm that canmot be
done reliably, respondents urge a ral¢ that would immuonize all setlements involving payments

not th compete.
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V1.  Respondents Offer No Ilanslble Procempetitive Justifications

The justifications responedents offer [or Lhe puymenls are implausible, not cognizable, or
do not relale W ihe payments. They provide no reason to digregard the obvious inlerence and
pranf ol anticompetitive effects.

Al Schering's Moadels Do Not Provide 2 Plausible Justification

A legitimate justification must, as 4 mattar of theory, predict a procompetitive result and
be based in fact, Schering’s modcls (many of which arc based on risk aversion) satisfy neither
requitemeri. The models have Uree theorelieal fhilings, First, the models do not explain why
parhies would ignors thetr ineentive to maximize profits and [l fo chanse an antieompetitive
settlement — a point that Schering does not and cannol contest.” Scoomd, as discussed carlier, the
justifications apply whenever thers is uncertain competition (niot just to patent litigation); thus,
their aceeprance would prevent antitrust law fhom protecting uncertain eompetition. Fially. the
models require thal the pateni-hokder have a mannpoly. THhese models jushily payomaents, then
patent halders with monopoly power would have an advantage over other liigants in settling
Eitigation,

B. Generic Entry I'rior to Patent Expiration Does Not Justily the Agreements

Respondents” conieniion that the agreements arc procompelitive bocguse they permitted
ghiry prior to patent expiration is not cognizable. Anticompetitive agreements that distort the
competitive dynumic belwesn e parbics canmed be justifed oo the groumd Ll consumers sre

Bedler nfTwith certain, tut less than expected, competition. See, g, Catalano v Torset Sales,

i, a siriking featare of many of Sehering’s models is thal anc or hoth partics
would think they were entering into an anticompetitive agrestment, but then would fail to
implement an agreement that effectuated that intent. CPF 1254-53.
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Ine., 446 T8, 643, G647 (1980) (It is no excuse that the prices fixed are themsalves
reasonable.™).

C. The Benefits of Settlement Do Not Justity the Paymcents

Respondents” argument that the henefite of acttlement justify these agreemonts s
Ineritlas.s. Bespondents have not demonstraled that payments to stay off the marlket are
n::muu_uhly neecssary to achieve a settlement. Tn gencral, ome-way puymuens Lo the purperled
infringer are not necessary to settle litigation. CPF 1413-25. The record contains no evidence
that a payment from a patent holder to an alleged infinger was needed to reach a procompetitive
settlement in any patent casc. If payinenl was oecessary here, it is because Scharing needed it to
gat the agresd-to entry date. Schering's claim (SAB 64} that it paid the minimum necessary 10
gol the AHP seitlement, afler the dale was agreed to, conlirms mither thim relites this fiel.
shows that $15 millicn was the smount that Schering had to pay for the 2004 entry date.
Morsover, the cost to consumers of delaved entry dwarts the resonrce sﬁvin 2z from settlement,
CPRF 364-69.

Scheringe”s usserlion thal the S60 mallon paynienl 1o Upsher somehow craated value that
tacilitated settlement of the patent dispute {SAB 11 n.5) is inconsistent with its claim that the
Miacor-5R license was worth that money, The transaction would cresic value in only two ways;
by extending the expected pericd u_:rf monopoly, or by transferring Niacor-SR to a licensee that
nnquely valucs the assct. There 15 no evidence ofthe latter, and a great deal of evidence of the
tormer.

There 15 ne suppor. for the conlenion of the apdcd thal Gnding (hese agreements illegal

will chill patent seftlements and disconrrage penerie companics rom making Paragraph 1y
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certifications. The rule of law we seck would net prolubit settlements, but only reverse payments
int the context found here. ‘There is no basis for their assertion that this case will rarse harricrs 1o
venerics’ exit from patent lilizacion (GRA 100, or thul genencs will be “unable to settle costly and
{rrree-consuming patent litigation.” WLF 20, And the actual experience, as reporicd by the
Comimission’s Cferneric Drue Stedy, 1s b while publicity haz put an end to setflements with
pavments, selifermnents of Paragraph TV cases have continued. &7, at wil-viii, 27. Even “side
deals” are rare in settlements belwcen brand companics and generics. fd at 51 {(only two
agreements ineluded licenzes for drugs other than the one subject to litigation).

D. Upsher®s Other Purported Procompetitive Benelits
Do Not Justily the Paymenis

Iost of Upsher’s varous other proffered procompetilive benefits sauffer from a conmon
flaw: they ars not reasonahly related to the payment. The claimed benefits flow from seitlement
ol the litigation (resource gavings from settlement) or the granting of lizcenses (obtaining overscay
distribution of Upsher products), norther of which s challenged, or lhey resull simply from
TIpsher’s receipt of the $64 million payment (a return on Upsher’s RED investiment). (ihers arc
competitively insignificant (avoiding patent litigation over Klor Con M10% and cniry of Qualitest

and Warmick). ™ Nonc jusiifics pavments 1o stay off the market.

¥ The patent isaues concerning Klor Con M10 snd Klor Con M20 were idenrical, sinee
Lipsher used the same coating material for both. CPF 1406, Upsher naver explzins why an
agresment rasolving the infringement ¢laim as o Klor Con M20 would not have resolved the

issue fox M10 as well,
% 8ince Upsher manulactrss Qualilest’s produet wnd ¥armick is a Schering subsidiary,
these companics adderl no new competitors to the market.
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L. The Magistrate’s Involvement in the AHP Negotiations Does Not Mean That
the Agreement was “Fair™ tv Consumers

Schering's reliance on the magismate’'s Involverment in settlemeznt negotiations (SAB 70)
s urevailing. Firgl, Schering’s lengihy stalcmenl of supposedly “undisputed” fucts (SAB 51)
regarding the role of the trial judge and magistrate judge in thoss negotiations (SAR 46-51) s
neillrer undisputed ner supporicd by reeord evidenee., We have previously talen issue with
Schering’s misstatement of the nature and extent of judicial involvement in the settlement
agreement, See CPTB 42-44, 78-81; CPRF-5 2,17, 2.28, 2.84, 2.86; CAB 70. While no ionger
expressly advincing earlier clalims that the judge or the magisirare cosrecd the settlement and
“approved” its terms, Schering continues o prosent 2 descnplion of ihe negoliaiions Lhai presents
as “fact” mutlers whose only support is heursay testimorry that was not admitted for the truth of
the matters asserted.™

In any event, the magistrate’s involvement provides no ndication thatl the sciilement
letiny were repsomible or “Tar”™ o consumerns. The magisirate’s role was to facilitate a
settlement, not to conduct an antitmst review (indeed, he had no anthority to disapprove a

settlement agreed to by the parties). ™

' Schering witnesses repeatedly testified as to what the trial judee and magistrale
allegedly said, bur this hearsay testiznony was not admitted for the truth. See Tr, 1132487,
11:2500, 11:2506, 13:2511, 112517, F1:2530, 11:2533, 11:2537_ 11:2577, 12:2608, 12:2704,
12:2708 (Nields); 11, 12:2608 (Chappell).

*#* Schering’s offhand sugzestion (SAB 46 n.17) thar the agresment “may’” be subject o
Newwrr Pentingan protection does not meri. i response.

47



¥II. The Agreements Are Also Per Se Uniawiul

Mone of the teasons against per se treatment advanced by respondents or the amici is
persuasive. The Gt that the agreetaents arose from scttlemient of patent hitigation plaindy does
not make per se condemmnation inappropriate. Cfted Stares v Singer Mz, Co., 374 UK. 174
{1963); Masonite, 316 115, 265, Standard O Co. v, United States, 283 LS. 163 {1931), is not
to the contrary. It merely demongtrates that antitrust 1aw does not necessarily condemn
sdureements Lo cross-license polenually Mockimg palends and 10 share the resalling rovalies,
hecanse those types of agreements could provide efficiencies. & at E71. This case, however,
does ol invalve owners combining their intellectral property 0 produce a product that otherwise
would not exist, or an agreement facilitating immediate new eniry by the alleged infringer in
cxchange for compensation to the patent holder.

Ruespondents’ assertion that this case invalves “novel” practices also fails. The critical
factor in assessing whethor the per se rule applies is the economnic substance of the challicnged
conduct, net the industry in which it arises. In appropriate cases, the Supremne Cowrt has not
hesttated to find 2 practice per se illegal, even when the regtraint i3 not identical to ones
condenmed in Lhe past, or vceurs in o conlexl thal bas never before been considered by an

antitrust court **

¥ See, e, Catalano, 446 U5, at 848-50; drizona v. Maricopa County Med, Ass'n, 457
T1.S. 332, 249-51 (1982).
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Y. Schering Had Market Power and a Monopoly at the Time of Tis Apraements Wilh
Upsher and AHP

Respondents spend a sipnificant portion of their briefs arpuinge that Schenng lacked
monopoly power, ignoring that altegations of Sherman Act Sectuon | violations anly requite
proof of market power, Under Section 1, proof of compettive effects proves market power. See
FICv [FD, 476 115, 447, 460-61 (198G). Marcover, the ALY, by ruling that *Complainl
Counsel cannot prove un effect without first proving by matket definition what is claimed to be
afzeted”™ {1 at 85-86), like the respandent in Ty "R L, Tac v FTC, “has things buckwand,”

[Toys "R Us] segins to think that anticompetitive effects in a market cannot be

shown unless | . . the Conmnission, first proves that 11 kas a large market share.

This, however, has things backwards. As we have explained elsewhere, the share

a firm has in a properly defined relevant marlcer is only a way of estimating

market power, which is the ultimate consideration, The Supreme Court has made

it clear that there ame two ways of proving market power. {ne is through direet

evidence of anlicompelitive effects.

221 FAL 928, 937 (7th Cir. 2000) {citations omitted).

Becauze blocking generic K-Dur 20's ettty prevented a massive loss of salcs by Schering
and a substantial price reduction for consumers, the anticompettive effects of the agreements are
demonstrated direcily, thus obviating the need to define & market for Section 1 purposes

Wik respec lo Sheomun Acl Scehon 2, the AL wod respondentls tely on the Fulty

premise that a monapoly can ondy he proven by defining a relevant antitrust market using the

" Although respondents argue that Professor Bresnahan's model requires that Schering
have a monopoly in s kegal scnse, Profezsor Brosnalhan adepted the convenlion, comnon among
ecandomists, ol using the terms monopely and market power mierchangeably. See mereraily
Carlton & Perloff, supra n.32 at 92 (“[tThe terms monropuly power and market power typically arc
nsed interchangeably to mean the ability to profitably set price above competitive levels™). In
Irofessor Bresnahan’s opinion, any agresment that delaved entry of a lower-priced generte that
would bave taken substantial sales from K-Dur 20 would be anticompetitive. Tr. 3:464.
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Factoms sel foeth in Brows Shoe Cro.vo Dlnitedd Swees, 370708 294 (1962). Hrower Shoe,
however, 15 neither the only nor necessanly the preferred method of defining markets. For
example, the Merper Guidelines are a wvehicle for how to think about those and other [actors
more rigorously. The point is, we use the cvidence available to determine the smaflest zroup of
products and frma negessary to monopolize a market.

In this case, there is abundanl evidence that eeneric K-Duar 20 was expected to (and does)
providde: signi Neand, competition to Branded K-Thar 20 that s quahiaiively differsnt from the
insignificant competition provided by other potaszsium supplements. This evidence estahiishes
that the relevant markef is K-Duor 20 and its generics. T'urther, becanse there was no ctilry into
this markel unizl Sepiember 2000 and Schoring’s markel share was 100%, Schering had a
monopoly in that market.

A, There [s Abundant, Undispu ted Evidence Uhal K-Dar 20 xnd 1ts Generics
Are a Relevant Market

As set forth in detail in our appeal brief, the evidence — largaly undisputed by respondents
{and cssentially ignored by the ALTY — shows;

| In the years prior o peneric K-Dur 2iFs enay, K-Dur 20% aales comtinued to grow
comrpared (o siles of lowet-priced polissivm supplemenls, despite vearly price
increases relative to generic § and 10 mBEq prodocis (CEF 63-64, 972-87);

2. Inthe yews prior to generic K-Dur 20 eniry, fhe entry of oflier generic potassinm
supplements had little or no elTect on K-Dur 20's sales, profits, or prices, but did
affect the sale of other branded potassium supplements (CPF 9532, 972-87, 994,
100802, 1026, 1034; CAB Figures 1, 6-7°);

3 Schering, Upsher, and #+oe+ cach [oreeast that generic K-Dur 20's entry would
quickly take a large share of branded K- 20% sales and would significantly

"' The sources for Tigure 7 were inadvertentty left ofT of our inilial Appeal Bricf. Figurc

7 15 based on X 62-05 and 51-82.
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lower the average market price paud for K-Dur 20 and its zenencs (CI°F 83-84,
Ljﬁ__';ll'?? L LI T T LR 955_5'}'1 9{12? Qﬁ.ﬂ_-h?? iiliiliiii--i};

4, Schering recognizcd that 1t could profitably scll its own generic K-Dur 20 at
prices 50% lower than its identical brand (CPF 955, 1115%;

5 When it finally entered the marker in Saptember 2001, Upsher’s generic K-Dur 20
was sold for half the price of branded K-Dur 20 and immediately took a very large
perceitage o K-Dur 20's sales (CPF 988-92),
Taken topether, this evidence establishes thut K-Dur 20 and its generic equivalents are a relevant
market and that Schening bad monepoly power  *the power to contrel prices”™ o thal market.
Flnitend Stertes v ET du Pone de Nemonrs & Co., 3510 TILE 37T, 391 (193567,

Fespondents’ primary sttack on this evidence i3 1o argne that K-Dur 20 musi not be a
monopoly because: (1) gence K-Dur 10% cniry had the same effect on branded K-Dur 10 as
genaric K-Dar 20 entry had on brinded K-Dur 20, and {2) Professor Bresnahan allegedly
congeded Lhal B -ur 10 was not a monopoly. This argument is basad ona distorion of
Professor Bresnalian’s testimotty that appears in Upsher’s post-trial brief (UPTB 907 and that the
ALJ adopted. IDE 142,

Prolcssor Bresnahan was never asked to study whethor F-Dur 10 was a monopoly, nor
did Le provide teslimony on the aissue. The very leshimony eiled by Upsher shows that Professor
Breanahan provided no such opinion:

. And the only monopely you gec on s page, SPX 2069, in vour view is K-Dur

20, sir?

A T don’t think that’s accurate. It’s the only one T've looked at.

Q Alright. Now, thesce eiher prodocts, like K-Dur 10, you haven't lookad at whether

or ool K-Dur 10 i2 a monopoly in your ovwn view?

A I have not.

Tr. 34:8147 (Bresnahan}.
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Although respondents assert that K-Dut B0 was not a monopoly, neither they nor their
exports provide any support e this. Nevertheless, the isme in this case s ool K-Dar 10, ba K-
D 20 and itz penerics. Inn the absence of Eﬁeﬂc K-Dr 20, Schering increased K-Dur 20's
prices without losing sales, and when a cheaper generic K-Dur 20 entered, Schering lost most of
its K-Dhur 24 sales.

B. Relving on Other Methods to Define the Market Is Unnecessary

Upsher provides a lumidry st of other methodologies — including price tests, econometric
amdies, and the measurement ol price clasticiy - that enmplanl coungel’s ceanormie expert,
Professor Bresnahan, might have performed. UAB 57-58. The ALJ cites these in his [nitial
Decision. IDT 4[9-29; ID 41, 93-94. Decanse Professor Brezsnahan did not pefﬂ'}rm these tests,
respandents now ask the Commission to [ond that complaint eoutise! did tot prove meonopoly
power. UAR 47-49, 53758, 73,

Professor Bresnahan knowes these methodologies well.  He is one of the pioneers in
developing methodelogies [or measuring market power.™ As he testified at ial, the direct
evidence of andcomnpetitive offects is so strong that 1L was not necessary to use other
methodologies to define the market. Tr. 6:1222-25 (Bresnahan). Neither Upsher nor the AL
ever provides any basis G concludhog thit thes<a sty wone necessary 10 das case, nor do they
cite to any evidence that, had these tests heen performed, they wounld have demonstrated Sehering

lackad monopaly power.

=

See, e.g., Timothy F. Bresnahan, Empirical Studies of Industries with Marked Power,
2 Handbook of Industial Organization 1011 (R, Sclunalensee & R. D. Willig, eds.) {1989,
Tonathan B. Baker & 1imothy F. Bresnahan, Empirical Methods af Identifitne and Measuring
Market Power, 61 Antitrust L. 3 {1992,
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Llpahae’s lanndey ligt notwithstanding, o can point to no svidsnce undermining
Professor’s Bresnahan's conclusions that: {1 E-Dur 20 was morc cxponsive than the generic 3
and 10 mEq potassium supplements; (2) K-Dur 20 did net lose saies to those penerics despite
ihal price difference increasing over W amd {33 generic K-Dur 20 entry was xpected to and
did take subatantial sales from K-Dur 20. Further, although Upsher argues that determining
polassium supplement prices requires complicated slalistical analvsis, ne such analysis was
needed to show that generic 8 and [0 mBqg products were significantly less expengive than K-
Dur 0. Upsher's documents and witnesses, and Schering’s documents and expert, Dr. Addanki,
confirm that, at the time of the Schering/Upsher agreement, K-Dur 20 was priced substantially
higher than generte 8 and 10 mEq products (CPF 1075 and TISX 401 at Upsher-Smith-

FIT 183369, CPF 972, CPF 1101; CX 20 a0 SPo04040), aod thal K-Thr 20's price ross relative
to the generics” prices. TUFF 974; CPF 973; CX 30 at Upsher-Smith-FTC [52956G (“K-Dur 20 . _ .
continues to commmand a high price mm the absence of generic competition,”); UISX 392 ai Upsher-
Smith-FTC 151426 (“EK-Dur 20 conlinucs (o gain share and implement price increases™).

Upsher goes on to argue that Professor Breanahan did not analyze K-Dur 20Vs rebates or
costa. TJTAR 37-538. First, beocawse rehates on K-Thar, as a percentags ol ool sales, were
essentially constant or decreasing between 1995 and 2000, tespondents” sugeestion that Schering
was lowering K-Dur 20's price through rebates is baseless. CX 695, Second, record evidenee
confirms that Schering’s net price for K-Dur 270 increased, given that K-Dur 207 net sales
incrcased at a faster rate than the total quantity of 1t preseripuions betwoen 1996 and 1998 (CX

13849 at SP2300016-17) and between 1995 and 2000, CX 64-65, 695 Finally, because
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schering's product margn on K-Dar, a5 4 pereenlage of net sales, increased duging the same time
period (CX 695), K-Dur 2{¥'s price increases were not cost-driven.

C. The ALJ and Respondents Misconsirue “Reasonable” Interchangeahility

‘The hearl of the ALJ"s :und respondents’ product markat diseussion is the argument that
many polassmm supplements are “funchiionad]y inlerchangesble™ wilh or “lherapeutically
equivalent” to K-Dur 20. 1D 87-89; TJAB 49-5¢, 533-54. 67, Tt iz undisputed that thore ar¢ many
pharmaceutical products that contain polassium chloride and that can be used to freat potassicm
deficiency. Bau this is little, if any, proof that those other therapeutic apents sre “reasonable”
substitutes for K-Dur 20 in the antitst scnse. For ag the Supreme Court icaches in du Pont,
reasunable mlerchimgea ity 1s not only @ question of the tunctional substitutability atong
preducts, but must take into account “price, use, and qualities.™ 351 TS, at 404,

K-Dur 20 has a namber of important chavacterisizes that distinguish it from the other
potassivm supplements, CPF 1037-70, This belps cxplain why 1t could be priced significantly
higher than most othar polassium supplements and take annmal price increasas rclative to the
other praducts, and nonetheless continue to increase ils sales. CPF 63-64, 972-87.

Morcover, when begal resinetions prevent effective price competition between two
prodicts, the products are not reascnably interchangeable and belong in different antitrust
markets, See United Siates v ADM Corp., 866 F.2d 242, 246 (8th Cir. 1988) (finding because
epvernient price supports raised price of sugar, sugar is not in same market as high fructose
corn syrup) Her, the weguiremenlt (il o physician must approve switching a prescription from

K-Dur 200 to 2 non-AB rated potassium sapplomend provenls sgmiieant swilching {CPF 1011-



13y, conscguently, non-AE raied potassivm products are ot reasonably interchangeable with K-
Dur 20.*

Ulpsher and the ATT algo cite Werner Lombers Co., 87 FTUO B12 (19760, for the
nroposition that pharmaceutical products belong in the same market if they are therapautically
squivalent and busingss documents discuss a single market, cven when there is low cross-
elasticity of demand befween products. ID at 89-90, UAB 60, In Warner Lambert, however, the
Comimassion defined the market o include varicus thyraid products, despite the low cross-
elasticity of demand, because it found that the products could constrain “a substantial |price|
umarease.” BT RHT.CL at 877, The case says nothimg aboud haw a eoorl should analyze a marked
where one form of competition {e.¢., & veneric) provides a unigue constraint on the other (e.2.,
the brand). Moreover, both the ALJ and Upsher ignore the implications of Warner, which
measures market shares by revenoe, notunits. 74, at 877-78. Under that methodology,
Sehering’s markel shure ol wm all polassivm supplemenls market would bave grown [Tom 38Y in
1997 ta 7% in 2000}, which is more than safficient to suppoit a finding of monopoly power.
CFI- 1073

18 Respondents Make a Mumber of Basic Economic Mistakes

Respondernts make a mamber of bagic economic mistales. [Mrst, respondents argue that a
number af ather potassiom supplemenls were priced simzlacly Lo, or even above, the poees of K-

Twmar 2. T7AB 42, 55-50. This proves nothing. To draw any meaningful conclusion from sach

' |psher’s argumeni (hal swilching at the phammacy level is ensy because 6% of

puHassium presemiphons are wadlan as “EKCL . | | and pharmaeists Jectde bow w G [them]™ (UAR
63}, mnsrepresents the testirnony of Upsher’s walmess, who aciualy wstaDed that, (o 1996, 008 of
preseriptions were written for KO or K-Dur 200 T, 20:4750-51 (Thritsas). At that time, any
substitation for K-Dur 20 would require physician anthorization.
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evidence one must also lack at whether thase products were guaniitatively imiportant in terms of
Lhe: rummber o umbs sold — aboach they woers not. CPF 1108,

Second, respondents tum around and arpee that record evidence shows that tiie 30% price
difference between K-Dur 20 and non-AB rated genenics caused soms switching from K-Dur 20
to generics. UARB 55, This argument exhibits another basic econcmic fallacy (the “cellophane™
fallacyy: the notion that 8 firm with raonopoly power can charge any price it wants, But as Judge
Leamned Hand recognized long ago, “'substiintes are available for almeost all commodities, and to
Twise the price cnough ig to cvoke them

Third, respondents arges that Schenng’s large marketing and advertising expenditures
show that there was a lot of competition. TIAD 67. The tact that Schering advertised K-Dur 20
tclls us nothing about Schering's monopoly power, for ¢ven a monopohist wants to ingreass the
demand for its producl in ender o increase ils sales (al the monopoly price). It $:1229-30
{Brasnahan). See alio OPF LI24,

Lastly, respondents argue that Schering gave mallions 1o rebates to its K-Dur 24
customers, implyving that this would not have been donc by 4 monopolisi imsulated from
competition. TTAR 62-63. Iere too respondents have it wrong. Absent evidence that Schering’s
Tebufey rellecl differences m the costs o serving daflierenl classes ol cusiomens, scleclive nehaling
actually implies that Schering had market power, becanse it can prics discriminate among its
customers, See, e.g., dn re Brand Name Prescription Diugs Anitfrust Litip., 186 F.3d 781, 783

(7th Cir. 1999) {Pozner, L) {*[p]rice discrimination implies market power™); CPT 1052,

* United Stafes v, ALCOA, 148 F.2d 416, 426 (2d Cir 1949) {citations omitted). See
also Richard A. Posner, Autitrist Law: An Economic Perspective 128 (1976) (“at a hipgh enourh
pricc eyven poor substitutes look good to the consumer’™).
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E. That a Patient Can ''ake Two H m¥g Potassioe
Supplements for One K-Dar 20 Proves Nothing

Respondents make much of the possibility of taking two 10 mTqg potassium supplemsents
instead of onz K-Dur 20. TJAD 4%-50; 3AB 72, Pror to the launch of its generie 20 mEq
product, Upsher had a program that sought to promotc thig practiee among physicians. Except
for a period when there was a shortage of K-Dur 20, this program was unsuccesstul, CPF 1024-
26. Rather than proving that 10 mbqg products compete with K-Tiur 20 in any economical ly
meanimrtul way, Lpsher’s faled substitwtion program demonstrates that 10 mEq preducts did not
conatrain the pricing or sales of K-Dwr 20,

F. A Single Brand or Product Can Constitute a Relevant Product Market

Contrary to respondents’ insinuations, a single brand or product can constitute a relevant
product market. Indeed, the Suprcme Conrt expressly [ound that *in some instances one brand of
4 prodocl can eonstitute a separate market.” Eastman Kodak Co. v. Image Technical Servs., M.,
504 UK, 451, 482 (1992) (citations omitted). As Judge Posner observed in Brand Mame
Prescription Drugs, “[i]t. would not be surprizing . . . if every manufacmrer of brand namse
preseription dmgs had some markel power.” 186 F3d at 787, To resch such a conclusion, as the
Supreme Coutl leaches m Kedok, nne neads to look at the “cominercial realities.™ 504 ULS. at
482 (citations nmitted).

The commezcial realities show that only generic K-Dur 20 had the potential to take
signilicant amounts of husiness away Fotn Schermg’s K-Dur 20, Prior to genetic entry, K-Dur
20 had features that no ather potazzium supplemeni possessed, including ease of dosing and
microcncapsulation, CPF 1037-70. These differences were sufficiently sigificant thal
Schering’s counsel, Mr. Nields, dunng his apening heralded Sehering as Pthe only one whi
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figured out [how] o make a 20 {mEq] dozage™ Tr. 1:51. Scheting now not only argnes that all
potagsium supplements are parl of a “crowded market” (SAB 71), bul its counsel s reduced Lo
disparaping K-Dur 20 as nothing mare than a “horse tablet ™ SARB 72, The commercial realitizs,
however, show that no other potassium supplement could have the impact on K-Dur 2(Vs salss
and profitability that colry of 2 generic K-Dur 20 was expected to have and did have.

G.  Schering’s Agreements With Upsher Excluded Competition

Both Schenng and Upsher have proclaimed that their agrocment got a low-priced generie
to market sooner than might have occurmed by conlinuing the patent infringement ligation.
Schering’s counsed, Mr. Nields, for example, asserted in his opening statement at trial that
consumars are enjoving “low prices” for gengric K-Dur 20 woday “becsuse of the scitlomem.”™
Tr. 1:38-39. Simiiarly, Upsher's counsel, Mr. Curran, during his opening claimed that Upsher is
“the eonsumer’s best fricnd,” and thet i ntroducing lower-priced genetic praducts is Topsher-
Smith’s mission, il7s ity il blood, 1'% what they do, and 1%y whal they did bere .27 L B:74-
75 Tl generic entry is good for consumers and is procompetitive (which it is), then the
reciprocal must be true as well: delaying generic entry by agreement among competitors harms

consumers and 1s anticompetitive, ™

*  f Richard Schmulensee, Another Look at Market Power, Y5 Hurv. L. Rev, 1789,
18046 {1482} (“Evidence lhal compelilons have conspired G . divide markels is realed as very
rood evidance Lhal those competilors have market power.™) (ialions omilled); Robed H. Bork,
The Amtitrust Paradox, 269 (1978) ("Very few Nirms that lack power o alfec! markel prices will
be suillicien |y Toolish to enter into conspiracies to fix prices. Thus, the fact ol agreement delines
the market.™).
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IL. The ALY's I'inding of an “All Oral Potassiom Supplement™ Market Detics
Commereizl Realitics

To accept the ALL's finding that the relevant marksat consists of “all oral potassimm
supplements”™ (IDF 29, one would bave to concluds that the eatry of genaric K-Dur 20 o ths
“crowded market” (SAR 71 ) made little ditterence to consumers and to competition.

Eecord evidence of the commerrial realilzes belies the ATT™s fodimgs, Thers 1s no doubi
that patients who take generic E-Dur 20 and those who pay the bills for prescription diugs
realived significant savings when generic K-Dur 20 fnally became available in Seplember 2001,
There 1s no doubt that Schering, Upsher, and AHP were aware of the effect that geperic entry
wonld .hmn:: on K-Dur 2008 sales when they entered their legal agresments. And there 18 no
debl ibal their ilegal wpmreements, by delavang the eniry o genenc K-Dor 20, hirmed
competition and consumers.

Accordingly, the relevant market in which to analyze the anticompetitive effects of
Schening’s agreernents with Upsher and AHE i3 K-Prur 20 and s generic equivalends, Thas
market accuriately reflects the unique competitive dynamic that (vpically exists betweean a
hranded dmg and itz paneric counterpart. Tndeed, it (s precisely this aniques sampetition - the
fact that generic enhry effectively commeditizes its anded couivalent evernight — that explains

why Bchering was willing to pay Upsher and ATIP to delay generic entry.

IX. Upsher’s Defense of the ALF s Improper Procednral Rulines Is Unavailing

A. Upsher May Not Use a Confidentiality Agrecement With TPC o Interfere
With Law Enforcemcnt

Tlpsher asserls thal 11 was “well walbon 1ls mghty™ invoking a confidenialily sereement o

induce TPC to termrinate its cooperation with complaint counsel. But atl the cases TTpshet allers

59




in support invelve prevate [iigants, and raise 0o eoncemn abount impeding pubdic law enforccment,
EEOC v dstra US4, Ine , however, recogmizes Lhe werniding public interesi in encouraging
comnumsaliens with o law cnlorecment ageney. 94 10353 738 {1st Cirs 199a0). T enjoining
enforcement of settlement agreements that barred voluntary commmumications with the EECKC, the
court expressly disunguished between the pubbe interest m LEOC enforcement ol the civil rights
laws and a private party’s interest in pursuing litigation for recompense. A4 at 744 n.5. And
Astra gquarcly rgjected the suggestion that law enforcement ageneies must resort to formal
discovery in order to trump a private contidentiality agreement. Jd. at 745,

Upsher®s suggestion that the prineiples Asiqe armiculates arve limited to the investigatory
phase of law enforcement has no basis in kaw o1 logic. As the Astre court neled, “any agrcement
that materially interferes with commmnication betwesn an employee and the Commission sows
tha seeds of harm to the public interest™ Jd. at 744,

Absenl un interesi in enforement ol com Mdentil ity agreement wilh TPC thid
outweighed the substantial public interest in FTC law enforceiment, the agresment was
unenforesable, See, epr, Town of Newion v Rumery, 480115, 386, 392 (1987} {(promise
unenforceable if intercel in s enforcement i3 outwaghsd by public policy). Upsher offors no
plangible srpument that infonmal conversations between IPC emplovess and FTL staft wonld
impair ity interest in keepinyg sensilive business infbrmaien confidential. Thsclosures by IPC o
eomplaint counsel wnﬁld not place such information in the pullic realm {in contrast to the
threatened disclosures to private partics in cases cited by Upsher), and anple measures wers

available to guard against itnproper disclosures at trial.
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I. Professor Bresnahan's Knowledge of Industry Reliance on IMS Sabstitution
Data Made Him Amply Qualified o Discnss CX 43

In am eftort to jusiafy the Al s bamring Professor Bresnaban from teslitving sbout CX 43
{dala on proseription amd substitation patterns compilad by TMS Flealth), Tpsher claims that
preclnding such testimony was justified becanse it lacked notice that e wonld testify abour this.
LUpsher, howevar, ignores the recard. ALY Chappell ininally acceptad Upsher’s claims abouot lack
of notice (see Tr. 34:8052), but later amended his ruling, resting only on the voir dire regarding
Proicssor Bresnahan’s qualifications:

I veritted thar the exhibil, UX 43, 14 in evidence, so, of course, the wilness could

read from something in evidence, but my ruling stamds, that T wasn’l gomg (o

altbow him to analyze it based on the voir dire of [Upsher counsel] M. Gridley.

Tr. 34:8122-23,

Upsher's second claim is that Professor Bresnahan could not provide a reliable opinton
an IS substiuiton data without knowing how Ths would catcgonze a therapcubie inrterchange
(a change requiriny suthomizalion fom (he preseribing: phvsician). ‘The recond shows, however,
that Professor Bresnahan®s analyvsis was intormed by his knowledge that Schering deemed the
WS subsiitution data sufficiently reliable to use it in its business planning. See ez, CX 13
{“E-Dar 20 2njoys a substitubon raie of only 1% based on IMS National Prescription Audit).
Proftesor Bresnahan testified that his opinion abowut the lack of substitution away from K-Dur 20

was hased on the parties® busimess Jocumenis and e vaderlying [MS dals, T, 34:8038-39

{Bresnahan}, While Upsher was free to challenge Professor Bresnahan’s analysis on cross-
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examination, none of its arguments support the ALL"s decision to praclude e wilpess from
offering an opinion concerming this evidenee™

. The Al.] Lacked an Adeqguate Basis to Exclude Preofessor Bazerman's
Teastimony om Risk Freferences

Upsher’s defense ol the ALY s exclusion of Professor Bazerman’s rebuttzl testimeny ou
risk preferences rests on its claim that imposing this cxirome sanetion here was “automatic and
mandatory” by virtue of Federal Rule of Civil Procedure 37(c), relying on Finfav v Marathon Uil
Co., 75 F.3d 1225 (Tth Cir, 1996). UAB %3-84, But s the Sevenlh Cirouil noted in a later case,
“Rule 37 precludes the trial judge from imposing the exclusion sanction unless it finds the
party’s faiture to comply with Rule 26(a) was both unjusiified and harmful to the opposing
party.” Sherrod v. Lingle, 223 F.3d 605, 612 (7th Cir. 20000.°" ALT Chappcl made no Gnding of
prejudice. Indeed, he could hardly find prejudies, having allowed respondents’ experts (o offer
new opinions o counler Lhe views that Proliasar Basctman would have offered had he been
permitied to do so. Rather, the Al imposed the extreme sanction of cxclusion solely on the
sround that complaint counsel knew risk aversion was an element of respondents” casc. IT.
32:7811-12. In 50 doing, he abnscd his discrction, See, e, Sherrod, 223 T.3d ot 613 (district

court abuzed discretion when it imposed sinetion of exclusion wilhoul Anding ol harm}.

*  Tpsher's two other complainls — aboul & misplaced page of an TMS marmal marked
for identification and Lthal Professor Bregnahan dicdl nol eovics TMS manazls for every year daring
the period 1996-200  comld alzo have been raised on cross-examination. Upsher offers no
Teason 1o believe that cither of these issues would alter an analysis of CX 43,

S ANer Finley, courts in the Seventh Circuit have continued to rely on the four-factor
lesl used 10 assess exclusion sanctions, discussed at page 86 of our Appeal Bricf. See, ez,
Spearmen fndun, T v 8t Pawd Fire & Marine Ine. Co., 138 F. Supp. 24 1685, 1094-95 (N.D.
T 2001 ).
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T The Proffered Walpreens Testimony Was Proper Rebuttal

Upsher docs not dispute that, prior o the imal testimeny of Upsher executive Phillip
Drritsas, there had been po claim in this case that pharmacy chains, or in particular Walgreens,
had mandaed thar pharmacists dispense two Klor Con 10s in place ol one K-Dur 207 Upsher
does not dispute that Mr_ Groth from Walgreens would have refutsd Mr. Dritsas’s testimony.
Unlil Mr. Dimlsas lesi Ded about Walgmeens' policy, we had no reason 1o call @ wilness 1o correct

his misstatements. The proffered Walgreens testimony was classic sebuttal evidence.

CONCLUSION

For the forcgoing reasons, we respoctfully request that the Comnizsion:

I Yicate the Initia]l Decision and four milings by AL Chappell thar excluded
impotlnt rebuitsl evidenee.,

2 Adopt complaint counsel’s proposed findings of fact and conclusions of law,

3. Reopen the record fo take testimony that was improperly excluded, and then issue

the order attached to our initial appeal brief.

Respectfully Submitted,

Hmwm Et\ %dJDcJIﬁ

Earen (3. Bokat
Counsel Supporting e Complaint

October 24, 2002

®  Alhough Upsher suggests that the Dritsas testimony regarding pharmacy chain

policies was not unexpected becanse we did not raise an obijection, it never explains what
objection could properly have been offered.
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Tlonorable D, Michact Chappell
Adminisirative Faw Tudge
Federal Trade Commission
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Washington, B.C. 20530
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Washinglon, 1200 20004-2402
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White & Case LLP

501 13* Street, NW.
Washington, Dn.C. 20005
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