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INTRODUCTTON

“The antiirust laws arc as much violated by the prevention of competition as by its
destruction.™ This case squarely raises the fundamcental concern with the prevention of
competition. It concerns an agreement to delay competition from a lower-cost generic allernative
to a widely prescribed prescription drug taken by millions of older Amenicans who suffer from
kigh blood pressure, heart discasc, and other chrome conditions,

The Commission’s complaint charges that Schering-Plough Corporation entered into
unlawful agreements with two companies seeking to markct 4 generic alternative to Schering’s
highly profitable potassium chlonde supplement, K-Dur 20, In cach instance, Schering settled its
claim that the generic product infringed a patent coveting K-Dur 20 through an agreement in
which it agreed to pay the alleged infringer — S60 miflion in the casc of Upsher-Smith
Laboratories and $15 millien to Asmericar Home Products Corporation  and the seneric
manufacturer abandoned detense ol its product and promised to stay off the market for several
vears. The palent at issoe in the litigations, which relsies only to K-Dur 20z exiended-release
mechanism, could nol guarantes that generic competition would not aceur, and Scheting did not
expect that it would do so. Genenc entry would cause Schering’s $200 million annual K-Dur 20
sales to plummet, and even a month’s delay in the introduction of a generic version would be
highly profitahle for Schering (but costly for consumers). By mcans ol the agreements, Schering
purchased a pericd of protection from yeneric competition.

(tven the obviously anhicompetitive nature of an agreement Lo pay a potential competitor
to stay oft the market, it is not surpnizmg that respondents™ pritnary defense in this case is to deny

that this was what they agreed to. For its part, Schering does not dispule that both Upsher-Smith

' United States v. Griffith, 334 U8, 100, 107 (1948).



atrd AHF asked for multi-million dollar payments to stay off the market. The only disputc is
whelher Schening acceded to that request.

Schering says no, but its various aitemprs 1o explain away the written agreements are all
unpersuasive, particularly becausc they are repeatedly undennined by contemporaneous
documents that tell a different slory. Schering relics on stalcments of its Associate General
Counsel John Hollman, who estified that he told Upsher-Smth and AHP that Schering would
net pay them to stay off the market. But Schering’s own docnments show that: (1) far from
being unwilling to enter into such an arrangemcnt, Schering proposed (only a few months befure
its deal with Upsher-Smath) that AHP drop its generie product, and instead get paid to promote
E-Dur 2; and (2) Schering’'s board of directors was told w:at the setilement with Upsher-Senith
had 1o melude payments Lo replace Lhe income stream that Upsher projecled it wouid forgo by
agrecing Lo stay off the markel for several vears. Aithough Mr, Hoffman testified that he told
Upsher-Smuth that any paymend under the settlement wounld have to “sland on its own two feet,”
Schering’s documents show that the $60 million dollar payment to Upsher-Smith — purportedhy
for the Niacor-SR license — plaindy did not.

Whilz Schering offered its lawyer’s statements in defense, it hid behind <laims of attorney
client privilege precluding exploration of whether his statements have any bearing on what
actually transpired. Those statements plainly did not provent the overtly anticompetitive
proposal te AHP. And Schermg’s effort to justify the ullitnate paymenlt terms in its agreement
with AHP by claimimny that undue pressure from the tral judee and magistrate gave it no
alternative —is implausible, in no small part because it rests on accusations of improper judicial

hehavior that are belied by the written record.



Althoueh Schering adimits that its would-be renenc competitors asked for payments to
stay off the markct, and says it rebuffed those demands, it did not call as wimesses the key
busineas executives whe participated in the negotiations with Upsher-Smith. Despite the
promise from Mr, Nields in his opening statement that he would call the negotiators, Mr.
Driseoll, Mr. Kapar, and Mr, Wasserstein, to restify about those negoniations, he did not do so.
We have thc admissions of thosc absent witnesses from their investizalional heannes and
depositions, and their faslure to be called to testify live at trial speaks velumes, because those
swarn stalemenis conflict with respondents’ trial version of the story.

Because the challenped apmecmnents amount Lo payments in retem for a promise 1o sty ofT
the market, they arc on thar face so plainly sniicompetitive that they can be properly condemned
ar per s unfawi{ul horzontal resiramts of trade, absent some plausible arzument that they were
designed ta promole 4 procotpetitive goal. Bt the legality of the agreemnents does not depend
on A conclusion that they gualily Tix per se treatiment. The evidence establishes a viclaon,
whother ihe agre¢ments arc judged under a per se standard or receive a closer exannnation under
the rulc of reason, looking to their Likely harms and potential benetits to competition in the
particular market coniext in which they aroge.

The fact that these agreements were entered into in éettlement of patent linigatton does not
m itself etther provide a justification, or reduce their potential for substantal harm to
competition. While patent settlements can promole competition, they can also be vehieles for
anticompetitive conduct. This 1s evident from the Supreme Court’s decisions in Un%’:‘ed Mates v
Masonite Corp., 316 U.S. 205 (1942), United Stares v Singer Manufecueing Co., 374 1.5, 174

(19¢3), and other cases holding agreements settiing patent disputes per se unlawful.



After denying the agrecments involve payments to stay off the market, respondents
suggest that the challenged agreements were in any event procompetitive becanse they allowed
gencric entry before expiratton of Schering’s patent. But ts it really plausrhble thal Scherng
woulld pay Upsher-Smith $60 miflion and AHP §15 million in order 1o promote carfier
competilion to its product? And any suggestion that the agreements were procompetitive
hecausc 1hay scrved to guarentee an entry date before patent expiration is not a cognizable
antifrust justification. 'L'he results of the competitive process are necessarily unceriain, but the
antitrust laws rest on the Mindamental premise that this process will produce the best results for
consurners. The nolion that competitors should get together and threugh mutually advantagecus
arrangements sct 4 scheduls in order to puarantee generic entry s no meore legitimate than an
argnment that consumers would be batter off with guaranteed prices fixed by competing sellers.

Respondents” other purponted justification — that payments may be necessary to reach
procompetitive settlements — is merely pest-hoc rationalization. While their economic experts
theorize about possibie circumstancss in which a payment for a future entry date might not result
in delayed entry, each theory actually is 2 road-map to anticompetitive conduct, showing that the
parties will aiways bo betler ofl by paying additional compensanon for furnthur delayed entry. In
any cvent, no ovidence suggests that respondents’ theories could explain the payments challcnged
m this case - their economic exports never attcmpt to apply thekr thearetical models to the facts
of this case — or even sugpest that the type of payment at issue here has ever heen used to reach a
procotupetitive ssttlument.

Anticornpetilive agreaments among competitors are unlaw el cven when they do not

threaten to create or maintain a monopoly. In this case, however, the agreements also amount to



acts of monopolization and unlawful conspiracies to monopolize. Prior te generic entry,
Schering possessed what the law delines as monopoly power — that 1s, “power to contral prices or
1o cxclude competition”™ - and the agreements preserved that power. Respeondents spent a great
deal of time at trial establishing what we readily acknpwledged at the outsct: thar K-Dur 2(is
one of several potassium supplements on the market. But the stubborn facts concerning the
untgue impact of eeneric K-Dur 20 on Schering’s sales cannol be demied or explained away.
Respondents’ violations requirs an order {0 prevent [orther illegal conduct. The stakes
for consumers here are enormous. An order is necessary to prevent the respondents from

engaging in similar anticompelitive agreements in the future. A proposed order 15 altached.



L STATEMENT OF FACTS

The Commission’s complaint in this case challenges two separale agreements, one
between Schenng and Upsher, and another berween Schering and ATTP. The agrecmonts setiled
patent infringement suits brought by Schening against these companies afler they sought approval
to market generic versions of enc of Schenng’s products, K-Dur 20, The agrcements share many
commaon features:

. substannial, up-front, non-contingent cash payments from Schering, the patent
nolder, to the aileged infringers ($60 million to Upsher, and $15 million to AHP);

. aprecment by the potential generic competitor (o refruin from launching its
praduct {er several vears, mstead of secking an sarlier entry date through s victory
in the patent litigation;

. other restraints to prevent generic entry, including & promisc not to enter with any
20 millieguivalent (“mEqg™) potassiom supplement, regardless of whether it

infringed Scheting's patent; and

. licenses to Schering for other pracucts thar are unrelated to the subject of the
patent itigation.

Al Schering’s K-Dur 20

Schenng sells a widely-prescribed potassiom chloride supplement known as K-Dur 24,
which i5 used by muilions of Amertcans, particularly older people suffering from high blood
pressure. Potassium chlorde supplements are used to treat potassium deficiency {(known as
“hypokaiemia™), a condition that oflen arises among individuals who take the diuretic
medications that are used to treat high blood pressure or congestive huarl disease. Because these
are chronic conditions, K-Dur 20 1s generally a long-term therapy. CPF 940,

K-Dur 20 is the most [requently prescribed potassium chlotide supplement in the Lnited

States, Until Upsher’s entry in Seplember 200 with its generic product, Klor Con M20,



Schering’s K-Duar 20 vwas the only potassium chloride product in a 20 miihequnvalent exiended
release tablet or copsule. K-Dur 20 has certain umque Esalures that give 1t an advantage over the
various other potassium supplements available to consumers. Throughout the early and mid-
19902, Schering raised prices and increased sales and profits from K-Dur 20, despite the
existence of lower-priced potassium chloride prodects. Both the price luereases and increusing
sales volumc cnhanced the proftability of the product. CPF 950, By 2000, Schenne's sales of
K-Dur 20 had reached almost 5260 million, and of that over §0% was gross profit.’

R, K-Dar 20°s T.imited Patent Protection

K-Drur 20) was an attractive target for generic entry not only hecause of the large profits
that Schenng cryoyed, but also because Schening’s patent protechion {-+hich could prevent enirv)
was relatively namow. K-Dur's active marcedient, potdassiven chloride, is a substance in common
use and is unpatcntable, The parent covering K-Dur 20 {(known as the “743 patent) relates only 1o
the extended-release mechamdsm of the product, I concemns the coating used on the potassium
chloride erystals that make up the K Dur 20 tablet, and in particular the tvpe and viscosity of the
material used for the coating. A generic manufacturer would therefore not infringe the 743
patent as long as 1 did not use the ype of coating covered by the patent. CPF 67-73.

Schermy cxpected thar sencnc entry would luke place before the patent’s 2006 exmration
date. CPF 75-7%, B[-82. For example, a 1995 memorandum from the product manager for K-

Dur to company executives advised that “direct genetic competition 1s expected” and wamed that

2 CPF 976 (total K-Dur sales and product margins), 987 (K-Dur 20 pereantage of K-Dur.
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it might corme as early as 19977 Tn light of that anticipated competition, the objectives would be
1o “maximize length of time te introduction”™ and “minimize market penetration,”™ CX [3 ar 8P
(003048, A late 1995 memorandum, authored by Schering executive Martin Dnscoll, discussed
the timing needed to launch an in-house genenc product concinment to entry hy a competitive
rencric version of K-Dur 20, CX 15 at 5P 003885, By 1930, atier two companies had filed
applications sceking FD)A approval to marke! a generic version of K-Dur 20 internal estimates
predicted that “genenc entry 1¢ not hkely unril 19987 CX 17 at ST 0053946; CPF 76.

C. The Threat of (zeneric Eniry

The cengressional scheme for approval of generic drugs — commonly referred to as “the
Hatch-Waxman Amendments”™ — encourages companies to undertake chillenges to patent
validity or to derign around valid patents. A generic applicant files an Abbreviated New Drug
Application (“ANDA™ t eslablish Lhat its product is bio-equivaient to its branded counterpart.
The first company that seeks FI2A approval for a genenc alternative to a branded drog stiil
covered by 2 patent, and certifies to the FDA that the palent m guestion 1z invalid or not mfringed
{known as the “Paragraph IV certification™), is ehgmble [or a 180-day period of market
cxclusivity. No other generic manafactarcr may obtain FDA approval Lo market its product until
the first filer’s 1830-day cxclusivity period has expired, CPF 902-003, In 1995, both Lipsher and

AHP sought FDA approval to market a genenc version of K-Dur 20.

* CX 13, Memorandum from Andrca J. Pickett, Product Manager, K-Dur, Re: K-Dur
Long Terrn Stratepy (Mareh 8, 19935), at 8P 003044,



1. Upsher-Smith
Upsher filed an ANDA seeking FDA approval fora generie version ol K-Dar 201
Auvpust 1995, It was the first to file an ANDA certifying that its product did not infiinge
Schering’s *743 patent. That certification meant Lpsher was eiigible for the 180-day exclusiviry
period provided under Hatch-Waxinan. Scheting sued Upsher, elaiming the produect infringed
the ‘743 palcnl. Upsher consistently denicd any infringement, and mainrainesd thar it had

suceesafully designed arnund the 743 patent. {{PF 90-93,

Ag the litigation progressed, Upsher became a more imminent threat to Schenng's K-Dur
20 profits. Upsher reccived tentative FDA approval (CPF 22) for 1ts product in March 1997, and

wis making plans to launch its product inate 1997 or early 1998, CPF 115-124,

& & 4 % & & & 4 % 4 & & & & F & & & & 4 F § ¥ A B B & " & B g4 & 4y " B ¥ OF e

+ @& & 4 & % F 4 p % 4 & 4 ¥+ F & F F & & 4 & F # 4 F 4 & & 4 & & § & F & F & F & F & 4 B F A

» wm & =& m & ¥ & w B 4 & & * &+ & F F & + & & F & 4 & w4 F w & & & 4 F & @ 4 F & ¢ & F 4 H F &

& & & & F & 4 4 § & &% & ¥ F & ¥ B % =m & # F & + F @& & 4 F & F & & F & F & & & B & 6@ & 4 &

¥ #F B ® ¥ & » 4 § ¥ ¥ §F ¥ 5 F ¥ ¥F » #§ ¥ 5§ ¥ & §F B F 2 F B F F ¥ F B B W

4

4 ®m 5 % % m ® & g m = ®m oa # 4 m oy 4 F = m F & 2 g & B o= F A m ¥ A k &2 p & = =

With a June 1997 trial date approaching, in May 1997 the parties began to negotiate a
seftlement Om the eve of wial, the partics reached a settlement agreement. Schering agreed to

pay Upsher $60 million, in three unconditional payments over a iwo-year period. Dpsher in tum
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agreed not to launch any generic competition to K-Dur 2( for over four years, until September
2001, Ln addivion, the partics agrecd o a bundle of icenses from Upsher 1o Schoermg, which
granied markcting rights outside the United States, Canada, and Mexico for Niacor-SR (2
sustained-release niacin product designed to treat elevated cholesterol) and certain other
products. X 348 at USL 03186-53, Schering/Upsher Agreetnent, 6/07/97.
2.  AHP

AHPs gencrie umit, ESl-Lederle, Ine. (hercinaficr “AHP™), filed an ANDA secking FDA
approval for a genaric version of K-Dur 20hn December 1995, AHP cerhified {o the FDA that its
product did not infringe Scherng’s “743 patent, and stated that its product did not zsc the coating
nixhne claimed in Schenng’s patent.  Shortly thersallor, Schering brought = parent infringement
suir against AHP. CPF §14-815, 822,

As in the case of Upsher, AHP’s generie produet presented a threat to Schering’s K-Dur
20 profits. There was greatcr uncertaingy, however, in AHP s case, particularly because of
Schening's sproement with Upsher, Upsher, the fimst ANDA Sler on K-Dur 26, was eligible for
the 180-day cxclusivity period under Hatch-Waxman. Unnl that nght expired. entry by other
generic eompetitors would be blocked. Court decisions af that time, however, had made it
unclear whether Upsher had lost ils exctusivity rights when it settled with Schering. CPF 911-
$13. The source of this uncertainty was the conlinucd viability ol & 1994 regulation, which
required the first generic filer {o *successful[ly] defend” the patent infringement suit to qualify
for the 180-day exclusivity pertod. Under the suceessfiil defense repnlation, by setfling the patent

litigation Upsher would have [ost any claim o a 180-day exclusivity period. Belore Schering's
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agreement with Upsher, however, a federal court had found this regulation o be mvalid. Thus,
in June 1997, the “successful defense” regulation appeared to be on the way ont. CPE 906-910,

If Upsher retained the cxclusivity rights, then its agrecment not to launch its prodoct
could prevent AHP from entennyg the market until barch 2002 (180 days aller the agreed-1o
entry date for [psher in September 2001). Shortly afler Schering entered into 115 agreement with
Upsher, however, a different federal distrnict court held the FDA®s successfitl defense regulation
was lawlul and valid. In additien, the FDA announced that & decision of patent invalidity or nen-
infringement in a lawsuit invelving any ANDA filer — not just the first one — would trigger the
first filer's 180-day exclusivity penod. Thuos, the likebhood that Schering’s agreement with
Upsher would block AHIVs ability to enter hefore 2002 became meors uncertaiz. Only in April
1998 did it become clear that Upsher retained its exclusivity rights

‘The parties zettled the ¢ase in January 1908, with an agreement similar in several respects
lo the one Schennyg had entersd into with Upsher six months earlier. The agreement, which was
fAnahized in Junc 1998, provided for Schenng to pay AHP $15 million - 55 mellon up-fond and
the temaining S10 million condifioned on AHPs obtaining tentative FDA approval by June
19995 AP vitimartely received FDA approval in May 1999, and Schering paid it the $10
million. The agreemient, like the one with Upsher, also set an entry date several years in the

future: AHP agreed not to launch its generic prodoct untl 2004, The partiss also agreed to a

* See, e.g, Tr. 102194, 2269-71 (Joel Hoftiman); Tr. 28:7005-08, 7024 (Safir) (up to 2
50% chance that an AP decision would trigaer Upsher’s exclusivity); see alse CPF 842-543,
916-922,

¢ CX 484, Scttlement Agreement, re: Key Pharmaccuticals v, ESI-Lederle, Inc. (6/19/98),
at ALLP 0500060-61.
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variety ol other restnctions harmng AHP [rom supporting or pramoting any genenc competition
to K-Dur 2. Finally, Schering purchased a license to two gencric preducts held by AHP, and
Schering agreed 1o pay an additional §1 % million to AHP for those licenses.

1. THE E¥IDENCE SHOWS SCHERING PAID UPSHER AND AHP
TO STAY OFF THE MARKETY

There 15 no dispute that, under their agreements, Schering paid Tpsher $60 million and
AHP 315 milhen, and that these potential genenc entrants agreed not o launch their products for
several years, There 1s also no dispute that cach party abided by its agrecment, and thar generie
competition to X-Dur 20 did not oceur until September 2001, more than four years afier Upsher
abandoned its patent ‘niringement case. What is disputed is whether Schering’s =substantial
payments o 115 only two potential competitors at the time were consideration for thelr promises
Lo stay off the market with their low-cost zenenc alternatives to K-Dur 20.

The zgreements themselves, as well as (he substantial svidence adduced at trial, resolve
this disputc. It proves that Schering’s payments to Upsher and AITP were to prevent generic
cntry for several years and thereby protect Schening's K-Dur 20 revenue stream. 1L shows that
respondents not only had smple incentives to enter inle agreements to delay generic entry, but
also that they acted on those incentives. This evidence includes the written agreements
{hemselves, contemporansous business documents describing the agrecmenls, the parties” own
testimony, und the expert opinions of a preenunent econamist and an accomplished
pharmaceutical executive and consultant. All this evidence points int one direction: Schering
paidils competitors mitlions of doilars to drop their patent dispisics, set entry dates several years

down the road, and thereby proteot Schemtng’s K-Dur 20 revenue strearn.
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A, Schering Paid Upsher to Secare Tts Agreement Not to Enter Uniil 2001
1. The terms of the agreement show payment for the entry date
I'he most direct cvidence of the purpose of the $60 million in payments to Upsher is the
parties’ written agreemen! ilsell. This agreement, on ils face, estahlishes that Schering’s
payinents were, at least i part, “consideration” for Upsher’s agreemant not to launch any generic
version of K-Dur 20 for over four years, untit September 2001.

. Schering’s 360 million payments are directly linked to Upsher'y
agreement to the entry date

Paragraph 11 of the Detailed Agreement Terms explicitly states that Schering’s payments
including the so-ealled “up-front royalny™ payments of 360 million over two years — are “|in
consideration for the licenses, rghts and oblizations descnbed in paragraphs 1 through 10

",

above™ Paragraph 3 sets forth Lpsher’s obligation not to go to market before Septemaber 1,
2001, Thus, as Schenng’s in-bouse counsel could not dispute on the stand, the very terms of the
agreament show that the payment was at least in part consideration for D'psher’s promise 1o stay
off the market until 2001 3

Despite Schering’s coneession, Upsher’s President, lan Troup sticks to his story that the
cited language of Parageaph 11 must be some sort of “typo™ because, according o him, the

PAYEnts Were 1ot maant to be i consideration for Upsher's agreement to stay off the market.

Tr. 23:5555-56 (Troup). The terms of the contract, however, are “clear and unambiguous.”

7 CX 348, Scnlement and License Apreement (6/17/97) at USL 3188.

® Tr. 15:3565-66 {JTohn Holfman) (*Q: Okay, so on the [sce of this agrectnent, it’s
explicit and lcar, is it nol, that the money le be paid was paid at least in part for the settlernent of
the lawsuit? A: You could muerprel i that way, (: 5Sir, 150t that explieit? A: 1don™t want o
guibble with yow.™).
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Accordingly, under New Jetsey contract law, which governs the interpretation of the
Schering/tpsher agreement,” “there is no room for [Mr. 1roup’sj interpretation;” it must be
ignored as the plain language of the contract controls. Y

. LUpsher’s abligarion 1o abide by the enrry date is divectly linked to
Schering’s obligation to make the 568 million payments

Parapraph 3 ol the agreement provides that, should a court invalidate those partions of the
agrzement obligating Schenng 1o pay Upsher the $60 million, then Tpsher suddenly would be
free to market its gemeric K-Dur 20 product pnor to September 2001, In simple terms, this
mcans that if Scherng is not required to make the entite $60 million in payments, Upsher is not
required to stay off the market for the entire agreed upon lerm unlil September 2001, This
provision shows that Schening’s commiitment to pay tha $60 million s not part of some separate
and distinet licensing agreement, as respondents claim, but 15 rather inseparable from Upsher's
commumitment ta stay off the market — untit Septembar 2001,

. In contrast, Schering’s 560 million paymenis are not linked 1o the
development oF approval of the licensed products

Schering purportedly paid 60 millien up-front for the rights 10 Niacor-5R and several
other Upsher products. Yet, under the Schermng/Tipsher agreement, these substantial payments

are 110t linked m any way to the development, regulatory approval, or marketability of these

¥ CX 348 at US), 031584,

' County of Morris v. Fauver, 707 A.2d 958, 968-69 {N.]. 1998) (holding that “where
the terms of the contract are clear . . . the court must enforce it as writlen,” even where both
parties have misconstrued it), City of Orange Township v. Empire Mortgage Serv, fne, 775
A.2d 174, 179 (N.]. Super. Ct. App. Div. 2001) (applying “well-scitled principlef] of contractual
interpretation” that “where the terms ol a cuniract are clear and unambiguous there is no room for
intcrpretation or construction and the colrts must enforee those terms as written”).

14



products.' As Schering concedes, the $60 million in vp-front payments were “guaranteed” (CPF
251); its obligation to make these paymcents was not contingent on “anything” ' — not on
reculatory approval; not on Upsher's best efforts to further develop the products; not even on any
efforts to contmue development activides." In fact, Schering paid 532 million in mstallments on
the 360 mulhon wcll after Upsher hud abandoned all efforts 1o scck regulatory approval lor
Miacor-SR s a tiew drug,™

. The force majeare clause is consistent with paywtent for the entry dote

The agreement’s “force majeure” clanse (Paragraph 20} also undermines respondents”
claims that the $60 million payment was nol for the agreement 1o the 2000 entry date. This
elause — which provides that a Failure to petlonm oblrgations under the conlract shali nol
comstiture a breach where the Gailure 1o perform is due to a canse outside the contral of the non-

perfomung party - cxpressly exempts “the obligation to make payments when properly dus.™

" Tr. 15:3569 (John Hofltnan). Althoegh Schering obiained in its asreemeni licenses to
five Upsher praduets, Schering offictals realized that thosc other products were of minimal
siomficanee. CX 338, Prescntation to Schering Board of Directors at SP 12 00271 (“other
products ander licensc . . . are less significant than Niacor-SR™); CX 1510 at 40 {Kapor I (560
milkon payment was basically for Niacor-SR, and the other “anciliary™ prodocts were just
“thrown in'"); Tr. 23:5523-24 {Troup) (testifving that Niacor was the “most valuable asset™ in the
agreement). -

" CX 1529 at 140-41 {Troup 1H).

1 Schering-Plough’s Response to Complaint Counsel's Revised Second Request for
Admissions, No. 70; Tr. 15:3570-72 { fohn Hoffman); Tr. 19:4391, 4393-94 (T auda); CPF 247-
257.

" Upsher put on hold its efforts to subntit a new drug application for Niacor-SR in
January 1998, Tr. 17:4051 (Halvorsen); CX 962 at USL 13233 (as of 1/15/98, “Project has been
put on held™). Under the agreement, Schering made a $20 million payment to Upshcer in janc
1998 and another $12 million payment one year later. Schering-Plough’s Response to Complaint
Counsel’s Revised Second Request for Admissions, Nos. 74-75.
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Thus, Schering’s oblization to make the $60 million in payments to Upsher would continue even
1f some act of God oe other foree majenre made the produet licenses it received from Upsher
lotally worthless, so long as Upsher continued to withhold its genenc K-Dur 20 from the market,
CX 348 ot USL 3 [93.

2. Schering bad a powerful incentive to delay oeneric entry hy
paving Upsher a share of its profits

Although Schering owns a patent covering K-Dur 20 that did not expire until 2006,
Schering expected pencric entry well before that time. ' This is because the patent covering K-
Dur 20 (known as the *743 patent) relates only to the extended-release mechanism of the product.
As 2 result, Schering was vilnerable to a company sucecesfully desigming around the patend, and
entering with a non-infringing genernic equivalent.

And Schering had a great deal to lose from such entry. For it 1s well established m the
eponomic literature, and well understood 1n the pharmaceutical mdustry, that when zensenic entry
does oceur, the branded dmg company suffers a rapid and steep decline in sales and profits."
Empirical research has shown that within Lhe first full year after launch of a generic product,

branded drugs lose an average of 44 percent markct share to the generic product.’” Schering was

3 See, e.g., CX 13 at SP 003044 (1995 internal Schering memorandum noting that
wenerie competition o K<Dur 20 may come within two years); CX 124 at 8T 23 (153162
{azzormmny generic K-Dur 20 launch in 1997), CX 128 at 5P 23 00325a-26a (Key Five Year Sales
Forecasl assummg freneric K-Dur 20 eatry in July 1997, CPF 74-82.

** Tr. 1:130 (Goldberg) {gencrics have approximately 75-80% market share of K-Dur 20
market}; Tr. 2:210-11 (Teagarden) (within 90 days of genenc entry 70-90% conversion from
brand Lo generie, coninbuting to 30-60% devrease in cost of drug).

" Congressional Budgel Office, How fncreased Competition from Generie Drugs fias
Affected Prices and Rewrns in the Pharmaceutical fndustry at xii (July 1998).
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acutely aware of the threat that a generic version of K-Dur 20 would pose, = = = v v 0 0 2 6 4
Trvesra s ee s s e s e v 1% When generic competition finally began in
September 2001, the adverse impact on Schering’s sales was even more dramatic than projected.
By December 2001, alter only three monlhs of generic competition, over 70% of new
prescrptions for K-Dur 20 were filled with the gzneric product.'®

'The prospect of such substantial losses gave Schenng a powerful incentive to pay for
protection against such competition. The evidence showing that other potassium chloride
praducts did not constrain Schering's ability to price its product well above what a generic would
charge, as well as the cvidence showing the unique ability ol gencric entry fo take sales away
from Schering, support the conelnsion that Schering had monopoly power in K-Dur 20, CPF
943-947. Where a fimm, like Schering, possesses monopoly power, eniry will lower prices and
reduce the moumbent’s profits. Alihough some of these lost profils are capiured by the entrant,
some will flow to the consumer in the form of lower prices. This means thai the Incumbent cams
more without cormpetition than the combined profits of the bwo competitors after entry. Tr. 3:426

(Bresnahan).
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" CX 1480 at SP 089837,
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As aresult, the incumbent, Schering in this case, can always afford to use a portion of its profils
1o cormpensate the would-b2 genencs for staying out of the market, and stilf benafit trom

extending its monopoly, as illustrated below:

Incentives to Pay to Delay Expected Competition

Monopaoly

Expected Competition Retained Monowo.y

Az Profcssor Bresnahan cautioned, however, what is good for Schenng — the mcumbent
monopolist  and its genene compelilors is nnt 50 good for consumers: By keeping out
competition, and therchy preserving higher monopoly prices, Schering “lakefs] money from the
consumers” and then gives a “chunk™ of that meney “to the eatrant so that it’s in their interest not
to come in.” Tr. 3:426-29 (Bresnahan). The result: consumers lose the opportunity to reap the

5avings generic entry offers.
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3. The evidence shows that Schering and Upsher
acted on their incentives to delay generic entry

Respondents acted un their incentives w delay genenc entry. This is shown throagh
respondents’ own testimony about the negotiations that resulted in the SchemngUpsher
agreement, us well as their contemporaneous busmess records.

. Epshier negotimred for compensation to stay ont of the market

Frotn the st mecting to discuss sertlement of the ScheringUpsher patent Litigation,
Upsher®s sole nezotiator {lan Troup) made it very ¢lear that he expected Schering to compensate
his company to replace the forpzone revenues for delaying his genenic K-Dur 20 entry, As told by
the Schering officials participating in these negotiations {only one of whom appeared live at
mial), Mr. Troup wis “very msisiont” throughoow the negottalions that Scherduy provide Tpsher
with “an up-frent payment and cash’ as part of any scttlement. CX 1531 at 88- 89 (Wasscrstein
TH},

In the words of Martin Driscall, Schering’s former Viee President of Marketing, Mz,
Troup “wanted a pavmeit 10 come off the market, for them 10 stay off the market.”™ CX 1494 at
71. He discussed “rather gxtensively” that Schering should make a “pavment in the
neighborhood of $60 to 70 million™ to end the {itigation, and that thig payment should be based
on a percentaye of the K-Dur 20 salcs Schering would retain i Upsher agreed 10 withhald its
genenc product from the markel. CX 1494 at 65-67 (Dnscoll [H). Mr. Troup was “protty
foreeful . . . very foreelul as a matler of facl” in this demand, and would not “move off their

pesilion.”™ CX 1494 at 63-66, 71 (Driscoll TH).
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Raman Kapur had a simmtlar recoliection: Upshor was “looking for a revenue strean to
repiace” hia expecied income from generte K-Dur 20, and *if his fgeneric K-Dur] entry was

e

delayed in tenms of the revenue stream that he hoped to make [that] wp.™ And Schering’s
Associate General Counscl testified Lhal Mr. Troup invited Schering to “pay Lipsher-Smith to
stay off the market, ™!

. Sckering nnderstood that it needed to compensate Upsker io stay off the
market and that the paymens amonunt needed to reflect Upsher’s forgone
generic K-Duy 20 revenues

Schening’s contemporaneous business documents provide the best evidence of what
schering beheved to be the purpose of Its 360 mtlion payments to Upsher.  Although Scherfng
now fries to cxplain away what appears on the face of ils own documents, ™ this evidence plainly
shows that Schuring had no doubt thar the money would be used to provida Tpsher with a
“guarantced income slream” to compensate Upsher for staying out of the marked,

(nitced, this is precisely what Schering management told 1ts Board of Directors while
seeking approval for the proposed sgreement. As ctated in the fune 1947 presentation to the

Schening Board of Directors, Upsher was seeking an “'income stream 1o replace the income that

Upsher-Smnth had anticipated earing if 1t were able successfully to defend apainst Key’s

™ CX 1510 at 104 (Kapur TH), CX 1511 at 19-20 (Kapar dep).
11509 at 23 (Johm Hoffinan dep); see alse CUPF 200-2012,

“ See, e.g., United Stures v. United States Gypsum Co., 333 ULS. 364, 396 (1948) {where
frial tegtimony is contradicted by contemporaneous documentary evidence, the testimeny should
be given little weight), Adedpi Coors Co., 83 ET.C. 32, 326 (1973} (*IU is well established,
however, thal hiitle weight can be given 1o testimony which is in conflict with conternporaneous
documents, parlicularly when the ctucial issue mvolves mixed questions of law and fact.™,
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infringement claims,” and, according to Upsher, this “guaranteed income stream™ was “a
prercquisiic” {or any agreement:
Payment Terms
1In the course of vur discussions with Upsher-Smith they indicated that a
prerequisite of any deal wonld be to provide them with a guaranteed income
stream for the next twenty-four months to make up for the mncems that Lhey had

projected o carn from the sales of Klor Con had they been suecessfl in their suit.

(X 338, Board ol Director’s Presentation (June 24, 1997, at 5P 12 00268-270).
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Per e noeas s wa e Schering licensed a bundle of products fom Upsher. Tt
arranged to pay Upsher 360 million over a two-wear period. The discounted value of these $60
milllonpavitients s » & 1 2 = 4 6 8 4 4 4 s m e w s e v e s a1t s e e
et e e v s re e Andmexchange for Schering’s payment to Lipsher
ol the revenucs il vxpueted 1o wblain rom its generic K-Dur 20 saies, Upsher agreed to forgo
gompetition with Schering unnl Scptember 2000
4. The 560 millton payment was not for the Niacor-8R license

Schering attempts 10 defend the $60 million payment as part of the compensation that it
paid for a license to a different product, Niscor-SR. Although the Niacor-SR Heoense had other,
conventional royalty terms, Schernmyg has claimed that the enormous up-front non-contingent
payment stmply was further compensation for Niacor-SR. The evidence refutes (hat argument.

. Neither Upsher wor Schering had any sound basis upon which to value
the Niacar-SR license when they agreed to the 360 million payment

The parties” neporiations over the payment amonnt makes clear that the $60 million
paynient 1s not for the Nacor-SR licensc, as respondents claim. At the same time Schering and
Upsher supposedly were in the midst of negotiaiing an up-front payvinent virtally unprecedented
in size in the pharmaceutical industry {and the larges! m Schenng’s history), neither party had

any hasis for valuing Niacor-SR, the principal product at stake.
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Mr. Troup readily concedes he made no effort to quantify the value of & Niacor-SR
hcense outside of the United States at the time of the scttlement agrooment. He did not confer
with the European consuftant Tpsker hired specifically to identifyv 2 Hecensing partmer for Niacor-
SR. MNor did he confer with the Upsher official who recently had returned from Europe after
meeting with scveral potential licensing partners. Tr. 23:5524-25, 5541, 55344-47 {Troup).

Mr. Troup cortainly could not apprase the value of Niacer-5R based on what otizer
companies were willing to pay. Althaugh Upsher had spent the previous five months contacting
“virtually everybody who 1s a pharmacculical manufaclurer or distnboler outside of the United
States,” mosl showed no interst, and note offored any non-conlingent payvment whatsoover,™
And Upsher’s tnodest internal cstimates of Niacor-5R’s potentral — predicting UL, annval sales
to be as little as $3.3 miliion and no more than S20 million™ — provide no hasis to support such
an cxtraordinary $60 million up-Iront licensing [oe™

in ihe cnd, Mr, Troup justifics his substantial payment demand only by pointing to his
own mental calculafion, based on another company™s public sales forecasts for a different product

10 be sold in a different part of the world. Tr. 23:5524-26 (Troup). How can this flimsy and

2 Tr. 28:6931 (Kerr). One of the companies which mitially expressed some Interesi —
Searie — ultimately rejected the heensing opporturaly because, according 1o the head of the
licensing projcot, Niacor-5R “was not voing o be a successful drug.™ Tr. 33:7885-86 (Egan); see
CPF 778-808.

HOCX 234 at USL12785 {estimaling Niacor-SR annual sales at $3.3 million}; CX 322 at
USL 15287 (long term planming documnent forecasting $20 milkon in Wiacor-SR annual sales);
CX 778 at SL 15551 {estimating Niacor-5R annueal sales al 37 - 8 malion); CX 1094 at L/SL
11935 {estimating Niacor-5R annual sales at $11.5 nullion); see alse Tt 23:53533-41 {Troup).

¥ 11 8. sates of pharmaceuticals are generally assumed to be “roughly half of the
worldwide sales.” Tr. 7:1333-34 (Levy).
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untcstable explanation be eredited, particularly where Troup’s $60 million demand matches
almost precisely Upsher's estimated |ost generic K-Dur 20 revenues?

schering’s unerthodox approzeh to (he settlement discussions alse reveals Lhe true
purposc ol the up-front payments. Schering did not negotiate the $60 milion payoff from having
previoushy assesscd the value of the Niacor-SR licensing opporlunily, as would be expected if the
pasvment was actuallv in consideration for the licensed product. Instead, Schering arrived first at
the $60 million price tag ™ And only then did it purportedly analyze whether the product was
actually worlh the amount negotiated.

Mr. Lauda, one of the Schering executives mvolved in the Niacor-SR evaluation,
Cescnbed his assigmment this way: Ray Kapur “inlormed me that they had an oppartunity to
license several projects — several products, from Upsher . . . and could | perform an assessment of
that aguinst o background thal the valug would probably -- the payment would probabiy be about
$60 million.” CX 1515 at 86 (Lauda (113.*" In other wonds, Schering had afready decided to pay
Upsher 560 million, and zow 1t necded something to justify that decision. While Schering had
not valuned Niacor-SE_ prior to its negotiations with Upsher, « « ¢ # 5 a3 ¢ 4+ v v 2 v 0 5 0 4 4
T e r e P s e s P et s 4w s momomoroewon v e s A rE e aas ey

# m 4 @& 4 m = ®m F 5 B &5 B &5 & 4 F % & % F & % & =

“ CPF242; see CX 1515 at 102 (Lauda IH). Raman Kapur, the principal Schering
representative involbved in the negotiations, was in charee of Schering’s generic operation. In the
woTds of Schening's counsel: “He was not qualified 1o evaluate Niacor™ Tr. 1:55-536 (Schering’s
openiny statement}.

¥ See also CX 1516 at 40 (Lauda dep) (Kapur “mentioned to me thal it was an
arrangement that they were looking (o have a value of about $60 [million], was it worth $60
[million].”).
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. The 60 million non-contingent payment is grossly excessive in light of
Schering’s Heensing practices and standard pracrices in the indusmy

The terms of the license agrecment are unremarkeble in ali respects save one: the huge
non-contmgent payment. This $6{ million cash payment greatly exceeded fees pald in other
transactions by Schering, including those with far greater value than the products received under
the Schering/Upsher agreement.” Indeed, it remains the largest payment of its kind in Schenng’s
history.

This unprecedenied payment 1s even more striking because i was for a drug (Niacor-SR)
which, in the context of billion dollar pharmaceutical licensing opportunities, hud “very low
value."® According to Schering’s own internal estimates, Niacor-SR was expected to penerate
sales of between $45-140 millton per year. As Mr. Lauda testified, “100 million is nol a hugely
successful product in the Lnted States.”™ Tr, 19:4434 (Lauda}.

The agreement alse lacks the ardinary protections that would be expeeted in such an

chm]cnt_ = F B F & ® ¥ & F B & 4 ¥ & ¥ & & = F m §go§FgoF LT EF SR SF A F F A F A F R OF W OR S
& & & & E &4 ®m & B B &8 B & = 4 & F = F ®» + &+ F & F ¥ & w =2 = & F F F ¥ &+ B % & B & wW F 2 = m

* 4 & & B & B & & 4 & » & 4w o¥yoF FEF B E B & B I A & & & & 8 4 W OF OBR B S OFR KA OF R R A AR

* Tr. 7:1329-30 (Levy); CPF 259, 314-327,

* Tr. 7:1330 (Levy); see also Tr. 7:1331-33 (Levy) (explaining that even under the most
eptumistic projections, Niacor-SR’s sales would rank only around 300th among pharmaceutical
products).

* CX 1044 at SP 16060047 (Mr. Audibert’s “commercial evaluation” of Miacer-SR).

25



+ o » « » 3 By in this agreement, Upsher, the licensor, received the $60 million payments
free and clear, without any obligation (o do anything further

* Selering's five-day evaluation of Niacor-SR fell far short of industry licensing
standuards and Schering’s own due dilfgence practices

Far from being extraordinarily dilizgent — as might have been expected in 2 deal where the
ammimt of up-front cash committed was unprecedented — Schenng’s due-diligence in the
evaluation of Niacor-SR was noticeably superficial. It failed to foilow the procedures ordinarily
used bv Schering and those generally adhered to in the pharmaccutical industry.™

A single employee, James Audibert, carried out the purported due-dilipence in less than
five davs.” He did so without inpul [rom Lhe groups ordinarily invelved in licensing decisions,
that i3, Schering’s rescarch and development group, palent counsel, regulatory group,
mamifactunmng group, Hnance group, of any of the normal due dihigence mroups wath

responsibility for markettng and sclling the prodoct. CX 1454 at #9-91 {Audibert dep).

Faseaen e v e ve o TrO266316-17 (Kerr) ("M ]ore than in most other

industrigs, [in the pharmaceutical industry] there 15 a substantial rigk that any particular product
in the pipeline at any time worn't get into the market."); Tr. 19:4389-90 (Lauda) (confinming that
some drugs which reach the last stage of chnieal development never receive FIXA approval).

* Tr. 721322, 7:1324-25 (Levy); see also CPF 291, 304, 328-333; Tr. 19:43%1 (Lauda)
(confirming that payments were noncuntingenl).

¥ See Tr. T:1341 (Levy) (It just fell dramatically short of any evaiuation process that
I've encountered for a pharmaceutical of this typa.™).

M See, e.g., Tr. 18:4161-66 (Audiherf); X 1483 at 31-32 (Audibert [H); CPF 375, 419-
442, 456-484,
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As the charl below demaonstrates, Schering s Niacor-5R due diligence offoris were far
more cursory than in comparable Schering licensing deals, and conducted o a fraction of the
time, even though the azreed-to cash payment was the largest of its kind.

Schering®s Superficial Due [li]igizlmn‘s::"=

Upsher- Tritixk COR TCh's
Smith’s Alberogenics Bintech*s Fonagen*s Therapeutics Y¥Ribzvara®
“Mizeor-5R" SAGI-DGTT “Marimazslal™ WY gt max” “Integredia™ {In{liximub)
Resexrch & - . . - .
Develupment
Hasiom
Besnlalory - . . . .
Review
Intelteaual ) . ' . *
Troperiy
Hevipw
Financiul £ ' . ' . .
Review
Commerriat ‘,r . . * . .
Aszseasment
Moaufacmring a - . . .
Agteccment
Tisne Spenl vo 110 e e R i TEE e
Drue Diligence 4 o 5 daye
Up Front S60 million P e PR r e e PRFA
Payments

That Schering conducled a superficiai review of Nizcor-5R 15 nol serious|y dispuled.
Schenng's Exceultve Viee President of Global Marketng (Thomas Lauda) acknowledges that
Schermyg “did a lower amonnt of due ditigence tor the Niacor project”™ than for the many other
licensing deals with which he has been involved, Mr. Lauda’s only explanation fiar Schering's

meag[ﬂ-duﬂdiligcnu“tﬂurisisiiiioittitoiii-‘tliiiititliicit

¥ See CPF 485-480.
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« =+ v« o v+ The evidence divecthy refutcs these claims.

First, Nigcor-5KE was anything but * + » # = v s s 2 =+

. Allhovgh migein was well-known and, as of the Schering/Upsher
agreement, had been marketed for years, no company had sucesssfully
developed, and received approval for, a sustuined-release version of
niacin **

" Suslained-release forms of niacin had known liver toxicity problems
problems with which Scherny was well aware. Just two months prior to
agrccing to pay 360 millior m exchange for one sustained-release miacin
product {Niacor-SE), Schetmg had commissioned a survey of ten medical
experts to evaluate the clitmeal aspects of a different sustained-release miacin
drug (Niaspan). The results of that survey cloarly peinted out the historical
difficulties in developing and marketing a sustained-release niacin product.
After reviewing the Niaspan clinical data, the medical experts remained
concemed about the safety and efiicacy of sustamed-release niscin. Tndeed,
Schering’s own expert panel reported that this product, [ar from bemy
streightforward, “need[ed] larger, longer stndics and tnals™ and “compelling
evidence™ to support its safety and side-effect claims.”

. The marketing of a sustatned-release nician product in Curope also wasn't
straightiorward. Because of the recent success of other cholesterol-reducing
arents, prncipally the “stating,” the market opportunity for a product such as
Niacor-ER, uccording to one Schering Vice President, was “narrowing even
prior to itg introduction.™® Other phammaceutical companies which had
considered and rejected a Niacor-SR license voiced similar concems about
the product’s lunited market potential

¥ OPF 205-266, 272-284, 584, 588-595,
¥ OX 576 at SP 02071 see also CPF 281284, 585, 596-609,

WX 558 at SP OG2720 (6/9/97 Martin Driscoll memorandum recommending
discontinuation of negotiations for other sustained release niacin product); see alsa CPF 338,
616G-017.

M OX 850 at USL 09089 (one company had no inferest in Niacor-SR because *we do not
expect that a product like Niacor ean get a sufficient market share in Europe in the highly
competitive segment of lipid lowering agents.”}; CX 857 at USL 09091 (another company had no
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In addition, Schering certainly didn’t have all the answers to the myriad questions

presented by a sustained-reiease macin drug, for the simple reason that it never asked the

questions:

. Schering did not ask anything ahout the prospeets for Wiacor-5R s regulatory
approval, in¢luding whether Upsher had solved 1t problemswith a crucial clinical
sludy required for FDA approval ({CPF 433, 468-470), 473-475, 633-038);

. Schenng never examined the scope of Upsher’s paient rights or whether
Upsher even had the abilily o license Schering to scll a once-a-day niacin product
in Europe (CPF 434-436, 457-459); and

v Schenmy never ingwited whether Niacor-SR would obtain the broad

thetapeutic labeling that it would need to compele successfully against other
products of its type {CPF 430-431).

Schering’s faithare to seek the inlormation needed to properly evaluate the Niacor-SR licensing
oppormnity firther confirms that the $60 million was not (or the Kiacor-5R license, but rather
[or Upsher™s agrecuant W slay off the market with its gencric K-Dur 20 product. CPT 373.377.
660-003,

. Fhe bekavicr of Schering and Upsher after execution of thelr agreeument was
incensisienst witl fheir contention thai they were serious ubout Schering’s
development of Niacor-SE

The time schedule that was presented lo the Schering Board of Dircetors for Lhe

development and marketing of Niacor-SR would have required the company to immediately

mount an enormous effort to gain regulatory approval, manufacture, and market a new

pharmacentical. CX 338 at SP 12 00270, Memo of Board of Director’s Preseniation (June 24,

inierest m Niacor-SK because “{w]e are doubtfid abont the commercial prospects of a nicedinic
acid based product m [taly, where this active ingredient 15 viewed as a somewhat cutdated
treatment.”™); CX 861 at USL 090596 {another company had no interest in Niacor-SR because
“[t]he stating . . . are actually widely prescribed and there is nol much room anyimore for the
nicotime acids.™); see afzeo CPF 285, 586, 620-652,
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1997, The cvidence shows that Scharing made no such cffort. Although it had just commatted
S6t mllion cash to thes project:

‘ schering never established a “project team” to overses the development
and marketing of Niacor-SR (CPF 674, 679-650;

. The oflicial purportediy “appointed”™ as the project leader had no idea he
had hecn so appoinled and ound 1 “confusing™ thal his depariment weold
nndertake these cfforts since it was ol responsible for seeking drug approval m
Europe (CPF 676-678);

. Schering never submijtted any Hlings to obtain Buropean approval for
Niacoe-SR, never began the additional clinical trials that would have heen
necessary Lo make such fifings, and never even received the clinical data fram

Upsher that would form the basis of these fihngs {CPF 692, 703-710); and

. Schenntg wasn't inlormed that Lipsher had pur the Niaeor-SR projeet “on
hold” until nearly nine months ailer the fact (CPF 711-716).

The parties’ post-deal behavior {or lack thereof) confirms that neither Schering nor Upsher had a
sincere intereat in the development and marketing of Niacor-SE. CPF 664-670, 717.721.
. Schering was gawilling to make any wor-cantingent payment for
another sustained-refease nigein producy thar Schering betieved was equal
to ar herter than Niccgr-S8
The same vear Schering agreed to make S60 million in up-front non-contingent payments
to Upsher, purportedly in exchange for a license to Wiacor-3R, Schering was unwilling to make
any non-contingent payments [or the aights to ancther sustamed-release nacin drug, Niaspan.
The undrspuled {acs concemning Scheting’s rejection of (his similar opportunily arc as follows:
. Niaspan was equal to or better than Niacor-SE, in tenins of safety and

etficacy 25 a drug, and was fanther slong m (he regulatory approval process.
CPF 736-763.
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. Schenng was offered the opportunity (o hicense Niaspan outright in non-
11.8. marke:s.™ This non-11.S. license would have been availablc for a
nominal up-iront payment.®' Schering preferred, however, to purste ri ohis
1 Wiaspatl in the Uniled States. CX 340

. Schering was unwilling to make any non-contingent payment for these
.S, rights to Niaspan.™

. Just days after Schering recommended cutting oft negotiations for
INiaspan, it agreed to pay $60 million in non-contingent, up-front payments
ror the non-U.5, rights to Niacor-5R.

Applying stranghtforward economic principles 1o these facts, Professor Bresnahan
confirms that which should be obyvious using basic comumen sense: Schenng did not value the
sustained-release niacin license as bemg worth $60 million in non-contingent payvments, and
therefore, Schering was willing to make (his substanlial payment only because it reccived
something else of value — that is, Upsher’s agrecment not to challenge Schering’s K-Dur 20
monaopoly unti: September 2041,

. The Nigeor-SR license does not stand on Ifs own two feet, as respondents
claim

Eespondents’ principal defense of the $60 million non-contingent up-front payment — that
the deal “stands en 1ts own two feet™ — hinges on the testunony of Mt Holfman, Schering’s in-

house counsel iy charge of liugution und anhtrust, and more speeifically, the infercnee

“CX 540 (2/1 171997 memo explaiming the Niaspan opportunity to Schering
management).

“ Tr. 31:7650, 31:7655 (Patel} (Lhe non-11.S. Niaspan rights were madc availabie to
AstraZeneca and Hoffinann-La Roche in return for a down payment of $5 millien); Tt 31:7538-
3% {Patel) {(SmithKline-Beecham could have obtained the non-ULS. rights to a package of lwo
drugs which Included Niaspan in return for a down payment of around $10 million).

2 CX 558 at SP 002719 (6/19/1997 memo recommending cnding negotiations for
Iviaspan).
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respondants need this Court to draw from that testimony. The testimony at issue is Mr.
Hoflman's stateinent o Upsher during the seitlemnent negotiations that “Schering was not Loing
to be paying Upsher-Sonith to stay off market.” 1. 15:3340-41 (John Hoffman).

It 15 hardly serprising that Schenng would take such a bargatming position to get Upsher
o lower its $30 million settlement demand. And by itself, such tesitmony would have no
relevance to the antinust issues presented here. Yot, respondenis iy 1o el=vate this otherwise
unremarkable testimony to thoir core defense. To make this delense work, however, they need
this Courl to 1gnete the rest ol the evidence and rather infer that simply because respondents’
lawyers purportcdly were aware of the law prohibiting payments to keep one’s competitors off
the market, respondents must have obeyed that law. But as Your Honor correctly observed,
where respondents iail, as they have herd, to provide the “direct link™ from the lawvers’
statements to the client’s behavior, that “formula” just dvesn’t add ep. Tr. 12:2617-18.

Because respondents have chosen 1o maintain their sulomey-client privilege, they offered
no evidence to link Hoffman"s statements to Schering’s or Upsher’s behavior. Without this
evidence, we are all left wondenng: Did Mr. Hoffinan raisc antitrust concerns with Upsher in
order to get Upsher to lower 113 $80 million demand for payments, or because he believed it he an
accnrate asscssment of the law? Respondents refused 1o answer on the hasis of privilege. Did
IToffinan tell his husinesspeople about the antitrust nisks of entering into settlements nvolving
payment for delay? Schering won't say. Did the Schenng and Upsher businesspeople actually
listen to and follow the legal advice of their lawyers, assurmny they were so advised? Did
Hoffman take any action to prevent his client from entenng into a settlement involving payment

for delay? What did he do to make sure the payiments to Upsher really were for the products
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licensed? IHd he momitor due diligence? Did he review (he valuation? W'l never know
beecause tespondents have kept the best evidence of what was being said and done insicde
Schennpg and Upsher with respect o their lawyers’ lozal advice Fadden behind claims ol
privileze,

Even where the evidenee is not shrouded by privilegs, it fails to support respondents’
claim that the INiacor-SR licensing deal “stands on ils own twn feer.™ For cxample, far from
being extracrdinari]y diligent in their evaluation of the Niacor-SR licensing opportunily, s
would be expected where your lawyer has dentified signiticant antitrust risks, Schering’s dus
diligenee efforts were remarkably superficial. See CPF 373-377, 660-663.

As Tarther evidence, we need look no further than the mernorandunt 1o the Schering
Board ol Dircctors mecting where the proposed license agresment with Upsher was to be
considercd. One sentenee (part of which is redacted) of that decumenr recounts that Schering
“informed them [Upsher] that any such deal should stand on its own merit.” CX 338 al 8P 12
GU248. Cven if Schering did not redact a key piece of this semtence, the decwnenr docs not
support the inference respondents would draw. For cxample, stnkingly absent from this repori is
anly asserlion by Schenng management to the Board that, based on 1ts (ahbreviated) review of the
Niacor-SR project, the licenamg deal did in fact stand on its own mexrit. independent of the patent
setilement agreement. Indecd the decument goes on to discuss the $60 mitlion payments in the
context of Upsher’s demand for a “guarantesd mcome stream” to replace projected sales of

cencric K-Dur 20, CX 338 at SP 00270,
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In short, respondents have offered no reason for ths Court to infer, from Hoffiman's
bargaining pos.tion that the Niacor-SR licensing deal had to “stand on its own twa feet,” that the
560 mullion payment was for anything other than Upsher’s agreemenl Lo slay out of the market.

B. Schering Paid AHP to Secure Its Agreement Not to Enter Uncil 2004

1. The terms of the agreement show payment for the entry date

Om 115 face, Schering’s settfement agreement with AHP shows it paid AHP %15 million as
consideration for AHP's promise to abandon its challenye 1o Schening’s patent and stay off the
market until 2004, Para 3.1{a)(iii) provides:

AHP and EST each covenants thatl, in no event shall any or all of AHP, ESL its or
thetr Affiliates and‘or any Acquired Businesses, taken as & sToup, prior o January
1, 2}i), sell, offer to sell or market in the United States any Reforencing Prodieet
i defined in Article [ te include a potassium chloride product that is markeied by
AP as bioequivalent o K-Dur 207 ..
CX 479 (6/19/9% settlement agrecment) at SP 13 00075, Article [V, “Consideration,” lays out
Lhe terms for Schering’s payments 1o AHP: $5 million upon execution ot the agreement and up
to 310 milhion depemding on the date ATIP's ANDA product received tentative FTYA approval.™
Linder the latter payment term, AHP got the full $10 million provided it ohtained the requisite
HDA approval by June 1999, and lesser amounts thereafter, a provision thal by its terms reflects
the Tink hetween the payment and AHP's potential lost reverues from agrecing to forestall entry.

Schering also agreed to pay AHP $15 million in non-comingent payments - over and

above conventonal royaltics based on sales — under a separate licensing agreement for Furopean

marketing nights to two AHP gencric preducts unrelaled to the patent litigation. CX 480 at SP 15

0069-70. While these substantial non-contingent payments for rights to two genetie products

B X 479 at SF 13 00078, See CPF 850,

34



raise questions, the existence of the S15 million in direct payments for the settlement agreement
obviales any need lo underiake an mquiry into whether the licensing pavment was additinnal
consideration lor the 2004 cntry date. Su_:heriug‘s payment ol at keast 15 million to securc
AHP’s agreement not to compete with K-Dur-20 until 2004 15 sufficient to constitute an antitrust
violation.

The written contract between Schering and AHP plainly shows an agreement (o pay
millions of dollars in exchange for a promise not to compute. The payvment keyed to the dare of
FDA approval in particular shows, as Mr. Hoffman conceded, that this term tied the amount of
payment lo how quickly AHP was able to bring a generntc K-Dur 20 product to market. Tr.
12:2646 (Tohn Hoffman).

2. Thc cvidence shows that Schering and AHP acted on (heir incentives to
delay generic enfry

A vanety ef evidence beyond the agreement itself confirms that Schering paid AHP o
stay off the markel. First, as in the case of Upsher, the record shows that both parties werc aware
that Schering had strong incentives to pay AHP to avoid a negative result in the patent Litigation,
that is, the patent protection for K-Dur 20 was narrow and the 1oss to Schermyg from AHP s entry |
would far excead what ALIP could hope to earn by Jaunching its product.” Furlhermore,

Scheritip’s incentives to pay AHP to settle inercased as the itigation progressed.

B osesasaeae ety e e r e o CPF823-840 (patent protection);

CFF 355 {AHP demand for $100 million based on Schering’s lost profits); 860 (Rule testimony
thal payment based on hrand’s loss would be much greater than one bascd on generic’s gain);
CPF 1174, 1182,
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At a Tanuary 1998 heanng before the trial judge to determine the scope of the patent (the
“Markman hearing”’)," the judge indicated he had signifreant guestions about the merits of
Schering™s infringement argument.* Tndeed, the evidence of the views expressed by the mial
judge directly cortradicts a fundamental premise ol Schening's defense of the AHP settlement;
that the parties reached a settlement atter AHPs defense m the patent case had “coilapsed.™
Schering settled with Lipsher on the ve of trial, but in the case of AHP there had been no
particular urgency o sellle. Once the court indicated that it did not share Schering’s view that it
had a “slam dunk”™ case,™ howover, the stakes were raised. A court decision construing the

patcnt ¢laims narrowly, or halding that o broad construction of those claims would render the

* The first step in analyzing a claim of patent infringement is to construe the claims
specified in the pateat. The Supreme Court made it clear that 1z 15 the job of the court, aot the
Jury, to construs the patent claims in Markman v. Westview Mnstruments, 517 LS. 370 (1996) and
the hearmg held by the court to hear evidencee relating to claim construction has become known
as a Markman hearing. T'r. 15:3326-27 (Miller).

¥ Ir 15:3387-89 (Miller) (acknowledging judge’s statements in transcript raising
gueshens aboul Schenng's position, such as “this is far from a clear 1ssue,” and agreeing that
judge mdicated that he was concemed that Schering’s patent would be invahid iFil were read as
broadly as Schering claimed 11 should be read). See also Tr. 14:3038-39 (Banker) (testimony
regarding same portion ol Markman heanny transeript).

* Respondent Schering-Plough Corporation's Presriaf Brief (January 15, 2002) aL 2
("ESI's defense in the patent case had collapsed™), 10 {7at the time of the scttlement, EST had no
viable defense to Schering’s mfringement claims™), 22 {(“Schering ungquestionably would have
won. ES['s defense had completedy collapsed ™). Teo rebut Schering’s claims about the supposed
weakness of AHP's defense in the inmngement case, complaint counsel offered testimony from a
technical expert, Dr. Umesh V. Banakar, who concurred with the opiniens of AHP’s cxpert al the
Markman hearing, and disagreed with those of Schering’s expert, Dr. Banker, See Tr. 26:6387-
92 (Banakar).

¥ Tr. 14:3038-39 (Banker); 15:3387-8% (Miller) (acknowledging that the judge’s
statement in the transcript of the Markman heanng so stated),
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patent invaiid, could have had significant implications for Schering’s ability o enforce its patent
against any potentiat generic entrant.

In addition, legal develepments concernmyg the 180-day exclusivity period granted to first
ANDA {liers under the Hatch-Waxman Act created additional uncertamty as 1o whelber
Schering’s agreement with Upsher would block AHP s entry, increasing the threat posed by
AHP ¥ This was true because [ipsher might he deemed to have lost its eligibilizy for the
exclusivity peniod. and also because the FDA had begun to take the position thar the exclusivity
period could be tnggered by a court decision involving another company’s ANDA product that
held the patent was not infringed.

Fvidence concerning the negotiations that preceded the agreement also confirms that the
parties agreed to exchange payment for 4 promise not to compete, Contemporanesus documents
created by the partes dunng the negotiations show that Schering’s first sctilement proposal was
that AHP abandon its genenc K-Dur 20} product entirely, and instead receive compensalion from
Schering for promoting K-Dur 20*% This approach wonld have, in effect, compensated AHE for
keeping its preduct off the market permanently.”’ Thus, from the outsst Schering was willing to
ofler pavment to clittinate the potéatial competition from AHD.

AHP rejected Schering’s proposal and suggested instead that Schenng “make an

appropriate payment” to AHP, and in return AHP would “forebear from entering the market™

¥ See discnssion at section LC.; CFP 911-922.
T 459; CX 466.

" Tr. 12:2662 (Johm Holiman) (Schering offer would have involved a complete
abandonment of the ESI product).
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until “some subsequent time {(for example, in 2002).™ The negotiations over the payment
locnsed on the concept of Schering compensating AET for revenues fost as a result of agreemy to
stay off the markeat:

* During an Avgust 1997 settlement conference, Schuring counsel Mr. Rule
expressed the view that g payvment based on the revenues losl by AHP agreeing
not 1o come to market would be “more defensible™ than one based on a share of
Schering's profits, Tr, 11:2584 (Rule). This shows that Schering wasn®t flat-qut
retiusing to consider a settlement involving a payment to AHD to stay off the
market. Tar from it, Mr. Rule’s statement suggests the approach the parttes took
in caleulating that payment ™

. Shortly thereafier AHP provided Schenmng with estimates of what it would losc by
staying off the market for several yvears, See CX 461,

. From AHP's perspuective, in cvaluating “the coonomics of the seutlement
proposzls,” it needed to consider when it would be entering relative to other
penerics.” Assumptions shout the crder of peneric cntry would significantly
aifcer the caiculation of lost revenucs,™

- AHP would have no lost revenues, however, 1f its AND A product never got FDA
approvsal. During negotianons, Schering stressed 11s need (o know whether AHP
had a product that would roccive FDA approval, and demanded and received
assurances that AHP's product was approvable.™

o

2

OX 458 at C&B-Z 002179 see also UX 4359,

3 Neither respondent in this preceeding has claimed that the legality of the payment {ums
on whether 1t 13 cajculaled based on the genenc’s tost revenues or a percentage of Schering’s
profits.

M CX 462 at AHP 10 01670.

M See U3 461 at SP 13 00004 (AHP estimates of lost revenues based on assumption that
AHP, Upsher, and Warnick (Schenng’s genenc) launch their products simultancousiy): CPF 316-
B20.

* Sez C'X 468 at ARP 05 00226 {Schering would not make another scitlement proposal
until it could review AHP s correspondence with the FDA so that it could determane whether
AHP had a product that was approvable); CX 409 (summary of AHP's correspondenee with the
FDAY CX 474 at 5P 13 00633 (payment schedule “reflects the central importance of ESI's
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. The parties did not negoliate the $3 millien up-fromnt payment 45 compensation for
artorneyvs fees.™

AHD persisted inits demand that 1t be pud 1o retum for an agreement not to enter the
markct, CPF 58, Indeed, there appears to be no dispute that AHP held {5 to 118 demand that
it be paid for any agrecment 1o an entry date in the futare.™

By September 1997, AHP knew that Schering had agreed to make large up-front cash
payinents in its settlament with Upsher ™ Following Upsher’s lead, AHP refuscd to settle the
Iingation untl Schenng sgreed to pay AHP as weil. Tr. 12:2720-21 {Drisc{.:r]]}. Scherng’s
arttempt to argue that the payment was not for the entry date — on the ground that the parties
azreed to the date well before Scheriug agreed to make the 515 million payments — ignores the
simpic fact that AP did not agree to the 2004 date ahsent the payment.

Thus, the evidence as to Schenng’'s incentives and the record of the pariies’ negotiations
lerding up to the zgreement comfirm what appears directly on the face of the docurment.

3, Schering’s defense to the AHP agreement requoires il tu walk away from
the contemporaneons documents

Al mal, Schenng made varous allempls o dismiss the significance of the terms of the

wilten agreement that show the payments not to compele. Mr. Nields repeatedly claimed that

representations’ that Micro-K 20 was approvabie)

T Mr. Hoffinan testified that the magistrate judge had suggested that the $5 million counld
be viewed as payine AHFP its legal tees (Tr, 12:2620, 2622) {John Hoffiman), but Hoffman
declined to charactorize them in that manner, and stated that Schering had no information from
AHP that its attorneys [ees amounted to 55 million. Tr. 12:2643-44 {John Hoffman).

¥ See, eg, Tr. 12:2658 (John Hoflhan).
# X 463; 464 (sunmary of Key-Upsher settlement agreement).
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triad testimony by Schering representatives about the negotiations was essential te determine

whal the parties actually agrecd to.™

The termis of the writlen contract are unambignons,
however, and in any event, key claims made by these witnesses do not withstand serutiny.

First, Schering attempted to dismiss the significance of the $10 million payment tied to
FD A approval of AHP's ANDA through Mr. Dnscoll’s testimony that, at the time of the
apreement, he did not believe Schering would ultimately have lo pay it. ‘This testimony,
however, is belied by more reliable contemperanecus documents. Correspondence by Schering’s
counsel leading up to the final settlement agreement expressly states that, in reaching the January
199% ayreement m paneiple, Scheting rehed on AHP representations that its ANDA was
approvabic. CX 474 at 5P 13 00633 (the payment schedule “reftects the central importance of

EST"s represcrlations™ that Micro-E 20 was approvable}® In addition, testimony of Mr. Dey of

AHTD, who was heavily mvolvod m the scttfemenl negetiations, 1s consistent with this document,

' See Tr. 11:2501, 25302, 2508-09, 2511, 2517 (Nields).

" The lune 17, 1998 letter fram Schering owiside counsel 1o counse! for AHP states that
priar to the January 1998 settlement, ALLP representatives, Messrs. Holler, Doy, and Alaburda,
represented that AHP™s generie product was approvable and that FDA conaerns that the
supporting data was too old “would be resolved easily and prompily.” CX 474 at 8P 13 00633,
It goes on to state:

[tem [T of the statement of settiement principles drafted by Paul Heller (copy
attached) made it ciear that the $10 million (deciining) payrient to ESI would turn
on FIXA approval of Micro-K 20. Schering also made it clear that the FDA
approval of Micro-K 20 was an essential component of the ponciples of
agreement, ard the payment schecule in item 11 reflects the central importance of
ESI's representations.

CX 474 at 5P 13 00633,
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and states that i his view Schering would not have settied the Iitigation if it belisved that AHP
did not have a product capable of odtaining FDA approva,. CPE Boh.

Other contemporansous documents show that Schenny sought and received assurances
that AHP had an approvable product. For example, in November 1997, Mr, Herman, outside
counsel to Schoering in the paient fitigation, took the position that “Kev is unwilling to make
anather settlement olfer until EST demonstrates that it has a bona fide 20 mEq potassium chlonde
product thar, but tor this lawsult, would recetve FDA spproval ™ CX 468 at AHP 05 00226,
AHFP subsequent[y provided him with correspondence between ESI and the FDA concerning the
ANDA * and thercafter, in December 1997, Mr. Herman made a new settlement proposal io
AHF. CX 470,

AHP responded with a countter-proposal that included a provision calling for S50 million
in payments from Schering o AHP “upon the issuance by the FIXA of an approvable letter for
ESI Loderle’s ANDA” CX 473, CX 471, Schering did not accede w this proviston, however,
and ultimately agreed to pay only $10 million, and only if AHP gained approval wathin a specifie
time frame., X 472,474 479, Negotiation over the amount of payment would have been
unnecessary 1 Schering truly thoupht AHP - a large corperation with no shortage of resources

and ample incemives to obtain FDA approval — stood noe chance of gaining that approval ™

2 (X 469; Tr. 11:2522-23 (Herman).

2 Although Mr. Driscoll repeatediy asserted that at the time he did not think AHP had an
approvable prodoct, this was evidently not based on any hard evidence that would permit lum to
confidentty mmake a $10 million gamble, beeause he testified that this was merely “my
assumption” hased on AHP = behavior during the negotiations. €3C 1494 ag 127-28 (Driacoll

I,
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Second, as with the Uipsher apreement, Schenng offered testimany that its lawvers stated
during the negatiations that Schering, eiting antitrust concerns, would rot pay a compelitar to
stay off the markel.®  As Your Honor has praperly recommized, however, these statements cannot
support an inference that Schering acted in accordance with those statements.” We have no way
to test the statements in order to determine whether Schering was simply posturing as part of the
negotiating process 1w order 1o stnike a better deal, or whether the attomeys’ confidential advice
tn the client was consistent with these stalement o thitd parties. And in fact, in the end Schering
enterzd into @ wntlen agreernent with AHP which on s face shows payments to be made by
Scherng in consideration for AHP's promise fo stay ol the market.

Finally. Schering attempts to walk El'n-‘r'ﬂjl: from the plain language of its agreement with
AHP by snggesting that it was coerced into the agreement by the imagistrate judee or the trial
indge — or that Schering acted on a belief that it was being threatened by these court oflicials.
For example, Mr. Flerman, Schenng's outside counsel in the patent case, testificd that the trial
judee ordered him to stay in the courthouse until the case was settled. Tr. 12235300 Mr, Drigeal]
lestifed Lhat Lhe magistrale judgs told him thal the tnal judge had ordered him (o gat a sertlement

{Tr. 12:2703-04), and wsed threats to [oree the scttlement (Tr. 12:2714).

“ See Tr. 12:2606 (Mr. Niclds states “We are introducing in both cases evidence that
Schenne dechned to pay lor delay, citing antitrust concornzs. ™).

% See Tr. 12:2617-18:

Judge Chappell: And your argumnent is that respondents are gong to try to make
the case that this wimess told a judge something, and then there’s supposed to be
some unplication that the chient did soamething based on that without . . . proving
lo me the direct Lok to the client? . . . I don’i think that adds up, Mr. Orlans, and
I'MN tell yom that right now and "1l tell them right now.”™
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Tesnmony reparding statemcnts allegedly made by the magistrate and the tnal judge was
the subject of numerous objections at tnal, and was admitted anly an 2 limited basis and not for
tue truth of the maiters asserted. Mare mmportantly, 1o credit theses claims, Your 1onor would
need 1o find that two judicial efficers went bevond merely encouraging setttement, and cnzaged
in improper judicial behavior, in effect threatening to deny Schering tts right o an 1mpartial
adjudicarion.

Mr. Herimatr conceded on cross-exarmnalion, however, that the transcript of the Markmun
hearing shows the trial judge: {1) expressing his desire 10 hear closing arguments and
willimgmess {0 Mremain this evening az long as it takes to fimsh this matter.™ {Tr. 11:2351%; (2)
agreeing Lo a reyaest (rom the parligs that he defer elosing arguments to cnable them 1o pursue
settlemant discussions (Tr. 11:2551-52); and {3) stating “if we don’t settle the case, T wanl to
conclude the Markman heaning with closing arguments tomorrow.” (Tr. | 1:2554).% Thusc
stalements hardly portray a judge unwilhng lo move forward with the casc or torcing the parties
o scrtie. Alhough M Herman repeatedly claimed that the trial judge “often said one thing on
the record and ancther thing privately in chammbers™ (Tr. 11:2552; see afso 11:2549; 2553-54),
the normal practice of the Commission and the courts is to rely on contemporaneous documents

over self-serving trial testimony.* That principle is particularly appropriate here, given the

 See also Tr. 11:2548 (Mr. Herman testifying that he recalied the trial judge offering to
hold oral arguments on the Markman hearing on Saturday in order to perniit the parties to engage
in settlement discussions on Friday).

7 See eg., United States v. United States Gypsum Co., 333 US. 364, 396 (1948),;
Adelph Coors Company, 83 B T.C, 32, 326 (1973} ("Il 15 wel established, however, that little
weight can be given to testimony which is in conflict wilh contemporaneous documents,
particularly when the crucial issue involves mixed questions of law and fact.™).
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nature ot the acensations that Schennyr’s witnesses have leveled at two judicial officers who arc
not present 10 defend themselves.

Moreover, Schering’s suggestion that it helieved it had no aption o persuc the litigation
15 untenable.™ Schening was represented by experienced counsel, who were pariicipaling in a
voluntary process of non-binding mediation presided over by a magisirate judege @ Judges
routinely cneonrage litigants to setile. But forcing a seitlemear on unwilling hitigants i another
ratter entirely.”™ Schering’s Associate General Counsel, Mr. [Hoffman, acknowledged that where
parties cannot agres o a settlement the fudge must try the case. 1T 12:2047-48, Turthernmore,
Mr. Hoflman admitted thal the magmsirate never said that a party wIlw drd not settie would be
© penalized. Tr. 12:0548, Thus, even if Schering comsel helieved they wore being pressured by
the magistrate to settle. if is wuplausible that Schenng believed it could not Liigate the caze if it
deemed any proposed scttlement with AHP undesirable.™

In sum, the terms of the written agreement show Schering paid AHP at least $13 nullion

ko secure an agrecihant 16 siay o1 the market for six vears. Bvidence conecrning the negoliations

® 1t also 1s inconsistent with Schering’s arzument (hat it would have wou the patent
htigation against AH.

% See SPX 73 {10/16/96 letter from Schering counsel to Hon. Jan DuBois, with Mr.
Herman advising that both plaintiff and defendant “have agroed lo participate in non-binding
mediation.™).

" See, eg., Newtonv. AC. &8, /e, 918 F.2d 1121, 1129 (3d Cir. 1990) (“{T]he court’s
ciforts to cxpedite the settlement of cases . . . should not unduly pressure or coerce litigants into
settlement.”™).

"8ee, 2.g., Brooks v. Great Ailantic & Pacific Tea Co., 92 F.2d 794, 796 (9th Cir, 1937)
(*The judge must not compel agreement by arbitrary use of his power and the attorney must not
meekly submil to a judge's suggestion, though it be strongly urged.™).
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confirms what appears is apparent from the agreement. The self-serving testimony of Schering
Tepresentatives offered in an atemot to offset the clear terms of the agreement is contradicted by
more relable evidence i the record, and should be given no weipi
III. THE AGREEMENTS ARE UNLAWFUL HORIZONTAL RESTRAINTS

A, The Legal Framework for Analysis of Herizontal Restraints

The FTC Act’s prehibition on “unfair methods of competition” encompasses violations of
other antitrust laws. including Section 1 of the Shennar Act, which prohibits agreements in
restraint of trade.” Agresments betwean competitors or potential competitors thal yovern the
way they compete with one another are horizonlal resiraints of trade.™ Schering’s agreements —
with two companies that were seeking to market low-cost generic products that would compete
with Schering’s I-Drar 20 potassium supplement — are thes horizontal restraints. Such restraimis
are unlawful )t they “unreasonably™ limit competition,™

The antitrust inquiry into the reasonablencss of a horixontal restraint tums on the
competitive sigmibicance of the conduct i guestien. The cowts begin by asking whether the
conduct éppuars (o be a practice that would “always or almost always tend to restrict coimpetition
and decrease outputl” or instead 18 “designed to “increase economic efficicney and render markets

more, rather than less, compcetitive.”™ Broadeast Music, Ine. v. OBS, 441 U8, |, 19-20 (1979

* See FTC v. Indiang Federation of Dentists, 476 U8 447, 454 (1986) [hereinafler
IED.

T See ey, NCAA v. Board of Regenis of the Univ. Of Okla., 468 U.S. 85, 99 (1984)
[hereinaficr NCAA].

™ Chicagoe Bd. of Trade v. Uniied Stares, 246 U.8. 231 (1918); National Soc'y of Prof'l
Engrs v, United Stares, 435 TR, 679 (197R).
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(*BML7). When the anticompetitive charmcter of the restraint is clear, the restraint is doomed per
se urreasonahlo, ™

Where Lhere 15 a plausible justification for the restraint, ot where the anlicompetitive
character of the restraint is less obvious, then a closer look is needoed 1o assess its likely
competitive effects.™ But, the purpoese of the inguiry remains the sume: to form a judement
about the competitive significance of the restraint. Az the Supretne Court observed m National
Society of Professional Engineers v. United States, 435 1.8, 679, 688 (1978), the antitrust
inquiry under the rulc of reason “does not open the ficld . . . to any argument in favor of a
chatlenged restraint that may fall within the realm of reason.”™ Thus, parties may not justify harm
ta competition by claimi.g that the result that obtained was “reasonable.”

The extznt of scrutiny necded (o ussess the competitive significance of the restraint under
the rule of reason will vary, dependimg on the nature and character of the conduct in guestion and
the strength of the justification ollered.™ As the Supreme Court explained in its most recent
horizontal restraimts case, California Denial Association v. FTC, 526 UK, 756, 780-81 (19904

[T]here 15 generally no categorical line o bu drawn between restrainte that give rise to an
inttively obvious inference of anticompetitive effect and those that call for more

¥ See eg, FTCv. Superior Court Trial Lawyers dss'n, 493 1U.8. 411 {1990).

* General Leaseways, Inc. v. National Truck Leasing Ass'n, 744 F.2d 588, 595 {7th Cir.
1984) (“The per se rule would collapse if every claim of economies from restricting competition,
however implausible, could be used to move 2 horizontal agreement not to compete from the per
s¢ to the Rule of Reason category.™).

T See, g, NCA4, 468 UK. 85; IFD, 476 U.S. at 461-62 (dentists’ agresment to
withhold x-rays from msurers was sufficiently likely “to disrupt the proper lunctioning of price-
setting mechanism of the market” to be condemned withoul proof that the conduet actually
resulted in higher prices).
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detailed treatment. What {5 required, rather, is an enquary mect for the case, looking to
the circumstances, details, and Ingic of 4 restraine.

Respondenls’ legal defense ol their chullenged conduct rests heavily on the promisc that
the lerality of the agreements depends on whether they can be labeled per se unlawful. Tn this
case, the distinetion is irrelevant. Regardless of how detailed the inguiry, whether judged under a
per se standard or under a more extensive exammation under the rule of rzazon, the evidence
cstabliskics a violation,

Accordingly, we first set forth the tegal analysis under the rule of reason.

. Iz the nature and character of the restraint mherently anticompetitive? (B.1)

‘ Is there a sound theorcrical basis that expiains why the testraint is likely to result
1o sremilicant anticompetitive effects? (B.2)

-

Does the record evidence support a finding that the restraint was likely to result in
siTmificant anficompelilive offects m this case® (3.3 & 3.4}, and

Hawve respondents come forward with cogmuzable procompetitive justifications o
offset the demonstrated anticompetitive effects of the resmaint? (B.5)

Finally, we address why the agrecments are also properly condemned as per sc unlawiul
horizontal restraints.

B. The Challenged Agreements Are Unlawful Under the Rule of Reason

Al 188uc here arc lwo agreements under which potential generic entrants received
pavmients of tetis of millions of dollars m connection wath settlament of charges of patent
infringement bronght agatnst thetn by Schering, and in consideration of theit agreement not 1o
market until a date several years in the Tuture.

. The nalure of the Testraint — a payment to a potential competitor 1o secure an
agreement not to enier and compete — is, on its face, inherently anticompetitive.

47



" While the date the genencs otherwise would have entered 1s uncortain, cconomic
theory explains why the agreements are Hkely. ahsent some justification. 1o result
in ater gzneric entry than would otherwise be expected.

. The rocord evidenes shows thal respomdents acted on these incentives, and that
clear anticorpetiive effects flow from delaving senenc compention.

. And respondents have ratled to come forward with any plausible procompetilive
Justifications.

Ag aresult, Schenng's agreements with Upsher and AHP constitute unlawtul horizontal
restraints under the mle of reason.

1. The nature of the agreemcnt: Paying a potential competitor to withhold
competition is inherently anticompetitive

Paying a party w stay off the market dizcetly restraing competition on price and output,

and 15 a classtc restrairt of trade. ™ ©

Restrictions on poice and oetput are the paradipmatic
gxamples of Testramts of trade that the Sherman Act was wnlended to prohibit.”™ ANUA4, 468 ULS.
ar 107-08. Such resirunts have obvious anticompetitive eflects even where they involve
uncertain compottion, and even where that vncertainty is related (o patent litigation.

In Palmer v. BRC, the Supreme Court made clear that agrecments not to compete amosng
potential competitors are as unlawful as lhose between firms that arc current compstitors at the
time Lhe agreement is emtered imte. Palmer, 498 115, at 48-30. Professor Hovenkamp points out

that m many cases ane of ths partiss to a non-compelc agreement may be uncertarn as (o the

likehhood of entry by the other, end wishes to have “insurance™ against sech entry. As Palmer

® See, e.g., United States v. Addyscon Pipe & Steel Co., 85 F. 271 (6th Cir. 1898) {Tak,
L) aff d. 175 U8, 211 (1899); United States v. Masonite Corp., 316 U.S. 265 (1942) (potential
mfringers withdrew their products Irom ihe market and received payment through a price-fixing
agreement); Palmer v. BRG of Georgia, Inc., 498 U 8, 46, 49-50 {1990) (competilors agreed not
to enter each other’s territories and to share profits from sales in one of thosc territories).
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reflects, however, “the law docs not condone the purchase of protection from uncertain
comptition any more than 1l condones the slimination of aclual competition.” Herbert
Hovenkamp, X110 Ansfrrss Low 20300 at 175 (1999

Uneertainty i the pharmaceatical industry may stem from a vanety of factors, including
the potennal competiter’s ability to successfully manufacture the product or obtain repulatory
approval, of its chances ol prevailing in a patent infringement challenge. Regardless of the
source of this uncertainty, however, a payment to purchase protection from uncertain competition
raises similar concerns.” Such factors may inffuence a plaintift’s ability to prove damages, but
do not alter the unalysis of lHability.™ Fwven though the payment may arise in the contexl of
unecrtain patent litigation, a polent does not vest its owner with the unfetiered right to bribe
competitors to abandon their competition.

The Supreme Court’s decision in Unéted Steies v. Masoniite tllustrates this point.” In that
case, Masonite, the patent-hoelder, sued or threatened to suc its competitors for patent
infringement. T icsoive thosc disputes, Masonite licensed the competing firms to sell jts

product, but at a price that itset. 316 ULS. at 267-73. In its decision, the Suprerme Court

? From en economic perspective, Profcssor Bresnahan testified that it wonld clearly be
anticompetilive for an incumbent to pay a potential gencric oval to defer entry umntil a specific
date in the future, even if the generic’s ability to obtain FDA approval was uncertain, Tr.
34:8055-86. And, Professor Bresnahan explained that, a5 an ccenomist, there would be no
reason to treat uncertainty due to patent litigation any differently. Tr. 34:R(UB7.

" Sce, eg., United Siater v. Microsoft, 253 F.3d 34, 79-80 (D.C. Cir. 2001) {per curiam}
(distinguishmg hability and remedy), Microbix Biosys., nc., v. BioWhitiaker, Inc., 172 F.Supp.
2d 680, 654-95 (D. Md. 2000}, aff d on other grounds, 2001 W1, 603416 {4th Cir. 2001}
{distmguishing damages inquiry from the asscssment of competitive effects for purposes of
assesyiny ltablity under the rule of reason).

M See United Srates v. Masonite Corp., 316 U1S. 265 {1942},
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expressly assumdcd that the patents were vahd and that the competitors had tried unsuccessfully to
develop non-infoingtaye producis. fd at 276, 180-81. Noaetbeless, the Court stiil foune that the
licensc arrangements went beyend Masonitc’s legitimate nghts and constitnted {licgal price-
fixing. The Court cxplained that Masonite's licensing scheme had enticed i cetpotitons 10
ahandon their own products and patent challenges in exchange [or a sharc of the patent-halder’s
profits. fd a1 282-83.%

Like the price-fixing in Mavemife, Schenng's payments here provided the inducement to
the generic firms to lessen their competitive vigor. By paying its potential generic rivals a share
of the profits, Schenng induced them to forge their patent chalienyes and to stay off the market

-

until a dale years i the fulure. * :.ctive and vigorous competitton then tend[ed] 1o be impaired,
nol from any prelerence ol the pubbe for the patented product, but from the preference of the
compctitors for a mutual arrangement for price-fixing which premiscs more profit if the parties
abanden rather than maintain competition.”™ 74 at 28],

Thus, the crux of the antitrist elaim iz, 25 one eourt pag it the “right to a market in which

manulacturers and distributors of genenie drugs [make] their decisions about challenging patcnts

and entering markets free from the influence of cash pavments amouniing to vrwreasonable

® See alvo In ve Ciprofloxacin IFvdrochioride Anvitrust Litig., 166 ¥ Supp. 2d 740
{(E.DNY. 2001) (“Cipro”™) (rejecting the argument that the exastence of a valid patent forecloses
the possibility of antiqust effects flowing from the agrocment).

8 See also LS. v. Singer Mie. Co., 374 LS. 174 {1963) (finding patent interference
settlement unlawful under the antitrust laws without rcaching the substantive merits of the patent
claim); IL8 v. New Wrinkle Inc., 342 U5, 371 (1952) (finding a licensing agreement in vialation
of the Sherman Act even though the agreement settled a palent interference litigation); 1.8 w.
Fine Marerial Co., 333 U.B. 287 (19438) {finding licensing agreements in violation of the
Sherman Act without dizcussing invalidity or infringcment).
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testrainis ol wrade.” Cipro 166 I'. Supp. 2d at 749 Recogmuzmy ihal this practice of paying a
generic drug manufaciurer not to market 1s product tnterteres with this rght, cowrts have found
the restraint to be per se illega ™

The Cardizem and Tercazosin Hudrochionde cases involved agreernents ansing in the
context ol palent Tigation. In cach of those cases, as here, the brand-name pharmaceutical
company paid the polential gencric cntrant not to chter the market. Each court reached the samc
basic conclusion: a payment to a potcntial, but unecetain competitor, was a straight forward
horizonral markel allocation agreement and thus fits within the category of husiness practices

g3

which have long been held iHlepal per se under section | of the Sherman Act.™ The courts
rejected the claim thal, beeause the wompoanes were not actual compehitors, the ugreement was
not homzontal, holding that it was sulhcient to show that the parlies were potential nvals, and
that potential rivalry was clitminated to establish a horizontal market ailecation.™ And the

Cardizem court dismissed an argument, similar to the one advanced by respondents herc, that the

avreement was procompectitive because 1t included a license which guarsnized the senenic’s

M In re Cardizem CD Antiteust Litig., 105 F. Supp. 2d 682, 706-07 (E.D. Mich. 2000,
appeal dockerfed, No. 00-2483 (61h Cir. Dec. 19, 2000) (concerning the Hoechst’Andex
agreement); In re Terazosin Hvdrochloride Antitrist Litig., 164 F. Supp. 2d 1340, 1349 (S.D.
Fla, 2000) (conceming the Abbotl/Geneva/Zenith agreement); see afso Eon Labs Mfe., fnc. v
Watsonr Pharm., Inc. 164 F. Supp. 2d 350, 356 (5.D.MN.Y. 2001} {finding such a restraint to be
“highly suspect”™).

" Cardizam, 105 F. Supp. 2d at 701; see also Terazosin Hydrochlovide, 164 F. Supp. 2d
at 1349 (quoting £°.5. v Topco Assoc., Inc., 405 11.5. 596, 608 (1972)) (characterizing the
Abbott/Geneva'Zenith agreements as ap “agreement[s] between competitors at the same level of
the market structure to allocate territories in order to minimize competition™).

¥ Cardizem, 105 F. Supp. at 700; Terazosin {lydrochloride, 164 F. Supp. 2d at 1349,
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ability to enter well before patent expiration regardless of whether the generic's product was
found to beinfnnging, Cardizem, 103 F, Supp. 2d 2t 705.06,"

Because the “great likehihood of anticompetitive effects”™ from the setifement agreements
ir (his case “can casily be ascerlained.” the agreements can be _smn_maril}f condernned, unless
tespondents olfer a plaustble procompetitive justification.™ As we pext cxplain, the conglusion
that the agrecnrents at issue are antcompelibive rests on far more than the presumption of harm
from paying a competitonr not to compete.

2, The cconomic inceniives of the partics support a finding
that the likely purpose and effect of Schering’s paymenis
to its gencric competitors was to delay generic eotry

Econeruc analysis explains wiy Schening’s pavments 1o its polential genene rivals arc
likely, absent some justification, 1o resull in later generic entry than would othensize be
expected.” The cffects of gonoric entry on consumer prices arc well-decumenied. Generic entry
causes prices to fall dramaticatly, which benefits consumers. Empirical rescarch has shown that

ihe first generic to enter is typically priced 25 percent or more below the branded drug’s retail

price. As additional genertcs enter the market over ime, the price of generic drugs continnes (o

*" The D.C. Circuit in Andrx Pharms., Inc. v. Biovail Corp. Int', 236 F.3d 799, 811
(D.C. Cir. 2001), considered the HMRI/Andrx agreement in a different context and noted that the
alleged agreetnent “could reasonably be viewed as an attempt to allocate market share and
preserve monopolistic conditions,™

® Colifornia Dental Ass'n, 526 1S, at 770.

® The Commission may rely on economic theory and commeon sense as well as record
cvidence 10 determine whether a particular restraint harms competition. See fFD, 476 TS, ar
456.
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fall, sometime to less than 50 per cent of the branded price™ Itis also well understood in the
pharmaceutical industry that wien gencric entry does occur, it quickly takes market share away
from 1ts branded counterpart.  As aresult, the imcumbent hranded drug company suffers 4 rapid
and steep decline in sales and profits. Becasse genenic drugs are priced so muck: lower than the
branded diug,. the retwms to the brand name company from extending its monopoly will almost
always exceed the polential econcmic gans to the generic applicant.

These market realitics cxplain the incentive and ability ol the incumbent to pay the
would-be generic a share of its proits to withdraw 1ts patent challenge and forestal] entry (Tr.
3:327-30 (Bresnahan}), and explam why the genenc has the incentive to accept such an
arrangement. In the absence of a paymed:, a setflement or decision not to sertic implicitly
reflects each party’s expectations about the outcome of the litigatiom. Payments to the generic
cntrant necessanly alter the competitive relationship of the parties, aligring their interesis and
distortings the gensnc firm’s previous inceptive to compete. The parties can always be made
betier il by prcsciving and shanmg the brand’s profits. We can confidently predict that the
payment will result in an coiry date (hal is Jater than both parties cxpeeted From the liigation or
than would ccour in a scttlement withr:rut a payment.

3. Therecord evidence confirms that the restraints are likely to produce
significant anticompetitive effects and that the pariies had the power to
affect market-wide competition

The evidence demonstrates the likely anticompelitive effects of Schering's payments to

its potential competitors that economic theory predicts. Generic entry would (and did) offer

* Congressional Budget Office, How Increased Competition from Generic Prugs Has
Affected Prices and Returns in the Pharmaceutical ndustry (July 1998) at xii.
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cemsumers the same product 2t a substantial discount; delayving such an option harmed
cotsumers, As a result, eotry by & genetie E-Dur 20 product, whether by Upsher or AEP. would
have (and evertually did) canse Schenng to lose substantial sales and profits. Schenng’s lost
profits dwarfed the expected profits that either entrant cxpected. Even though genenic entry was
uncertain, Schering and its would-be generic rivals would ez greater profits if the generics
accepted a share of Schering’s profits to stay-off the markel. See Tr. 3:531-33 (Bresnahan).

Not only were the mcentives (o delay generic entry clear, the parties acted on these
incentives. The evidence from respondents’ own testimony about the neporiations that led to the
agreements, as well as the contemporancous business documents, is far mere consistent with an
agreement to share prafits than, as they ass .t an agreement to license products, 1n the case of
Lipsher, the evidence shows:

. Upsher negeitated for compensation o stey oul of the market;

. Schenng concluded that compensating Upsher for staying out of the market was
"y prerecuisite o any deal™;

. Schenng and Gpsher both realtzed that generic cotry would harm Schenng more
than it wonld henelit Upsher;

. In the “Executive Summary™ - the blueprint for Schering’s negodialions
Schering estmated Upsher’s forgone generic K-Dur 27} revenues and eventually
agreed to pay an amoeunt equal to these estimates;

. ‘The Executive Summary shows that Schering planned to pay Upsher for its lost
revenues only so long as Schering mamiained its monopoly;

. Al the time the parhies were negotiating the $60 mllion pnce tag, neither

Schenng nor Upsher had any basis to belicve the licensed products had substantial
value; amd
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. T'he resulting agreement contains a bread ban on competing with anv generic
version of K-Dur 290, not merely the allezedly infinging product that was the
subject of the patens Htigation,”

Taken tugether, lhis evidence shows thal Schenng and Upsher understood that Upsher’s ety
would harm Schering’s profits, that Schering would lose mors than Upshor would gain, and that

the partics would be better-off avoiding competition and sharmy the profils. See Section TLA.

The evidence an the AHP agreement is equally campelling.

. Balh parties predicled zemenc entry would harm Schering morc than it would
benefit AHL,
. As time propressed, the incentives for delay increased as the uncertainty

regarding the 180-day cxelusivity made il more hikely that AHP could enter prior
to Upsher and, during the Markman hearing, the judge expressed views o the
merits that were l2ss npiimisiic han Schenng’s own view;

. Although Schering clatns it would not pay for dolay, Schering offered to pay
AHIP to withdraw completely from the market;

. AHP demeanded a payment to stay off the marker, justifying the amount of the
demand based on the darmage AHP's cotry wonld inflict on Schenng’s profis;

- The agresment itself explicitly conditionad the payment on AHP’s agreement not
to markst a genenic K-Dur 20 produoet, and tied the amount of the pavment to the
datc AHP would recetve approval. Tn other words, the eatlier AHP would be a
threat to Scheting’s monopaoly, the more money AHP would receive;

. The resulting agreentent contams a broad ban on competing with any generic
version of K-Dur 20, not merely the allegedly infringiny product that was the
subject of the patent litigation. See Scetion [LE.

In swm, this evidence sbows {1} the foundation for a well-accepted economic theory about

Schering’s ahility and incentive to delay generic competition and the incentive of the potential

H1Tr. 3:536-40 (Bresnahan) (provisions consistent with parties acting en incentives to
delay entry).
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genencs Tivals 1o accept such an amrangement, (2) proof that the conditions of that theory applied
in the K-Iur 20 market. and (3) proof that the partics were aeling on those imcentives, In
adchtion, the [act that respondents” stared justification for the 3 million pavinent (o Upsher —
that 1t was in consideration for hicenses to Niacor-5R and four wther insignificant products —is a
pretext (see Section 1LA), provides a further basis to tnler that {he conduct was anticompetitive.*
This evidence 15 far more than was needed by the Supreme Court to condemn the
Testraints 1 fmficna Federation of Dentists. Not only are the challenged restraints at issue here
more cbviously anticompetitive than in 75D, the cvidence of their actual impact un cumpelilion
15 meore substantial. In /503, the Court considered an agreement among dentists to refuse to
provide x-rays to insurers seekimg to evaluate in.arance claims. Although declining to apply ihe
per se rale, 2 unammaous Court found “no elaborate indusury analysis™ was needed to show “the
anticompetitive character of such an agreement.” 476 U.S. at 439. It rejected the Seventh
Crrouit’s holdinyg that the Commssion lacked adequate record evidence to support its finding that
the conspiracy had (he effect of suppressing competition among dentigis wilh respect ta their
vooperation with Lhe reguests ol insurers, noting the Commission could reasonabiy rely on
common sensc and cconomie theory as well, Id. at 456, Because the conduct was “likely enongh
to disrupt the proper functioning of the price-sctting mechanmism of the market,” the Court could

comclude the practice was anticompetitive without proof that the conduct “resulted in higher

* See Northwest Wholesale Stationers, Inc. v. Parific Stationery & Printing Co., 472
0.5, 284, 296 n.7 (1985), JTC Petroleum Co. v. Piasa Motor Fuels, Inc., 190 F.3d 775, 778-7%
(7th Cir. 1999) (*“The combination of the price difference with the evidenece of pretext supports
an inference that the producers were bemg compensated by the applicators for shoring up the
cartel.”’).
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prices . . . than would ocenr in [the copduct’s] absence.” Jd at 461-62. Since the Federation had
advanced “[n]o credibie srgurnent’™ that the restraint had procompetitive efliets, 11 was unlawlul.
fel. at 439,

Following the Supreme Court’s rensonming in JFD, the “anlicompetitive consequences of
this arrangement are apparant.” NC44, 468 1.5, at 106, Whereas the restraint in S5 hinited
the information consumears use 1o rnake purchasing decisions, Schering’s pavinents 1o Lipsher and
AHP deprived consumess aceess to a competiog product by inducing them to abandon their
patent challenge and to accept an entry date many years in the future. These payments, thus,
delaved cotnpetitive entry compared (o what the parties expacted under litiration or 10 any other
settlement they could have réached. The dircel ev: Junce of the olfeel of generic eniry on the
sales of K-Dur 20} since Upsher enlered with 1ts genenc product in Scptember 2001 leaves no
doubt that the exclusion of gencrie competitron forced consumers to pay logher prices for 20
mFEq potassium chlonde prodoects.

4,  Schering’s agreement wilh Upsher had
additional anticompetitive effects

Schering’s agreement with Upsher not only affected markel entry by Upsher, but also
served o ¢reate an obstacles to entry by other potential gencric compelitors. bee infra Sce. [ By
securing Upsher’s promise to forestall 1ts own entry, the apreement ensured that Upsher would
not trigger its exclusivity right. And wmiil that nght expired, additional generic cnmry woold be

blecked. In thisrespect, the agreement can be seen as a way of purchasing some Insurance
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againsi entry by all generic competiion. Even if it was not & perfeel barricr Lo generic entry, it
provided Scherng with a significant degree of protection.™

Although respondents bave argued that complant counsel must demonstrate that
respondents specifically intended and conspired to manipulate Upsher’s entitlement to 180-day
exclusivity, cslabhshing iMepalily 1o a crvil antitrust action against a honzonal agreement in
resiraini of irade does not require prool of specific intent to achieve anticompelitive effects.™ As
Professor Areeda has ohserved, | wihenever a restmint appears unreaszonable in the light of its
redeeming virtues and alternatives, the defendant’s innocent menlal stale will not save it . . .. [A]
good miention will not save conduct that we are otherwise prepared to Judse unreasonabiy
anticompetitive.” Phillip Areeda, VII Antitrust Eaw - 1506 at 390 (1986}, Thus, even if
respondents did not intend to matipulate Hatch-Waxman's | 80-day cxclusivity period for
anticompetilive purpoeses, the anticompetitive effect of Schering’s aprecment with Upsher was to

erecl an addiional barner to eniry by olther subsequent generic entrants,

™ There might still have been some possibility that another applicant could mrigger
Upsher’s exclusivity by obtaining a favorable coust deeision int a patent challenge brought by
Schermg, Schenng, however, could avoid this possibikity simply by not sutng the ANDA filer
for patent infringement. Thus, for example, by not suing Andrx, Schenng avoided an adverse
court deeision, and thus left intact Upsher's vnexpired 180-day exclusivily period as a barrier to
generic entry. See CPF 929

* See United States v. United States Gyprum, 438 11.5. 422, 446 n. 22 (1U7%). By
contrast, specific intent to achieve certain anticompetitive cnds, though not necessarily specific
mient to vielate the law, is a necessary element of proof regarding certain violations of Section 2
of the Sherman Act.
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5. Respondents have failed to ofler a
ptausible procompetitive justification

Paying a porential entrant not to compete is nherently anricompetitive. The record
evidenee and cconomic incentives confiom that Schering’s paymenl o s two potential rivals to
forgo their patent challenges, in exchange {or a specific entry date in the future, would have the
effect of delaving entry of 2 low-cost generic altermative. As a result, consumers were harmed.

This prima facic showing that the agreements ace anticompetitive shifis the burden 1o the
respondents to come forward with a plausible procompetitive justification. NCA4, 468 U.S. at
113, A sustification for anticompetitive eonduct 1s cognizable under the antitrust laws ondy if it is
based on 4 clamm that the resiraint enhances competinon, for exampie; by redecing the cost of
produciny or rnarketing a product, enabling the competitors to offer a new produet, or improving
the functioning of the market. Where a justification is based on the opposite promise — that
competition 1s not in the public interest, it is not cognizable and will be disrcgarded ™

The mers assertion of a legitimate goal, moreover, will not serve to establish a piausible
justification for anticompetitive conduct. The Inquiry into justificarions also focuses on whather
the restraint actually serves the claimed legitumate objective, and whether the objective can be

achieved as well without restraining competition so much.”® Courts reject proilered justifications

# See, e.g., NUAA, 468 11.8, at 116-17; Professional Eng'rs, 435 U.S. at 696.
* Phillip E. Arceda, VIT dnsitriest Law 1 1505 at 384 {1586).
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that are pretextual:” thal arc not logically conmected to achievement of the purperted goal;™ and
that do not achigve or are not necessary to achieve thelr purported goals.™

Respondents [ail to put forward a plansibie procompetitive justification. Thoy attcmpt to
justify Schering’s pavments 1o s potential competitors with economic modcls that purport to
show that agreements with “reverse payments,” such as the ones challenged hore, cowld in some
circumstances he procompetitive. Each model, however, iz flawed, Rather than wdentifyine
those silualions in which “reverse pavinenis”™ would m tact result in procompetitive settlements,
cach theery instcad is a road-map to anticompetitive conduct, showing that the parties will
always be better off by paying additional compensation for {urther delaved entry. In addition,
none of the jushifications were asserted by any of respon. sats” [net witnesses, who deny reverse
payments were made. But respondenls want to have it both ways, The fact witneases deny such
paviments were made, while the experts explain why the pavinents were jpstified. It's time to
choose thewr defense. Finally, in two months of trial, 8600 pages ol testimony, and the thousands
of adnutted exhubits, not one prece of evidence shows that a reverse payment has cver been used

to pegch a procompetitive settlement  cither in thas cage or in any other.

“ Sec. e.g., Law v, NCA4, 134 F.3d 1010, 1024 (10th Cir. 1998).

* Californie Demtal Ass'n, 526 U8, at 770-71, citing Chicago Prof Sports LP. v. NBA,
961 I.2d 667, 674-76 (7th Cir. 1992) (assessing and rejecting lovic of proffered procomipetitive
Justifications}.

* See, e.g., Chicago Prof. Sports L.P., 961 F.2d at 674,
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+  Respondent’ theoretical meodels predict thar partics will reach
anticompetitive seltlements, nof procowpetifive ones

Respondents” economic experts offer varions theoretica: modcls that purport to show
situations m which a reverse puyment could end up m a settlement that is not anticotnpetitive.
While these modeals do lay oul limited conditions in which thore are settloments that parties
prefer to litigation and provide mere competition than is expected under litigation, none of these
moidcis explain why partics would cver reach those “procompetitive” settlemnents, In facl, Lhe
modsls themselves predict the contrary. For any procompetitive settlement (as defined by the
madel}, each model shows there are a muititude of anticompetitive setilements thar the parties
prefer. As g matter of commeon sense and basic economics, partics will choose the
anticompetitive scillements that they profer more, rather than ene of the procompehtive
settlements thal they prefer less. CPF 1228,

’ Some of respondents’ models actually reguire anticompetitive
dSSHmpions

In some of respondents’ models, the parties actially think they are entering mto
anticompenbve scillements, but happen Lo be wrong, CPIF 1254-55, Thesc modcls do not
provide Justilications for payments from # brand dreg maker to its potential generic rival to stay
oft the market, And respondents fail to cxplain how allowing parhes to enter into agregments
they believe are anticompetitive could ever promote competition. Whiie the parties may start
with an agrezment they only think is anticompetitive, they will always be betler off paving more
for additional delay, CPF 1244, Thus, if the partics reach any agreement at alf, there 1s every

reason to believe (since they already have shown they are not consirained by ncentives to act
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lawfully} that they will continue to pay for delay until they end up with a setficment that they not
only think 15 anticompetitive, bt actually s,

. The models rely on the flawed assumption that Schering is visk-averse

Respondents” assumpiion that Schenng, the patent-hotding corporation, is risk-averse
contradicts standard econcimic principles. To meximize proiits, corporations should be risk
neutral, ot close to 11, in their decision-making. A muliinational corporation, hke Schering, with
A daversilicd product portfolio can diversity avainst nsk; the owners of the corporation. the
stockholders, can diversify against risk by owning other assets: and corporations can (and do)
structure intermal meentives to mimmize the individval nsk preferences of managers. Tr
348067 (Bresnahan). For these reasons, m madeling corporate behavior, econeomists presume
corporations are nsk neutral or close (ot (. 33:8068-72 (Bresnahan)), and respondents’
economic experls provide no legitimale resson to depart from this standard assumption.'™ CPF
1264-77, 1305-17.

. Reverse paypments have never been used to facititate « procompetitive settlement

Most patent cases end in seltlement rather than a fitigated result. CPF 1419, Yet the
record contams no evidence thal g payment from a patent holder 1o an alleged infringer was-

needed to reach a procompetitive scttlement in 4 palent case. None of the Schering or Upsher

" The literature supports Profossor Bresnahan’s testimony about corporate decision
making. Professor Gliver Williamson in The Eeonomic Instifutions of Capitalism assumes firms
are risk neutral in all of his modeling becausc risk neutrality “may be a close approximation.”™
Specifically, he bases his assumption on the fact that both firms and stock-holders can diversify
against risk. Tr. 34:8008-70 (Bresnahan). In Modern fndustrial Organization (3d ed.), a
standard textbool,, Professors Carleton and Perlofl state: “The standard assumption in most
economic models is that the primary objective of a manager of a firm 1s to maximize the firm's
profits,” (Tr. 34:8071), which means that the managcers act in a risk neutral manner. Tr. 34:8071-
72 (Bresnahan).
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businesspeople, or the lawyers called to testify stated that they needed 1o make such a pavment to
reach a palent selliemnent, other than o the agresicents widedyisg this litigaton. None of the
many cxperts called by responcents 1dentified a single cxample of a “reverse paviment™ being

used to facilitate a procompetitive patent seftlement, deed, a number of respondents” witiesses

adinilted that they were not 2ware of any such settloments."™

. There is no record evidenee to support any of respondents ' proffered
Justifications

Not only are tespondents” justifications for the “reversc pavment” theorctically flawed,
their attempts to Justify these paymenis as procompetitive are wholly inconsistent with their
rzpeated zrpuments thal the 560 million Scheritip paid 1o Upsher was for the Niacor-SE. license.
And there is siply tio reeord cvidonee to suppaort themn

A Therc is no evidence 1o suppuort Scherng’s sugeestion (hat Upsher was cash-
strapped. Upsher paid the entire $28 tnillion of the Orst mstallment 1o 11s
shareholders; Upsher's financial statements mdicated that 2t had sufficient cash to
fond the litigation with Schering and rthat cash-flow was not a problem. In
additien, respondonts presented no evidence to suggest, evien il Upsher needed
cash, why it could not obtain it in any of the ways in which corpurations normally
do: lines of credit, stock issuance, bond offerings. CPF i318-25,

b. There is no evidence to support respondents” conclusory assumption that Schering
was risk-averse. As a larpe eorporation concemned with maximizing bottom-line
profits for its sharehelders, Schenmg wouid be expected to be nisk neutral.
Schenng’s sales of K-Duor were simall relative 1o the Wotal company sales and Lhe
sales of Schering’s olher products were not related (o the ovtcome of the
htgation. CTF 1306-08, In short, the cvidenee confirms the standard economic
assurmnprion that, as a large, sophisticated company, Schering seught to maximize
its profits durmng negotiation of the agrecments and therefore was not nisk avetse.
Thercfore any Jusiification that assumcs risk avcrsion is inapplicable.

19 See Tr. 24:5912 (Addanki) (not aware of any pharmaceutical patent case settlements
{other than those challenged in this procceding) where there was a naked cash “reverse
payment™); Tr. 29:7109 {(*Shaughnessy) {involved in no case in which the patent helder pazd
Lthe infringer & cash payment up front at the time ol the settletnent); see also CPF 1413-19.
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c. There is no evidence that Upsher wus concemed zhout Schering’s supatior
knowledge about the K-Dar 20 market and that such a concem was an ubstacle to
reaching 4 sztlement withoul a payvment, as would be ncocssary o support
Schering’s model that the settlement may have been a signalimyg devies for
Schering to provide information to Upsher andior AHT aboul the K-Der 20
market. CPF 1327-30.

d. There 18 no avidence to support Schernng’s other model — that concem about third-
party cntry made it necessary lor Schenng 1o pay Upsher and‘or AT1P in order to
settle the patent infrinzement Btigation. Quite to the contrary, the evidence shows

that both genenic entranis heticved they would face third-party competition
regardiess of when they entercd, CPF 1331-37

P

. Respondents’ “guaranteed competition™ argiment does not justify a payment

SJor delay

Respondents” claim that the agreements were procompeliinve because they permitted
SENETIC eNiry Prior to expiration of Schenng's patent can be summarily rejected.  As complaint
counsel’s expert explained, from an econcmic perspective, payment for delay is anticompetitive
even if it guarantees future entry. 17 34:8085-88 (Bresnahan}. And the suppestion that Schering
would pay Upsher 360 million and AHP $15 million in order to promote earlier competition to
s product is mplausible onas face. As the court in the Terazosin Ivdrochloride casc
recogmzed, “the suggestion that Abbotl handsomely paid Geneva to spur competition . . . is
patently wireasonabic.” 164 F, Supp. 2d at 1351,

In sum, respondents” justifications do nothing to obviate the obvious anticornpetitive
character of Schering’s payments to its potential generic rivals to slay ofT the market until a date
years in the future. Indeed, all that respondents have shown is that partics will always prefer

anticompetitive settlements to procompetitive ones, and that no one can wlentify a single
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settlement in which a payment from the patent holder to the alleged inftinger was necessary Lo
facihtate a procompotiti¥e agrecmaent.

C. The Aereements are also Per Se Unlawful

The Supreme Court’s decision in Broadeast Music, fne, v, CBS, 441 TLS. [ {1979),
teaches that in considering the applicability of the per se rile, the inguary focuses on whethor “The
practice facially appears to be one that would always or almost always tend to testrice
competition and decrease owlput . . . or instead one desiened to “increase econgmic efficiency and

render markets more, rather than less, competitive,” ™™

Ag discussed above, the challenged
paymenls o stay ol the market disectly limit competition on price and outpat und are inhurently
likely o delay the entry of lower-priced alternatives and to cnable Scliwring to maintain Eigh
pnees wilhout fcar of losing market share, Each agreement is in economic substance a temporal
market allocarion armangement. in which sales of K-Dur 20 arc reserved to Schering for several
veurs, while Upsher and AP are required to refrain from selling their generic versions of K-Dur
20 during that time period.  As such, each constitates a korizontal market allocation agreement, a
classic per se viofation. Respondents have made no plausible argument Lhat Schenmg’s payments
tor insure that Tpsher and AHP staved off the market for a penoed of sevoral years were designed
to promole competition, They are, therefore, per se unlawful,

Respondents contend that the per se mule cannot be applied to their challenged agrecments

because they arose in the context of 4 settlement of patent litigation, and becausc they involve

102441 11.S. al 19-20 {footnotes and citations omilied). See also Northern Pacific Ry. v.
United States, 350 11.5. 1, 5 {1958) (**[T]here are cerfain agreemenls or praciices which because
of their perticious ellect on competition and lack of any redeeming virlue are coticlusively
presumed to be unreasonable.”).
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*novel” restramts with which the Commuission and the courts lack capenicnce. Weither claim has
metit.

The mere fact that the agreements arise in the context of settlement of patent litigation
plainty does not make per se condemnation inappropriate, as the Supreme Court’s decisions in
United States v. Masonite Corp., 316 U8, 265 (1942), and United States v. Singer Mfe Co., 374
LS. 174 (1963), amply demonstrate. Furthermore, unlike muny cases involving an‘itrust
challenges Lo settlements of palent litigation, this case does not involve owners combinimg their
itellectual property 50 as (o produce a product that otherwise wouid not exist, or of a parent
holder and & now entrant compromising their dispule so as to allow the new entrant to come 1o
market in exchange for compensation to the patent holder. In fuel, the challenged agreenients are
devoid af the kind of efficiencies that can often flow from license agresments that sett]e
conflicting patent claims.'™

Respandents’ claims that this case invoelves “novel” practices fails because the question in
assessing the applicability of the per se Tule turns on the ivpe oi rustiadii uvolved, not the
industry in which it anses. Along with horizontal price fixing agreemoents and centain concerted
refusals to deal, henzontal market allocanon agreements have consistently been held by the

Ssupreme Court to be withun the per se category., Palmer, 4983 11.8. 46, Of course, what 13

% See Federal Trade Commission and United States Department of Justice, Antiirust
Giridelines for the Licensing of Intellectual Property at § 3.4 (1595):

To determing whether a particular restraint n a licensing arrangement is given per
se or rule ol reason ireatment, the Agencies will assess whether the restraint in
question can be expeacted to contnibute to an efficiency-gnhancing integration of
ceenomic achivity. In general, hoensing arrangements promote such intepration
because they facilitate the combination of the Ticensor’s intellectual property with
complementary factors of production owned by the licensee.
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important is not the mere label “market allocation,™ but rather the determination in this casc that
as 4 maticr of ceonomnc substance the condoct comports with the standard set forth 1o Broadeast
Musie, that is, it is a practice that is “*plainly anticompetitive” and very likely without ‘redesming
virlue,”” 441 115, at 8. [n appropnate cases, the Supreme Court has nort hesttated to invoke the
per se rule, cven when the restraint 1s not identical to ones condemmed in the past, or ocours i a
context that has never before been considered by an antitrust courl.™ Finally, as was discusscd
above, respondents’ suggestion that the courts lack experience with the 1ype of restratnt at isauc
here 1s particularly mapt. Agresments involving payvinents from a branded dmg maker o 2n
allegedly-infnnging senenc applicant in return for a promise to stay off the markel have already
been held to be per seallegal in Cardizem, 105 F. Supp. 2d 682, and Terazosin fhidrochloride,
164 F. Supp. 2d ai 1349,

D. Respondents® Arguments that the Challenged Apreements are “Fair™ and
“Reasunable™ Are Not Defenses to the Antitrust Charges

1. Allempling to assess the relative merits of the underlying patent
litigation is neither necessary nor appropriate in this case

Respondents have claimed that, cven i Schering’s $60 million in payments to 1psher and
515 million in payments to ALIP were to induce the genenic fimms” agresment o entry dates
several years in the future, the Commssion may not Iimd the agreements te be anticompctitive

abscnt some type of determinalion of the relative merits of the undertying patent cases: cither

'™ See, e.g., Catalano, Inc., v. Target Sales, Inc., 446 1.8, 643 (1980) (summary reversal
of a decision that a horizontal agresment on credit lerms was not per se illcgal price fixing);
Arizona v. Marteapa County Med. Ass'n, 457 TS, 332 (1982) {rejecting claim thal the per se
rule should not be applied to an agreement among competing physicians on the nmaxintum fees
they would accept from insurance companies because the judiciary had little experience applying
the price-fixing per se rule in the health care industry).
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proof that the Upsher and AHP products did not infiinge Schenng’s patent; proet that the alleged
infringers likely wotld have prevaicd in the patent ¢ase; ar proot of the so-called “obiective”
probabilities of the parties prevailing in the infnngemeant suils (which must then be compared the
split in the patent tie under the settlement). Respondents simply seek to ohscure the fact of the
payments. For if Lipsher and AIIP were merely acceding to the strength of Schering's patent,
then why did Schering have te pay them tens of millions of dollars?

Nether patent law nor antimust law requires the inguiry that respondents urge. Moreover,
it is impossible to reliably conduct the inguiry that respondents scek. Finally, Schering’s
relirenue to court review of the faimess of class action sertlements, 10 an attempt to assert the
relevance of the evidenge it offered here concerning the likaly outcome of the patent cascs,
merely 1llustrates its etfort to make this case tum on whether the entry dates that Schenng
purchased with its uniawiul payments were “reasanable” under a standard net grounded in
antitrust law,

a. Respondcnts’ contention that » prediction of the likely cutcome of the
patent ¢cases is necessary has no legal basis

As discussed above, (he likely antrcompelitive offcets of the challenged agreements ¢an
be shown without predicting the probabilities of the underlying patent litigations, See Section
LR, Patent-holders are cotitled to enforee thetr patents, to refuse to license them to others, and

1o grant Noenses with certain restrictions.’™ But these principles do not mean that a patent holder

' See eg., Zenith Radio Corp. v. Hazeltine Research, 395 11.8. 100, 135 (1969}
{cilations omitted):

A patentee has the exclusive nght 1w manufacture, use, und sell his myvention. The heart
of his legal monopaly 15 the tight 1o inveke the State's power Lo prevent others from
utilizing his discovery withont his consent. The law also recognizes (hat he may assipm to
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is entitied to pay a potential competitor nol te cormele. Moreover, Schering's agrecments with
Lipsher and AHP contamn addinional restraints that went bevond excleding the allesedly
infringing products that were the snbject of the patent litigation. They barred entry with qayp
generic version of K-Duir 20 — repardless ol whelher it infringed Schering’s patent. CEFP [223-
26. In addition, Upsher 1s prohibited from assisting “any other party challenging the * 743 patent”
{CX 348 at LISL 03157), and AHP is net permitted to conduct or support any biocguivalence
studies relating to K-Dwur (02X 484 at AFIP 05 00056). CPF 881, These restratnts plainky fall
bevond the scope of any asserted patent rights.

As diseussed above, the Supreme Court has condemied anricompelilive agrecments
between partics with an nnresolved patent dispute, notwithstanding the possikility that the patent
boider might have been able to sccure a courl judgment that wonld have excinded all competition

g, 10 And more receit lower court

[rom the allegedly inlringing product for the life of the paten
decisions directly addressing antitrust challenges to settlement agreements arising in 2 Hatch-

Waxman context — the Cardizerm CD, Teruzosin Hydrochloride, and Ciprofioxacin

another his patent, in whole or in part, and may license others to practice his mvention
But there are established tinnils which the patantee nmist not cxceed in employing the
leverape of his patent to contral or limit the operations of the licensee.

18 See, e.g., United States v. Masonite. 316 U8, 265 (1942) (Supreme Court assumed
Masomite’s patents were valid and that competing mmanufacturcrs had not succeeded 1n
developing non-infonging preducts (4d. at 276, 281-82), but condemned agreements wherein
compeling manufaclurers agreed not to compete with Masonite and to adhere 12 prices set by
Masomite}.
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Hydrochloride cases  have unilormly rejectad arguments that patert law or antitrust Taw
requites the plamtiff to establish the likely outcome of the underiving patent ezse,'™

Respondents cite no agzhornity that a patent holder has the right to pay a polential
commpelilor not [0 enter the market. Tnstead, they have relied on a section of a treatise written by
Professor Hovenkamp'®® as the legal foundation {or thelr argement that Your Honor should
allempl tor assess the men's of the underlying patent inlringement cases. Their arguments,
however, are basced an a seiective and erronsous reading of [lovenkamyp.

Hovenkamp's discussion does not purpori 1o address settlement asrcements like the
ones at 1ssue here, where the paten-holder pays the alleged infrmger as an inducernent to refrain
from compeliion. mdeed, al the outset ot tnee section he acknowledges the existence of
NUmeTous antitrust cases, such as Afasonire and Singer, condemning arrangements undertaken in
sellement of an mtellectual property dispute.”™ As noted above, those cases did not involve any
determuration of the likely outcome of the patent dispute, a [act he expressly notes in his
discussion of the Singer case that appears earlier in the chapter,'

[Alithough a declaration of invalidity was a possible outcomc of the dispute

between Singer and the Swiss frm, il was not the only possible owteome, and

tirere was ne finding bv anv court or the Patent Office that the putents were in fact
invelid. The crux of the complaint was that by pooling their claims and delending

W Cardizem, 105 F. Supp. 2d at 700; Terazocin Hydrochioride, 164 F.Supp. 2d at 1352;
Cipro, 166 F. Supp. 2d at 749,

'** Herbert Hovenkamp, XL Asfitrust Law | 2046 (1999),
P14, 92046 at 262 & n. 1.

MY Fd., % 2043 at 240 (noting muktiple possible outcomes of the dispute berween Singer
and 1ts Swiss competiter and the absence of any findings on patent i55ues),
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validity jointly apainst the Japancse, rather than vis-a-vis one anotber, the
delendant and his [ellow participants violated the Shermun Acr.

| | Herbert Hovenkatep, saper, © 2043 at 240101999} (eriphasis added). Annther section of the
reatise, published in 2007, discusses with apparent approval the deeision i Curdizem that the
agreemenl involving payments 10 the alleged infmnger in a palenl infongement case was por se
unlawlul'" Hovenkamp nowhere suggests that the courts in Cardizen, Masonite, ar Sinzer
should have altemipted (0 assess the likely owteome of the patent dispures.,

‘'he absence of any such suggestion is not surprising. Hovenkamp’s analysis requives that
the sctilemoent be a “reasonable accommeodation” of Lhe parties™ dispute, an element not present
whete a pavment to the alleged infnnger distoris the defendant’s meenlives concerning
selilement, In sum, there 1 oo atthomty that supports the claim that an inguiry into the merits of
the palen: cases is required in this case. On the contrury, the couns have summarily condemned
inhercntly anticompetitive arrangements, cven when they were part of a seltlement or partial
scttlement ot petent higalion.

b. Thereis no relialde way 1o make the deierminations that respondents
seek

The evidence presented at tnal — mcluding the légal opiniens offered by Scherning’s patent
law uxpert, Mr, Miller — confinms that the cstimate that respondents propose cannol provide any
rchable information that would assist m assessing the ayresmenis” likely competitive effects. As
Schering's expert, Mr. O'Shauphnessy, a patent trral lawyer lestified at trial, palent litigation is
by its very nature unpredictablie. Tr. 25:7065. He explained that even the hitigants, who are

thoroughly steeped in the facts and legal aryguments, cannot reliably predict the outcorne of palont

Ul Herbert Hovenkamp, Ariitrust Law 2001 Supplement at 9 1509,
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litigation, particularly beeause they cannot anhicipate how the evidence ot arguments will be
percaved by the [act hinder, v 29:7116-17. Consequently, a1 the time respondents catered mto
the challenged agreements and withdrew thetr patent infringemant cases fram the couris, the
outcorne in cach of the Jawsuits was uncertain. And, by virtec of the settlements. we can never
know who would have won the patent cases.

Nonetheless, respondents seak a prediction of the hikely outcome or a detenmination of
each party’s likelihood of success, baged on informiation far more limited than what the parties
would have had available to them at the time of Lhe settiement. But any attempt 1o evaluate (he
ments of the cases in lindsight s ltkely 1o be cven ess ehable than the parties” internal
COnTeIPOrancons assessmenls — mformation that respondents have steadfastly withheld as
privileped. First, we cannol know all of the relevant informaton. Without the partiez” internal
documents, we cannot know whether there are facts or theories thal were known to the partics but
are nol revealed m the record of the patent suits. Furthermore, we can never know how the
parties would have developed the evidence and legal arguments, what evidence would have been
admitted at trial, or how those courts would have weighed the evidence and assessed the legal
issues.'” Moreover, a fundamental condition of the original lawsuits has changed, that is, the
adversanal relalionship between the patent helder and the z;lle ged infringer. See Tr, 15:3279
(Miller). In this proceeding, the alleged infringer no longer has the sume incentive to detend its

product agamst the claim of infringement.

1]?SEET1—15'329{]'92(%]131-}, I I T R R R I T R T N TR R T T R N
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Even if it were possible to obtain all the relevant information relating to the litigation, the
resulling judgement would represent nothing more than one individuals subjective opinion. As
Mr. Miller conceded, there 1s no recognized methodology for handicapping tnals er for lesting
the reliability ol predictions of hgation outcomes. Tr. 15:3295, see also Tr. 34:8003-06
{Bresnahan). There is no way to make an “objective” assessment of the probabilities in a
statistical sense (such as can be done when tossing a com or throwing dice) because we cannot do
a contrelled experiment of the tnal. Opinions on the ments of cases that scltle hefore the court
decides them cun never be teated, Tr. 15:3296 (Miller). Although Schering’s econormsts, Dr.
Wi]lié aned Dir, Addanki, opincd that the competitive effects of the agreements can onlv be
svalualed by comparing the agreed upon-eutry dates to some benchmark linked to the merits of
the patent cascy, neither attempted to analyze the actual agreements under this standard. Tr.
25-5040-42 {Addanki); Tr. 28:7250-60 (Wiilig)

Az unreliable as is the prediction of the ulttmate lilkely oetcome of the palent smls, the
iy that Schering urges would reguire more. For to compare the split in the patent life under
the settlement with the parties’ probabilities of prevailing, one would need to be able Lo quantify
those probabilities wilh a high degree of precision. Tr. 34:5085 (Bresnahan). Each day of delay
T TEnGtte entty reprosents harm 10 CONSUIMers, = # & = ¢ = » 0 8 2 & & & & 0 & 2 & &8 v 1 &

s 4 mrw e w e e s o Tr 6:]124] (Bresnahan), That means even if it was possible to agsess
the probabalitics within a 10% range, we could miss agrezments that cost consumers tens, even
hundreds of millions of dollars. Such precision is not possible, and Schering has not contended

otherwise, Tr. 132775 (Nields) (“[W]e don’t purport to try to be mathematical about it.™).
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Furthcrmore, cven 1f one conud accurately estimate and calibrate the probabilities of
success in the patent infnngement hibgation, one would still lack tmportan: information that
waould be needed to assess the ceonomic impact of the seftlement. Withoul knowing the value of
competilion m laler years, knowing the patent probabilitics of success revaals nothing about the
competitive impact of a settiement. And, thus, muliiplying the probability by the remmaimng
vears, as respondents advocule, would lzad to dramatic errors. Tr. 34:8088-50 {Bresnahant CPF
1336. Forexample, if there were ten years left on a patent, and the parlies agreed to entey in five
years, it would appear that the parties have split the remaining patent life in hatf. However, if
they expected that o six years™ ime some superior product would come along and replace the
entire market, then Lhe seltlement maintains the monapoly for 5/6 af the economic life of the
patent, imd altows competiion for only V6 of the time. Tr. 34:8090-91 {Bresnahan).

The unrehabiiity of the proposed inquiry into the merits of the patent cases is amply
demonstrated by the testimony of Schenng’s patent law cxport, Mr. Mitler, While courts have
diseretion to admit testimony on mailers of legal opinion, the opinions offered by Mr. Miller are
not helptul becauss they are specnlative, lack foundation, and unreliable. His testimony is based
on a very limited universe of information. Mr. Miller did not review the complete record in the
infningement cases, had no aceess to infermation relevant 1o the merits that the partics withheld
as privileged, und has no basis to predict how the conrt would have viewed the evidence and
arguments ol the litigants '* Moreover, since respondents have refused to produce any

mformaiion aboul their perceptions of the likely outcome of the patent cases, pusshant to claims

U3 Tr 15:328R-92(Miller); « e+ * v e v e e ranssens s s s rsenan
s 0 OPK 1360-63,

74



of pravileze, this informatoen was not available for 1se on cross-examination to test the basis and
vahdily of Mr. Miller's expert testimony.  Finally, Mr. Miller's opinios that the split in the
remaining lite of the patents under the sellements reflected the ments of the underlying patent
suit did not consicer whether the economic life of the patent differed from the nominal life of the
patent.

Mr. Miltur's opinion is merely his personal and subjective view of the limmed record ke

hadavaﬂahletghjm_ 2 2 F 4 B " W N ¥ 1 & B N 4+ 2 % B B N & B N & EF & B W I & A & & ow ¥

caessassasasarartseen s e Inaddition, Dr. Banakar concurred
with the opinions of AHP"s expert in the infringement case, and disapreed with those of Dt
Banlcer on the infringement wsoes relaung o AHP's product. T 26:6387-92 (Banakur)., Indeed,
the diversmg vicws of the techmeal and patent law cxpents offored by Schoring and complaint
counzel in this proceeding on lezal and technical issues further demaonstrate the ditficuity in
predicting the Hkely outcome of the underlying patent infringement suits,

Respondents, in advocating a test for competitive hanm that cannot be done 1<liably, urge
a ruk: that would effcctively immunize scttlements involving payments not to compete. Given

the undeniable incentivea for branded drug manufacturers and potential generic entrants to reach
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patent settlements that invalve payments for delayed entry, the threat of serious hanm to
CONSUnEDs is oo great, and the hkelihood of deteringe procompotiive agresments s oo small, to
justify the approach advocated by respondeants.
¢.  Schering’s class action analogy is flawed and does not demonstrate the
relevaace of the evidence it offered regarding the likely outcome of the
patent cases
Al tmial, Schering asserted that evidence as o “whelher the oulcome ol the seillement
lines up sensibly with the menis ol the {patent infingement] casc”™ is relevant here, because
courts reviswing class action scttlements consider this question.”* Of course, the mere Lact that
courts might make such an inguiry in anather conrext for another pumpose does not make it
appropriate Liere. And Schering’s apparent effort to draw an anafogy to the review of class action
settlements docs not hold up.
For example, in the ¢lass achon conlext there must be a class representative, whose
claims must he “rpical” of those of the class as a whaole, such that the class representative in

U3 Couris may not

pursiting its own interests will be advancing the mterests of the ciass.
substitute a judgment that a settlemeni 1s fair for a threshold determination that all of the

requiremnents for class certification critcria have been met, ' Schering has not explained under

"y, 13:2769 (Nields),

'"* Fed. R. Civ. P, 23 (a) states four threshold requirements for all class actions, including
a requircment that class represemtabves will fairly and adequately represent the interests of the
class. Amchem Prod., fne. v, Windsor, 521 1.5, 5391, 613 (1997).

" Amckem Prod, 521 UK. 21622 (“Hederal courts, in any case, lack authoniy to
substitute for Rule 23's certification criteria a standard never adopted — that if a settlement is
*fair,” then cenification is proper™). As the Court noted, “the standards [for class certification]
sct for the protection of absent class members serve to inhibit appratsals of the chanceilor’s foot
kind — class certifications dependent upon the court’s gestalt judgment or overarching impression
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its analogy which ol the partics in the patent infingemcnt Htigation it believes should be desmed
1o Tepresent the inlerests of consumers that the antitrust laws are designed to protect.” [ fact,
those consumer interesis are not aligned with cithar side, but rather e in the resolution of patent
dispates free rom eoellusive pavients that aller the parties’ incentives o compete.

Furthemmere, proof that a class representative was bribed to scitle would doom any class
action settlement.'™ Court roview ol ¢lass action settlements ts important, given the tisk that in
sefiling, the class representative might “szll owt” the class. Consequently, courts look to see
whether the settlement was negotiated at arms-length and was not collusive in favoring the class
representalive al the expense of the class. But codlusion i3 preciscly what happenad here. ‘The
generies got a side pavment to give up the hugation and stay ofl the market, and consumers were
th loscrs.

Schermg’s flawed analogy to class action settlzments is ke the “consumer advocate™
argumenl i pressed prior to trral. It argues, 1o effect. that Schering may lawfully compensate a
potential competitor in exchange for a promise to refram trom competing, as lonw as the agisad

upan entry date was “reasonable.” In so doing, it sceks to persuaide Your Flonor 1o abandon

ol ihe selilement’s fuimess ™. fd. at 621.

" Private parties are presumed to pursue their own interests. Fown of Haflic v. City af
Eau Claive, 471 115, 54, 45 {1985). See also fn re First DataBank Litig., 205 F.R.D. 408, 415-
16 (D.D.C. 2002) (holding that the FTC could intervene in the case (o oppose a counsel fee
petition 1t a class action settlement, and observing “the imporlant difference™ between “the
personal legal mterests that @ prvate litigant may pursue” and the Commission’s interest in
protecting mjured consumers).

1% Class action settlements face two hurdles: there must be no fraud or collusion in
armiving al the settlement; and the settlement must be fair, adequate, and reasonable. Milfor v,
Rep. Nat Life tns. Lo, 550 F.2d 424, 428-292 {5th Cir. 1977).
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established antitrust principles and to focus on the faimess of the result reached by the challenged
conduct, rather than the predictable hiarm to the competitive process thal occurs when an
incumbent pays a potential competiter to refrain from entry. Consumers were entitled to a
market in which the genenc applicants madc decisions abeut whether to scttle, and when to eater
the market, free frem the influence of pavments that distort (hetr nommal incentives 10 compete.
Schering seeks Lo have Your Honor substitute some vague Gitess slandard for the cormpetitive
systemn that Lhe antitrust laws are designed to protect.

2. Schering’s claim that iés agreement with AHP was approved by the
magistrate judge is not a defense

In defending its agreement with AHP as “reasonable” and “fair” o conswmers, Schenng
asgerted that the maprsirate judge “approved™ the seitlement terms after an antitrost bricfing by
Schering’s counsel, und that the wial judge “praised” the selllernenl Y There was, of course, no
cowrt approval of cither the January 1998 settloment torms, or the Junc 1998 final agreement,
whichk confains additional terms that further reticet the anticompetitive aature of the parties’
agreement.”™" Neither sgreement was submitted for approval, embaodied in any court order, ar

subjjected to any approval process, such as that which cecuss in a class action suit. Tndeed, there

W Schering-Plough Corporation’s Pretrial Brief (Tanuary 15,2002) at 13, 21.

120" See discussion ai Section I1.B., supra, and CPF §77-82. The final agreement of (he
parties included several provisions naot contained in the January 1998 agreement in principle: a
har on entry before 2004 with asy genenic version of K-Dur 20; a bar on entry with mere than
one generic product hetween 2004 and 2006, regardiess of whether the product infringead; a
prohibition on AHP conducting or supporting any studies on the bioequivalence of a genenc
product to K-Dur 20; a prohihition on AHP transferring 1ts ANDA. CFP 881.
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is no evidence that the trial judze was cyven aware of the terms of the January 19495 settlement. !
Indeed, as Mr. Herman acknowledged, ihe trunsenpt of the Markman hearing before the inal
judpe shows the judge expressing a desire to “know none of the details of the setttement’ and
urging the partics to de only “whatcver you think appropriate.” Tr. 11:2553. The judge’s letter
to the parties after their settlement commended them for reaching 2 compromise resolution of the
case, but that letter does ot relleet any awareness on hrs part that Schenng had agreed to pay
AHP 315 million to secure the agreement on the 2004 cniry date.

Schermg thersfore ailempls (o concoct an antitrust defense out of the magistrate’s
myvolvement i the selilemenl process. Buat cven 1f the magistrate wrged the partics 1o agros 1o the
January 1993 terenz, the agrecment was a purely pnivate contract between the partics, and must be
judged m this procceding according to its likely impact on competition, regardless of what the
mma-isirale mey have thought about the sctilement '

Schering’s cmphasis on the “antitrust bnefing™ it provided the magistrate adds nothing to
its argument. There 15 no cvidenee that the magistrate saw his role as passing jedgment on

anlitrust 1ssues thal might be raised by the settlement. He sought no impartial advice from a

21 Although Mr. Nields endeavored to offer Mr. Herman's sell-serving claim that the
magistrate advised him that the trial judge would be told of the terms of the sctticment
agreement, m order 1o show that the trial judge was aware of the terms of the agreement (Tr.
11:2490, Your Honor sustained complaint counsel’s hearsay objection, Tr, 11:2490-91
(suslaining hearsay objection after Mr. Nields acknowledged that the testimony was being
offerced for the truth of the maltter asserted).

1% Schering made no suggestion at trial that the magistrate’s invalvement in the
seillernent would provide a Noerr-Pennington defense, and anv such claim would fail. The
cornpetittve hamm here stems from the private agreement between Schering and AHP. The
challenged conduct 15 neither petitioning nor the type of conduct “incidental™ 1o peiilicning that
the Moerr doctnine protects. See drdrx Pharee. v. Bioval! Corp. Tri'l, 256 F 3d 799, 818-19 (D.C.
Cir. 2001).
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special masier or other independent resource. Instead, he was given an apparently rather limited
discussion of antitrust issucs, prosemted by an advocate for Schering, Tr. 11:2389 {Rale) the was
there as Schenng’s lawyer Lo represent his client). He may have viewed Schering’s protestations
a5 Tiere pos.uning, particularly once the terms of Schenng's settlement with Upsher-Smith
hecame known. Moreover, according te Mr. Rule®s testimony, the mayistrale was advised thart:
(1} a settlement with a payment to stay off the market would raisc less scrious issuss as long as it
was based on AHP’s lost revenues rather than heing caleulated as a percentage of Schering’s
profits; Tr. 11:2584 (told magistrate there was “a big difference”™ between the two, both in size
and conceptually }; {2) any settlement that occurred would automatically cscape per se
comdemmnation. “Fr. 11:2581. Heth of these propositions — which wi submit are incorrect ag a
matier of law* — could well have suggested to the magistrate that no sigmificant antitnest
probiems would be raised by payments bascd on AHP’s lost revenucs. No one ever appeared
belore the magistrate to oppose the January 1998 agreement or to arguc that it wonld vielate the
antitrust laws,

Finally, wc note that Schering’s suggestion that the payment terms — and in particular the

$10 million payment contingent on AHP getting an FDA determination that it had an approvable

' Paying a competitor to stay off the market can be expucted 1o ham the competitive
process, and thereby injure consumers, regardless of whether the payment is framed in terms of
replacing the lost revenues of the genenc or paying a portion of the branded company's profits.
Indeed, respondents in ihis proceeding have not argued that 2 payment based on the potential
entrant’s lost revenues would be lawful. Second, whether a restraint is properly condemned
under the per se rule depends on the nature of the restraint. See discussion at section I0.C.,
supra. We know of no basts to sngoest that an otherwise per se illegal price-fixing agreement
would be judged under the rule of reason if it arose in the contexi of a court-mediated sctticment.
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praoduct, wha: Schering calls “the bet™ - came from the magisirate judge’ 1s belicd by the
reeord. The evidence shows that: (1) AHP proposed tving 2 payment (AlIP askad for $30
million) to FDA approval in a December 1997 letter to Schering counsel {CN 471 at SP 06
(0049); and (2) Mr. Driscoli eslilied that the concept of a declimng pavment based on the date
that AHP's product was dezmed approvable was hisdea. Tro 12:2724. The record shows that
this Lerm s atteibutable to Schenng and AHP, not the mamstrate.

[n any event, even if the magisizale nad some mvelvement i1 the scitlement terms, thig
would nol suggest that Schering's agreernent with AHP is not anticompetitive. His role was tn
facihitale a scttlement, not to represent consumers o conduct an antittust review, Any opinton he
may hevo cxpreased in favor of the settlernent is frelevant o the assessment of competitive
effects i thus case.

IV, THE AGREEMENTS CONSTITIITE ILLEGAL MONOQPOLIZATION
AND CONSPIRACIES TO MONQOPOLIZE

Becavse the challenged agreements in this case wete cupable of perpetuaimg Schering’s
monopoly power by delaying the crtry of generre K-Dur 20, the aprecments constitute both

Mlegal monopoly muntcnance by Schenng and conspiracies to monopolize betweon Schering and

1% See, eg., Tr. 12:2622-23 (John Hoffman), Tr. 11:2535 (Herman}. See afso Tr.
11:2536-37 (Mr. Nields) (“They may net like the fact that there is direct evidence that Judge
Reuler [sic] sugpested thes term and approved it, but there is direct evidence to thar effect and
we'te prescnting through Mr. Herman. ™).
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Upsher, and Schening and AHP, in violation of Section 2 of the Sherman Act'™* and Section 5 of
the FIC Act. '

The ollense of monupolizaiion has two elements: (1} the possession of monapoly poveer;
and {2} the willful acquisition or maintenance of that powcer through exclusionary conduct.
United States v. Grinnell Corp., 384 UK, 563, 570-T1 {1966). Thus, when a firm with monopoly
power uses ils power o exclude or foreclose competition, it violates Section 2, for “[The antitrusi
Taws are as much violated by the prevention of competition as by its destructon.” Lorain
Jouwrnal Co, v. United States, 342 U5, 143, 134 n.7 (1951), quoting United States v, Griffith, 334
U.s. 100, 107 {1945} Actions taken to preserve monopoly power are “exclusionary” if they
involve “conduct, other than competition on the merits ar testraints reasciiably ‘necessary” to
competition on the merits, that reasonably appear capable of making & sipnificant contiirtion 1o
.o« amtaing manapoely power.” Barry Wright Corp. v, ITF Grinnel! Corp., 724 F2d 227,

230 (1at Chr. 19¥3).

A. Schering Had Monopoly Power in the Market for K-Dur 20
at the Time It Entered the Chalienged Agreemenits

Monapaoly power, according Lla the Supreme Court, “is the power to contral prices ar to

exclude competition.™ United Siates v. E.1 du Port de Nemours & Co., 351 115, 377, 391

' 15 L.8.C. § 2 (“Every person who shall monopolize, or attempt to menepolize, or
combine or eonspire with any other person or persons, to monopolize any part of the irade or
commerce ameng the several States . . . shall be desmed guilty of a felony . .. ™).

¥ 15 US.C. § 45 (declaring “unfair methods of competition . . . nnlawful™).

"' The term “market for K-Dur 20" is used throughout this brief as a shorthand for a
market consisting of the manufacture and sale of 20 milliequivalent cxlended-release potassium
chloride tahlets and capsules.
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(1956) {footnote omitted). This pawer can be proved in a number of ways. “One type ol proof s
direct evidence of the injurious exercise of market power. I the plaintiff puts forth evidence of
restricled oulpul and supracompetitive prices, that is direct proof of the infury lo competition
which a competitor with market power mav mficl, and thus, of the actual exercise of market
pewer.” Rebel O Co. v, Atfantic Richfield Co., 51 1F.3d 1421, 1434 (9th Cir. 19935) (citations
emitted).'™ This echoes the Supreme Courl’s teaching in FTC v, Indiana Federation e Dentists,
where the Court made clear that proof of actyal anticompetitive effects makes market definition
and market power IngUINCs uNnecessary:

Sinee the purpose of the inquines inte market definttion and

market power is {o delermine whether an arrangement has the

potential for genuine adverse effects on competition, proof of

actual detrimental cllcels . . . can obviate the need for an inquiry

intc mariet power, which 1s bul a surragate for detnmenta
eftects, ™™

1 See also, United States v. Microsoft Corp., 253 F.3d 34, 51(D.C. Cir. 2001) (per
curigim) (monopaly power may be shown throwgh direct evidence of an ability to control prices of
indircetly through demonstrating that the firm has a dominant share of a relevant markot);
ReiMax Int'] Inc. v, Realty One, inc., 173 F.3d 995, 1016 (6th Cir. 19949 (same) Boll AMdem 1
Hospital, fne. v, Mutwal Hosp. fns. fne, T84 F.2d 1325, 1336 {7k Cir. 1986) (Easterbrook, L),
reft’g en bance denied, 788 F.2d 1223 (7th Cir.1986) (“Market share is just a way of estimaling
market power, which is the uflimate consideration. When there are better ways to estimate
market power, the court should use them.™) (citation omitted).

476 U.S. 447, 460-G1 (19806) (citation and inlernal quotation marks omitted). See alvo
Flegei v. Christiun Hosp., 4 F.3d 682, 688 (8th Cir. 1993 {same); Re/Max, 173 F.3d at 1019
{applying the fFD standard to a menepolization claim under Section ? of the Sherman Act and
observing “we scc no reason to believe that monopoly power in the § 1 context is any different
from the § 2 monopoly power™).
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In this case there 15 abundant direct evidence demomstrating that Schering enjoved
substantial pricing power over K-Dur 20 prior to generic entry; Schering had monopoly power;'™
and 115 agresments wilh Upsher and AHP to delay their scnenic entry was likely 10 heve actual
detrimental effects on consumers. Schering’s monopoly power is directly proven by evidence

that:

1. In the years prior to generic K-Dur 20's entry, sales of K-Dut 20 conlinued to
grow compared to the sales of lower-priced potassium chloride supplements, even
i the face of Schenng’s annual relative pnce increases for K-Dur 20;

L2

Schering, Upsher, and AHP all forecast that generic K-Dur 20°s entry would
quickly take a large sharc of branded K-Dur 20°s gales and would sigmificantly
lower the average market price pard for K-Dur 20 and 1ts renencs;

[ |

Schering, in its plans to priroducee its own generic K-Dur 20, recopnized that it

could profitably sell its genenic product at substantially lower prices {S0percent

iower) than its identical branded K-Dur 20 product; and

4. When Upsher finaily entered the market with generic K-Dur 20 in September

20631, it s0ld at half the pricc of branded K-Dur 20 and immediately wok 4 very
large percentage ot K-Dar 2078 sales.

Moreover, Lhe conclusion thal Schering had menopely power over K-Dur 20 is consistent with

the large body of empincal research on pharmaceutical competition that shows the significant

impact that generics have on ther branded counterparts’ sales, and on the average price paid for

such drugs.

""" Schering, when it it developed K-Dur 20, acquired its monopoly legalty and was
entitled to charge 4 monopoly price for its product. See, ey, Blue Cross o Blue Shicld United of
Wise, v, Marshfield Clinic, 65 F 3d 1406, 1415 (7th Cir. 1995} (“a lawfil menepolist can charze
what it wants"). Our case does not challenge this. Instead, we challenge the illegal maintenance
of this monopoly through the exclusionary conduct, the cffect of which was to delay competition
to K-Dur 20 and consequently delay the price of K-Dur 20 frum falling to a more competitive
fevel
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Taken together this evidence conclusively establishes hat Schenmg had myonopoly power
— the power to conteol prices — in the market for K-Dur 24 at the time it enterad into the
agrecments with Upsher and AHP, and that Upsher’s and AHP’'s agreemcents with Schenng, by
delaving generic entry, had sigmificant potential for harmimyg competition and consumers al the
time they were entered in 1997 and 1998, This direct evidence of anticompetitive effects
obviates the need o engage in the staric market definition exercise {with its misplaced reliance
on Brows Shoe Co. v. United States) that Schermy and Upsher have advocaled at trial and in
their earlicr briefs and pleadings.'”

1.  Prior to generic entry, other potassium chloride
supplements did not copstrain K-Dur 20°: pricing

Complamt counsel readily acknowledges that prior o generic K-Dur 20°'s entry there
were a munber of pharmaceutical products offered for sale in the United States that could be vsed
to treat potassium deficiency (“hypokalenma™), meluding generic & and 10 mEqg potassium
chlonde products. As the Commission mrade ciearin Cora-Cola Bottling Compuny of the
Southwest however, the relevant inqury in cunduciiné an antitrust analysis is not whether
“certain [products] ‘competed’ apainst cach in a broad sense,” but instead whether such

“products were sufficiently substitutable that they could constrain” each other’s pricing. ™ A

" Lven if one were to conclude that a static analvsis of the type respondents argue for is
required under Section 2 of the Sherman Act, it is not necessary under Section 5 nf the FTC Act.
Cf. FTC v. Sperry & Hutchinson Co., 405 1.8, 233, 239 (1972) (holding that Section 5
cmpowers the FTC to “define and proscribe an unfair competitive practice, even though the
practice does not infringe either the letter of the spirit of the antitrust laws™).

i Coca-Cola Bottling Company of the Southwest, 118 F.T.C, 432, 541 (1994) (rgjecting
“narrow focus on certain sclected pieces of evidence™ and reversing the initial decision), See
also 1LA Phillip E. Arceda, Herbert Hovenkamp, and John L. Solow, Anitrust Law: An Analysis
of Antitrust Principles and Their Application (2d ed. 200234 506 at 105 ([T he existence of
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properly definad antitrust market, as a matter of law, need not include all functionally
mierchangeable products. Rather, as the Supreme Court has made clear, the functional
interchangeability hetween products provides only “the ouler boundanes of a product market.”
Brown Shoe Cn. v, United Stater, 3T0LLS 294, 325 (1962). When procucts, fike
pharmaceuticals, can be used for the same purpose but differ in terms of price, quality, consumer
preferences, or other sigmficant attnbutes, the products are considered to be differentiated, And,
although difterenizaled producis “compete”™ along some dimensions, as the Third Cireuit Conrt of
Anpeals recognized in Smith-Kitre Corp. v, Elv Lilly & Co., a case involving the pharmaceutical
industry, a refevant antitrust market should include only those products that “have the ability —

actaal er potential — to take significant amowunts of business away from cach other,™™

substifules dous not necessarily preclude “moenepoly’ poveer. It depends on how close the
substitutes are in the minds of buyers, on how many buyers consider them o be cloge, and upon
the price-output decisions of those producing the substitutes.™).

B SmithKime Corp. v, Efy Lilly & Co., 573 F.2d 1056, 1063 {3d Cir. 1978). Likewise,
in Federal Trade Commission v, Staples, fnc., the court held that the saie of conzumable office
supplies through office superstores constituted a relevant market, even though other sellers of
office supphes did, 1o some extent, compete with the superstores: “[T]he mere fact that a firm
may be lermed 4 competitor in the overall markelplace does not necessanly requre that il be
mcluded in the relevant product market for antitrust putpescs.™ 970 F. Supp. 1066, 1075 (D.D.C.
1997), Similarly, the Commission and the courts have roucnely found that a Jemonstrated
ability to charye sigm ficantly different pnices for funchionally interchangeable products is
sullicient to prove thal the products are in separale antitrest markets. See, ey, Cocu-Cola
HBottling, T1R F.T.C. at 542 {1994) (excluding generic earbonated soft drinks and all non-
carbonated soft drinks from a brand carbonated sofl dnink market); Glin Corp., 113 E.T.C. 400,
604 (1990) (excluding hguid pool sanitizers from a dry pool sanitizer market); United States v.
{7iliette Co., 828 F. Supp. 78, §3-84 (D.D.C. 1993) {(separating premium writing instruments
from other lower-priced writing instruments). See also FTC v. Cardinal Health, Inc., 12 F.
Supp. 2d 34, 49-50 (D D.C. 1998) (excinding non-whoelesale distributars of prescription drugs
from the relevant market of wholesale drug distributors).
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Here, there 13 abundant dircet, record evidence demonstrating thar branded K-Pur 20
“commanded a substantial price premium over . . . the then cxisting penenies.”™ Tndeed, we
canmuil say 1L heller than Schering’s Andrea ). Picket!, product mamager for K-Dur 20, did in
1995, when she wrote:

K-DUR is priced 40-50% higher than a comparable generie dosc.

owever, K-DNUR's growth has not been significanly impacted by

the arevalence of sencrics in the Therapeutic Class . ., '™
Moreaver, despite K-Dur 2(Fs price heing as much as 30 percent above generic § and 10 mEqy
potassium chionde products, K-Dur 20%s unit sales were growing “substantially faster than oiher
potassivm chloride produets even though you have o pay more to ot one K-Dur 20 than you
need to pay to ot two of the 10 millieguivalents.”'*

The evidence shows that prior 1o genenic entry Schering priced K-Dur 20 substantially
above olher potassium chlende products, yet it enjoved by far the Largest sules bolh in lerms of
umits and dollars. CPF 63, 972-87, Between 1993 and 2000, Schering repcatedly (and
profilably} ratsed the price of K-Dur 20, cven while the prices of most other potassium chlonde
products were stable ot falling, CPF 973-73. Despite these price increases, Schering did not lose

salcs to the other potasstum chlende products; instead its share of the total sales of potassium

chlaride actually increased (CPF 63, 977-87), as did Schering’s profils. CPF 64, 076, This

3 Tr. 3:475 (Bresnahar). See also, CX 18 at SP 23 00039 (1997 K-Dur Marketing
Blan,” Sep. 10, 1996, prepared by Schenng’s marketing manager for K-Dur, Christopher Di
Lascia, comparing price of genenic 8 and 10 mEq to K-Dur 20 and [inding « “30% price
advantage” for hranded K-Dur 20

BCY 13 at SP 23 003045 (“K-Dur Long Term Strategy,” Mar. §, 1995),

™ Fr. 3:476 {Bresnahan). See glso, CX 18 at SP 23 66040 (“K-DUR sales continue to
merease, up 20% from the previous year™).
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evidence demonatrates conclusively that Schering enjoyed substantial pricing power over K-Iur
2{) prior to genenic enky, and thus that Schering had monopaly power,

Testinomy by Upsher exceatives and the contemporancous business documents of
Schenng expliin why Schenmg had menopoly power - the power to control price — over K-Dur
20 pnor Lo genenc entry. Firsy, K-Dur's 20 mEq lormulanen effered superior convenicnee to the
patient, and greater patient compl:ance to the physician, because of its ease of dosing and
mheroencapsulation. CPF 103770,

. According to Denisc Dolan, Tpsher's marketing manager for Klor Con M20:

YTy educated assumption was that the market waz trending towards the 20 mEq
hecause of sase of dosing and patient compliance,”"™

. Simitarly. Phillip Distas, Upsher’s marketing exseutive, testilied: “[Tihe 20 mEq

has susch a large dollar volume and really 1s such a convenient product for patients
# % # [Mf vou can swaillow it whole rather than taking two tablets, vou could take
onz and some people are absolutely willing to pay morc for that convenience '™

- In Lhe “13%8 K-13ur Marketing Plan,” Schering’s marketing manager for K-Thr,

Chnstopher D1 Lascia, wrote: "K-DUR 20 remains the only once daily, 20 mEq
polassium replacement tabiet on the market. These features, combined with ithe
versatility 1o dosing from K-DUR 207s microencapsulation technolozy have
helped our sales und marketing team keep K-DUR 20 without peer in the
potassium market.™*

Second, prior to the introduction of generic K-Dur 20, pharmacics were not allowed to

automatically substitute other dosage forms of polassium chloride for -Dur 20. CPF 34, 26,

1004-09. As Professor Bresnahan explaincd, this imposed what economists call a “awitching

BT X 1493 at 30:4-12 {Dolan dep).
B X 1496 at 40:3-3, 10-13 (Dristas dep).
PP (X 747 at SP 23 00091 (1998 K-Dur Marketing Plan,” Aug. 1, 1997}
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cost” on those secking to usc a non-bicequivalent genzric or other petassium chloride praduct in
liew of K-Dur 20.% CPF 35, 1010-15.

The evidence shows that constumers and physicians did not regard other potassium
chloride supplements as close subsittutes for K-Dur 2{}, becanse K-Dur 20 had ¢lear lnerapeutic
advantages over other supplements, as well as a unigque dosage strength, Tt 1s precisely these
tactors that permitted Schertng to enjoy Lhe sigmticant pricing power that 1t had over K-Dur 20
pricr te genenic entry, and it is clear that Schenng, and Upsher were each aware of this. CPF 62,
1045, 1047, 1056-60.

2. Schering, Upsher, and - - = forecast the significant impact
gencric K-Dur 20°s entry would have on K-Dur 20°s sales

The miny market forecasts prepared independently by Scherme, Upsher, and = = hefore
the settlemenis a1 185u€ m this case make remarkably simmlar projections about the significant
impact that generie K-Dur 20°s enlry would have on branded K-Dur 20°s sales, and on the
market price of K-Dur 20 and its generics. CPF §3-84, 96-97, §16-20, 956-57, 962, Y464-67, 974.
They show unequivoeally that prier (o generic entry, Schering was able (o0 make all of its sales of
K-Dur 2t} at prices far exceeding its costs, and that genenc K-1Dur 2(0Fs entry would have a
signifivanl negative impact on K-Dur 20°s sales and profits.

. The projections — whether prepared by Schenng, Upsher, or = + . —show that

genere K-Dur 20 was expected to be priced 50 percent below branded K-Dur 20,
and yel the generics would still be sold at a profit.'f

" Tr. 3:490-91 (Bresnahan},

I See, e.g, CX 150 at UST 08535 (Netes of Denise Dolan, Upsher’s Marketing Manager
tor Klor Con M20, July 1997, stating “that our [average selling price] would be 50 perecnt loss
tllaﬂ K-.Dur ED”}; - L L B - & % B & * & r w - - = -y T ¥ & W " 4 * 4 [ ] * & B & 4 [ ]
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. ‘The projections censistently show that generic K-Drur 20 is expected to take front
3010 30 percent of branded K-Dur's sales within months of entry.'

. Nuone of the projections discussing generie K-Dur entry produced by any party in
this case show branded K-Dur 20°s umil sales and 11s dollar sales imgreasmng after

ceneric entry. Instead, the “impact of the generic entry was alwavs to decrease
thoze.” Tr. 3:462-03 {Bresnahan).

[ ] * 4 & % & 4 & 4 +# §I & F 4 ¥ & Ff ¢ 4 # 4 F 4 F & F 4 & F A & F & 4 & F % F A B

& & & 4 & & &+ 4 + 4 & § F B & + ¢ & 4 & ®H ¥+ @ & B 4 &

This evidence contirms that prior o generic entry Schering had the power to conirol the
price of K-Dur 20, and that Schening thus had monopoety power. Additionally, this evidence
shows that Schering, Upsher, and < » + « « were cach aware of the significant negutive impact
gencrie entry would have on K-Dur 20. Lastly, this evidencc shows that delaving < + » entry as
a third poneric also had anticompetitive price effects.

3. Schering planned to introduce a generic K-Dur 24
at subsrantial discounts to hranded K-Dur 20°s price

Schering’s marketing documents show that it plammed to offer its own gencric K-Dur 20,
through its Warrick subsidiary, at a 30 percent discount off branded K-Dur 2075 price.'" CPF

1115, Schennp intended lo pat thig plan into action (and in fact did s0) at the tme of the firsl

= v 0w v Spogleo Tr 3:461 (Bresnahan).

Ml Qoo g, + s vs ot asasasoonaoncasansssaranssens
R R R R I I I R R R B R S R R R R ST Lre L 00, G L
at 5P 23 00044 (Schering *1897 K-Dur Matketing Plan,” 5ep. 10, 1996, prepared by Schenng's
Markeling Manager for K-Dur, Christopher I Lascia, stating that; “Although genenc enmy is
not likely until 1998 the impact of a generic 20 mEq product would be signifieant, especially for
sales subject to mandatary gencric substitution laws, Medicaid, and managed care.™).

]":"SE;-E.:’E_E-.J-1!!!1!!!"-?"-f!'-!ll!!i!'II!-I!?!Ill!I
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independent generic entry. The fact that Scheriny would offir its own gencne K-Dur 20 product
at haif the brand s price in order to meet genenc competition, and that Schenng could do so
prolitably, demonstrales the substantial pricing power Schering cnjoyed for K-Dur 20 prior o
seneric entry,'™ It also demonstrates the benefits 10 consumers of generic corry - they can K-Dur
20 from Schering at a generic price — and the harm that results {Tom the delay of gencric entry.

4.  Since fts cetry, lower-priced gencric K-Dur 20
bas taken substantial sales from K-Dur 20

Sales dala from the fivst few months sipec penenc K-Dur 207s enlry show that there was a
very substantial switeh from K-Dur 20, the branded product, to generic K-Dur 20. CPE DEB-92.
In fact, by Novembet 2001, 2 mere three months after Lpsher finally entered the market, ihere
were “‘more prescriptions dispensed for the generics than for the brands.™ Tr. 3:473 (Bresnahan);
C'PF 959. This evidence shows that “what had been projected came true,” and it “shows the

monapoly power' Schering ¢njoyed pnor to genenic entry, Tr. 3:470, 473 {Bresnahan).

' The reason branded drug companies like Schering lauiich genenics of thair own
product is becausc when gencric competition is inuminent, this practice can mereass the branded
[irm’s profits. This is true because it allows the branded company (o charge 4 high price to
buyers who value the product the most — those costomers who nsist on staying with the brand
and arc willing to pay more for it— while still making profits from sales of the lower-priced
genetic to the majonty of buyers who are no longer willing to pay the [ull, branded price. In
econemic terms, this practice 1s known as “price discrmimation™; that is, “selling the identical
product to different custormers at different prices even though the manufaciurer’s cost of selling
to them 1s the same.” Brand Name Prescription Drvugs Antitrust Litig., 186 F.3d 781, 783 (Tth
Cir. 1999 (Posner, J.). And, as Judge Posner observed in Brand Name Prescription Drugs,
“[pJrice dizcrimimation implies market power.” fd. See afso F. M. Scherer and Navid Ross,
Industrial Maviet Structure and Economic Performance 489 (3d ed. 1990) ("For a seller lo
practice price discrimination profilably . . . the seller must have some contral over price — some
monopoly power. A purely competitive firm cannot discriminate profitably.”™), Hal Varian,
“Price scrimination,” in 1 Hundbook of Industrial Organization (1989) (Robert Willig and
Richard Schmalensee, eds.) at 599 (*“Three conditions are necessary in order for price
discrimmation to be a viable solution to & finm’s pricing problem. First, the firm must have some
market power.”)
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The main reason a generic drug has such a dramatic effect on the sales and the market
price paid for the drug product 15 due to state gencric drug substifution laws, Most states have
laws thal allow pharmacists to automatically substitute a generic drug for its branded equivalent
without obtaining prior approval from the prescribing physician.'™ CPF 34, 37. Fven in these
statcs, however, i physician may insist on use of the brand by writing “Dispeuse as Written,™ or
“DAW,” on the prescription,*® Many health plans and payers, in turn, encourage or insist on the
use of genenie drugs rather than their branded equivalent wherever possible, creating an

immediate market for the generic equivalents of branded produects.™ CPF 39, 41-45,

5 Compare Mich. Slat. Ann. § 333.17755(1) (West, WESTLAW through P.A. 2001,
No. 280 of the 2001 Rezular Scs=.) (“the pharmacist may . . . dispensc a lower cost but not higher
cost generically equivalent drug”™}, with, Conn. Gen. Stat. Ann. § 17b-274 {(West, WESTLAW
through Jan. T, 2002) (A pharmacist shall dispensc a generically equivalent drug preduct for any
drug listed in accordance with the Code of Federal Regulations Title 42 Part 447.332 for o drug
prescribed for a Medicaid, state-acimimistered general assistance, general assistance, ot
ConnPACE recipient ... .7}

B8 See, ep., Mich, Stat, Ann. § 333.17755(3) (“The pharmacist shall not dispense a
generically equivalent drug product under subsection (1) if . . . [tJhe presceiber .. | writes . ..
“‘hspense as written” or ‘d.a.w.’ on the prescniption, ™).

' See penerally Tr. 1:122-23 (Guldberg) (Vice president ol climcal pharmacy
management for United Healtheare, one of the nalion’s largest health plans, testifying that
“renences really represent one of the most powerful ways that we can help manaze pharmacy
costs, and 80 we wailt to do whatever we possible can to promote the use of generies.™); Tr. 2:200
(Teagarden) (Vice president of chinical practices and therupeutics for Merck-Meadeo Managed
Carc, ihe nation’s largest pharmacy benefits manager covering 65 million lives, testifying that
“[t]he use of generic drugs is of great interest to most of our plan sponsors. They see it as an
opporienity to got some cost efficiencies nlo their plans.™).
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5. The empirical rescarch on pharmacentical industry competition
supports the conclusion that Sehering had monopoly power'#

The cmpincal rescarch on pharmaceotical industiy competition Jdermonstrales thal when a
generic dug enters the imarket 113 priced well below its branded counterpart. with the first
goncrlc entrant coming in at a price, on average, 25 percent lower than the brand’s price.™” For
each generic entrant thereafter, generic priccs contirme to fail belween 5 percent and 7 percent.'™
These same studics have documenred the rapid crosivn ol a branded drug’s sales once a pencric
version 15 introduced. For example, a Congressional Budget Office sludy, usimg a sample of
drugs that {iest faced gencric competilion between 1994 and 1993, shows that within a year of
cntry the generic drugs caprured roughly 44 percent of the prescriprions dispensed by phammacies
for the Tespeetive drug. ™ Similarly, another study using a sample of drugs whose palents
cxprred between 1989 and 1992 found that genenies, on average, took 50 pereent of the share of

prescriptions sold within one yeav of entry. ™

% See e.g., Henry G. Grabowski and John M. Vernon, “Brand Loyalty, Eatry, and Price
Competilion n Pharmaceuticats After the 1984 Drug Aet,” 35 1. L. & Econ. 331 {Oct. 1992),
Rachard E. Caves, Michael D. Whinston, & Mark A. Hurwitz, “Patent Expiratton, Entry and
Competition in the U.S. Pharmaccutical Tndustry,” is Brookings Papers on Economic Activiye:
Microeconomics 1 {1991); Roy Levy, Federal Trade Commission, “The Pharmaceutieal Industry:
A Discussion of Competitive and Antirust Issues in an Environment of Change,” Bureau of
Leonomics Staff Report (1999).

“* Office of Technology Assessment, Pharmacentical R&D: Costs, Risks and Rewards
(1993),

1" Richard G. Frank & David 8. Salkever, “Generic Enmy and the Pricing of
Pharmaceuticals,” 6 J. Econ. & Mgmlt. Strategy 75 {Spring 1997),

"I Congressional Budget Office, How Increased Competition from Generic Drugs Huas
Affected Prices and Returns in the Pharmaceutical fudustry (1998).

"% Grabowski and Vemon, supra atn. 148
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The cmpincal rescarch supports the cnnclusi;’m that delaving seneric entry has
anticompetitive effects. When gensnic products are able fo cnter ihe market, a substantial
segment of consumers avail themscives of the lower-prnced generic produets, thereby realizing
sigmificant cost-savings of 25 percent or more relative to the pre-cotry period. If, however,
generic entry 1s delayed, consumers lose the opportunity to reap the substantisl benefits of lower-
priced genercs.

6. K-Dur 20is the appropriate market in which to
assess the anticompetitive effects of the agreements

T'he evidence discussed above shows that K-Dur 20 and its generic cquivalenis is the
appropriale marketl 10 which lo assess the anticompetitive cflcets of the respondents’ agreemenis,
As set forth  detail above, only genenic K-Dur 20 had the potential 1o take signiticant amounts
of business away from Schenng’s K-Dur 20. No other potassium chloride product could have
the eflect on K-Dur 20°s sales and prohtablity that entry of'a generie version of K-Dur 20 was
expected to have and, in fact, did have. Accordingly, the relevant market m which to anulyze the
anticompetitive effects of Schering’s agreements with Upsher and AHP is ihe sale of K-Dur 20
and its generic equivalents in the United States.

This market accurately reflects the unique competitive dynumic that typieally cxists

heiween a branded drug and i1s generic counterpart.’ Indeed, it is precisely this nnigue

' Schering’s counsel, Mr. Nields, has readily acknowledged the unique namre of
conipetition between a branded drug aud its generic equivalent, as revealed by the following
sequence of questions Mr. Nields asked during his eross-cxamination of Professor Bresnahan:

Q: Now, Professor, isn’t it true that the compeiition that exists between a
brand name company and it’s A-B ratcd generic has soime very special
features to it?

A Yes. I'mean, the — vou mean, the competition between the brand name
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campetition - the fact that aencric entty elfecttvely comumoditizes its branded equivalent
overnight — that explaing why Schenny was willing to pay Upsher and AHY 4 combined $75
million to delay generic entry,

Schenng and Upsher, howeyer, insist the relevant market consists of all potassiun
chlonde supplements, and that K-Dur 20°s shave of that markct 15 too small to infer monopoly
power.- To accopt zespondents’ definition of the relevant market, one would have to conclude
that the entry of generic K-Dur 20 mekes little difference to competition and 1o constimers.
Indeed, to accept respondents’ definition of the relevant market ene wonld have to conclude that
Schenng was scting irrationally when 11 spent millions of dollars bringing its patent lawsuits
ageaunst Upsher and AHP, and that Upsher and AT were acting wrationally when they mads
therr mvestinents W eoter the merkel [or K=Dur 20, micluding the costs of defending against

Schenng’s lawsuits,

firmn’s product and the A-B rated generic to the product.

5 Yes, I should have asked the question that way.

A Yes.

Q: And isn’t it trne that the gencric virtually alwayvs, if not always, underprices the
brand name"”

A That’s e, tq.

Q: Andl they always take sales away form the brand name, correct?

Al Yes.

Q: And mdeed, by law they would almost have to.

A I think that’s nght.

Tr. 6:1176-80 {Bresnahan).

1% See, e.g.. Upsher-Smith’s Memorandumn of Law in Support of Its Motion to Dismiss at
18-23 {Feb. 12, 2002).
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Record cvidence belies respondents’ contentions. There 15 no doubi that paticnts who
take genenc K-Dur 20, and those who pay the bills for preseription drugs, reabzed significant
ecanomic hencefits when pencric K-Dar 20 finally became available. There is no doubit that
Scherning, Upsher, and AHP were aware of this when they enterad their illepal agrocments. And,
there 15 no doubt that by delaying the entry of generic K-Dur 20 wader the terms of the
agreement, Schenny, Upsher, ind AHP harmed competition: and consumers.

E. Schering Willfully Maintained Its Monopoly in the
Market for K-Dur 20 through Exclusionary Conduct

The second part of the monopolization test set forih by the Supreme Court in Grinnel!
Cc:rrp. — that is, the willful maintenance of moenopoly throagh exclusionary conduert — is
established by the same evidence, discussed in Section IH above, demenstrating that the
agreements between Schenng and L psher and between Schenng and AHP unreasonahly
restrained competition.'>

Ax the Courl of Appeals for the D.C, Circuit held in Enéted Stafes v. Microsoft Corp., a
plaintilTin & monopolization cesc need not present direct proof that the defendant’s continuad
monopoly power 18 preciscly attribulable to 1ls anticompetitive conduct. 253 F.3d 34, 79 (D.C.
Cir. 2001) (per euriam). Rejecting Microsofi’s argument that the government did not establish a
causal link between Microsoft’s foreclosure of Netscape's and Java's distribuiion channels and
the mamtenance of Microsoft’s operating system monopoly, the court held that — in an action for

injunctive relief — the court conld infer causation whent *a defendant has engaged n

B3 See generally Emest Gelthorn and William E. Kovacic, Ansitrust Law and Economics
(dth ed. 1994} at 122 (citing various Supreme Court cascs in support of the proposition that
Section 2 of the Sherman Act condemns “the abusc of monopoly power as evidenced hy trade
practces which would violate Section 1 if adopted by two parties acting jointly™),
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anticomnpetitive conduct thal ‘reasonably appear(s] capable of making s significant contribution
to . . . maintaining monopoty power.” Jd. at 79, guoting Areeda & Hovenkamp, I Antitrust Law
q 651c at 78 (1996). The court specifically held that this inference of causation applied even
when the exclusionary conduct 1s atmed at nascent competitive lechnelogies.  “Admitedly, in
the former case there 15 added uncertainty, inasmuch as naseent threats are merely potential
subslilules. Bul the underlying proof problem is the sante - neither plaintiffs nor the court can
confidently reconstruct & product’s hypothenical technological development in 2 world gbeent the
defendant’s exclusionary conduct™ J4 {emphasis in oniginal). Mt was noi the povernment's
burden (o eslablish a * but for”™ world - to show that Java or Netscape would have developed into
viable substitutes [or Microsoft’s operating systemn,  Rather, the central guestion was whether
“as a general maller he exclusion of nascent threats is the type of conduct that is reasonahly
caphle of contibuting stgmificantly to a defendant’s continucd monopoly power” and whether
the potenlial entrants constituled nascent threats at the time the conduct was undertaken. fd, As
the court recognized, ™ it wonld be indmteal to the purpose of the Sherman Act to allow
monopolists free reign 10 squash nascent, albeit unproven, competitors at will ... ." fd.

The evidence shows that prior to entering the agreements with Upsher and AHP, Schering
was the only company making a 20 mtq potassivm chlonde tabiet or capsule. When Upsher and
AHP tried to invent around Schering’s “743 patent covering K-Dur 20 and were secking to entar
the market with their own generic versions of K-Dr 20, Schering sued them for patent
mfnngement. Because there were doubis at to whether the patent suit would keep Upsher and
AHP out of the market, Schering paid them to delay their marketing of & 20 mEg potassium

chloride 1zblet, thereby excluding competition, and maintaining Schering’s K-Dur 20 monopoly.

a7



This evidence shows (hat the agreements, m Lhe language of Microseff, “reusonably appcar
capable” of preserving Schenng's monopoly power in the markel for K-Our 240, keeping E-Dur
20's sales at the monopoly price, [or the benef of Schering, Upsher, and AHP.

C. Schering’s Monopolizing Conduct Had
No Legitimate Business Justification

As discussed in Section TTT B 5 abowe, the agrecments between Schering and Upshier and
between Schenng and AHP w dalay genenc entry and menoepelizc the market for K-Dur 20
lacked any lezitimate business justification. They were “not motivatad by cfliciency
concerns,” ™ did not relate “directly or indirectly to the enhancement of consimer welfare,

-1 5

and were not the “consequence of a superior product, business acumen, or historic accident.

D, Schering, Upsher, and AHF Entered into Conspiracies
to Monopolize the Market for K-Dur 26

The evidence also conclusively proves that Schenng and Upsher, and Schering and AHP,
conspired lo menopolize the market for K-Dur 20, The elements of a conspiracy to monopolize
conistsi od: (1) the existence of 4 combinaiion or conspiracy; (2) an overt act in furtherance of the

conspiracy; and (3) specific inlend to monopelize. '

" Aspen Skitng Co. v. dspen Flighlands Skitng Corp. 472 US. 585, 610 ([985).

YT Data Gen, Corp., v. Grumman Svs. Support Corp., 361233 1147, 1183 (1at Cir.
1994),

VB Grinpelf Corp., 384 1J.S. at 570-71.

¥ See, e.n, Volvo N, Am. Corp. v. Men's Int’l Prof"l Tennis Council, 857 F.2d 55, 74
{2d Cir. 1985). Cowts have gencrally held that no proaf of market power or marker definition is
needed to find a violation of conspiracy to monopolize. See, e.g., IULA Phillip E. Areeda and

[lerbert Hovenkamp, Antitrust Law: An Anafysis of Antitrust Principles and Their Application
(2d ed. 2002) Y 809 at 390 n.2 (collecting cases).
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Like the principles govoming conspiracies i restramt of trade under Section 1 of the
Sherman Act, the first element of 2 conspiracy 1o monopodize, prool of agreement. 1% satisfied by
the written seftlement agreements that Schering entered into with Lipsher and AHP. CPF [70-75,
846-51. The sccond elemicnt, an overt act in firtherance of'the conspiracy, is met by Schering's
.p ayment of $60 million o Upsher and $15 mallion to AHF, the acceptonce ol those payments by
Upsher and AHI, the voluntary disnussal of the patent litigations, and the delayed launch of
Upsher’s product and no launch of AIIP's generic product. CPF 111, 165, 250-57, 831, 883-86.

The third element, a spectfic mtent to monopolize, may be shown sither by direct
¢vidence of the respondents’ stats of mind, or by inference from the respondents’ conduet. '™
MNumerous cases reflect the fact that courls properly refuse 1o 1fer the requistie specific intent
whre the alleged conspiracy does nol make sconomnue sense; lur cxample, a conspiracy between
a purchaser and its supplicr.'™ Ordinanly it would be irrational for a buver to seck to help its
supplier to ohtain the ability 1o charge monopoly pnees Lor the supphed producl. Where,
however, the partics have cngagzed in 2 horizomal conspiracy in vielation of Section 1 of the
Sherman Act, the evidence demonstrates a shared incentive to maintain a monopoiy and to split

monopoly profits, and the evidence shows the parties’ awareness that their conduct threatens to

W See American Tobeceo Co. v. United States, 328 LS. 781, B09-10 (1946).

"*' For example, in a case relied on by Upsher, Microsoff Corp. Antitrust Litigation, 127
F. Supp. 2d 728 (D>, Md. 2001), the alleged conspiracy was that computer manutacturers had
conspired with Microsoft to maintain Microsofi's monopoly in the operating softwure market and
the word processing and spreadsheet markets. The court held the complaint failed 1o state a
claim for conspiracy to monopolize, peinting 1o the defendants” explanateon that the conspiracy
alleged was “inherently implausible™ hecause “it would he irrational . . . for them, as purchasers,
to seek to maintam monopolies that Microsoft, their supplier, possessed.” There wera no facts
alleged, the court held, from which it reasonably could be inferred that the manofacturers
believed that preservation of Microsoft’s monopolies was in their own interest. fd. at 73]1-32.
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crealc or maintain that monopely'® — this is powerful evidence from which to infer their specific

intent.

Schering’s statements and actions detnonstrate it spoctiic 1N1Cnt 10 MAintain 11s mMonopoly
of the K-Dur market, while Upsher's and AHP s stalements and actions revea! their inlent to
share with Scherng the relurns from doing 50, Schering’s state of mind and conduct, from which
one may infer ils specific intent to participate i a conspiracy to monopelize, imeludes:

. Schering knew the mipact that a generic K-Dur 20 would have on branded K-Dur
20's sales. CPF 83-84.

. Schening enlered into agreements with Upsher and AHP to delay the entry of their
genenc K-Dur 20 produets. CPE 17H-75, §46-49,

. Schenng kaew 1t had to compensate Upsher for staying oft the market and it did
so. CPF 199, 219-24. The June 1997 memorandum from a Schering vice
presidernt ta the Schering Board of Divectors recommending approval of the
1Jpsher agreernent states that Upsher was seeking “an income stream to replace
the income Upsher-Smith anticipated earning if it were alble to successfully defend
against Key's infringement claims.”™ CX 238 at §P 12 00268, In {act providing
TIpsher with such an income stream was a “prevequisite” of a settlement
agreemecnt. CX 338 at SP 12 00270; CPF 219.

- Another Schering document shows that Scherng calculated how much l would
nced to compensate Upsher for agreeing to delay ils generic entry. ¢ ¢ & ¢ &« »

& % 4 F 4 F &4 F F 5 4 % ¥ ¥ ¥ ¥ 4 9w r e x b bowow koo ko hohoF b
@ & & 1 B F % % W ¥ OB OB M 5 @ om 4 m o ox % bk & m om & 8 & = & & 6 & m & & & & 4

*» & &% 4 % § % 4 w ¥y w g & & & + & & & & W% B & & A B & B 4 F A A FF F & A0

. Schenng paid L.psher S60 million to delay entry of its generic K-Dhuy 20 praduct.
CPF 179-85.

. Schenng paid AHP $15 million to delay entry of its generic K-Dur 20 product,
CPF 833-85.

2 See fnstructional Svs. Dev. Corp. v. Aetna Casualty and Surety Co., 817 F.2d 639,
647 (10th Cir. 1987) (evidence of specific intent shown where 2 co-conspirator was aware of the
other’s monopolistic desires and parties’ Joint conduci furihered those desires).
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Upsher’s state of mind snd conduct, from which one way infer its specific intent Lo participale m
a conspiracy to monopalize, meludes:

. Upsher knew the impact that entry of its generic K-Dur 20 would have on
Schenng’s K-Dur 20 sales. CPF 96-97.

. LIpsher entered inlo an agreetnents with Schenng to delay the entry of its penetie
K-Dur 20 product. CPF 166-69.

. Ulpsher asked for compensation from Schering for agreeing to slay off the market
until 2001, Upsher sought payment to replace the revenuc o losi by delaying cntry
ol its generic product, and Mr. Troup, on behalf of Upsher, justified this demand
with reference to the profits Schering woukd losc if Uphser were to enter the
market.'"™ CPF 168,

. During the negoliabions, Upsher presented an analysis of Schenng's potential
financial losses as a result of Upsher’s colry mio the market for K-Dur 200 Tr.
15:3559 (John Hoffman)., CPE 167.

. LIpsher acecpted the payment of 360 mihion from Schenng, and it refrained {rom
entening the markel with its generie product unul 2001, CPF 171, 174,

AHPF’s state of mrnd and conduet, from which one may infer 1w specific intent (o participate in a
conspitacy to monopohize, is sel furth 1o Section X¥.C. of the Cowplaint Coursel’s Propuscd
Findings of Fact,
V. JURISDICTION AND INTERSTATE COMMERCE

Section 5 of the TTC Act, 153 1.5, (0. § 43, directs the {“ommmission Lo prevenl “persons,
parinerships, or corporations’ fronl using unfair methods of competition “1n or affecting

conpnerce.” Schering and Upsher are corporations.'™ Their challenged acitvities to delay the

W Tr. 23:5413-14 {Troup); Tr. 15:3543 (Joln Hoffman), Tr. 15:3557(John Hoffinan)
(Upsher wanted a payment in refun for not entering the K-Dur market), CX 152% at 111-12
(Troup IH}, CX 1509 at 32-33 (Jobn Hoffman dep); CX 1511 at 19-20 (Kapur dep).

1% Section 4 of the FTC Act defines a corporation to inciude any company that is
“organized to carry on business tor its own profit or that of its members 7 15 U.S.C. § 44,
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sale of pencoc K-Dur-290 have an obvious nexus to interstate commerce, and netther Schering nor
Upsher has contended otherwise {notwithstanding Upsher's refusal to stipulate that it engages in
interstate commerae).'™
The Commission’s interstale commeree jurisdiction is as broad as thar conferrad under

the Sherman Act.'™ To demonstrate the reguisite effect on interstate commerce, it is sufficient to
show that, “as a maticr of practical ceonomics,” the challenged agreoment “could be expected to®
affect the flow of interstate commerce.'™ There is no need to prove an actual effect on interstate
commerce'® or 10 quantify the expected effect.™

There can be no scrious guestion thal 2 conspiracy to [orestall the iniroduction of generic

competition to Schering's widcly-preseribed K-Dur 20 is covered by lederal antitinst law. Both

Schering has admitied it is a covporation within the meaning of the FTC Acl. Schenng Answer
1 7. Upsher is organized to carry on business for its own profit. Upsher-Smuth’s Ohjections and
Responses to Complaint Counsel’s First Set of Requests for Admissions, Answers lo Reguests
Nos. 1, 2. See also CX 1 (Upsher Articles of Incomporation).

7 Unsher-Smith Answer % 4.

1% tmerican Mediral Aseociation, 94 FT.C. 701, 994 (1979), aff’d, 638 F.2d 443 (2d
Cir. 1980%, off ' by an equally divided Court, 455 U8, 676 (1982), The Supreme Courl has
repeatedly emphasized the breadth of federal antitrust jurisdiction, ¢ven in cases challenging
wholly intrastate conduet of local actors. See, e.g., Summis Health, Ltd v. Pinhas, 500 0.8, 322
(1991Y; McLatn v. Real Esiate Board of New Orleans, Ine, 444 115, 232 (1980); Hospitul
Building Co. v, Trustees af Rex Hospital, 423 115, 738 (1976}, Goldfurd v. Virginia Stote Bur,
421 VS, F73(1073). See also Hammes v. AAMCO Transmissions, fne., 33 F.3d 774, TIE-E]
{7th Cir. 1994) (Posner, J.) (discussing breadth of federal antitrust jurisdiction).

6" Rex Haspitaf, 425115 at 745.

'8 Pinhags, 300118, at 330 (because essence of violation is the illepal agreement itself,
*proper analysis focuses, not upon actiral consequences, but rather upon the poteniial harm that
would ensue if the conspiracy were successtul™),

' Goldfarb, 421 U.S. at 785,
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respondents are engaged in the interstate sale of pharmaceutical products. Schering has
stipulated as to its own business activities,'™ and the record also demonstrates Schering engaged
In interstate activity with respect w K-Dur 20 in particubar. ' Upsher's involvement in interstate
commerce 15 amply shown by record evidence, which shows: Upsher sclls alf of its products,
tncluding the Klor-Con line, to customers and wholesalers across stale lines;'™ has sales
representatives located both in and outside of its home state of Minnesots; '™ and receives raw
matcrials necessary for the manufacmre of Klor-Con M20 from companies outside of
Minnesota,' ™ The challenged agreements to forestall entry by Upsher and AHP - which
precluded sales by the generic applicants for several years and enabled Schering to maintain its
level of sales — necessarily would have a substantial effect on such interstate conunerce.
Moreover, by virtue of the elfcet of the challenged agresments on the triggering of the 180-day
exchusivity provision of the Hateh-Waxman Act, the impact of respondents’ activities extends to

other market participants as well,'™

™ Schering's Answer 1% 7, 8.

' For example, Schering targeted its marketine and sales efforts for K-Dur 20 at
consumers throughoul the Umited States. CX 18 at SP 23 00044,

" Tr. 20:4874-75 (Drisas). At least 70 percent of Klor Con M20) that was being

shipped for sale, was shipped to locations outside of Minnesota, Upsher’s home state. Tr. 21:
5076-77 (Kralovec).

'™ Ty, 21:4997.99 (Freese).

""*Upsher-Smith’s Objections and Responses to Complaint Counsel’s First Set of
Requests for Admissions, Answers to Requests INos. 16, 17.

- The Supreme Court has made it clear that the inquiry concerning interstate commerce
mcludes consideralion of the impact of the restraint on “other participants and potential
participants in the market.” Pinhas, 500 .S at 132,
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¥VI. REMLDY

It 15 well establizhed that “the Commiszion has wide discretion inits choice of remedy
decmed adequate o cope with unlawful practices.™™ Having found a violation, “the
Commussion is not limited to prohubiting the 1llggai practice tn the precise fomm imn which g
found to lave cxisted in the past. . . . it must be allowed effectively to ¢lose all roads to the
prohibited goal, so that its order may not be bypussed with impunity ™ Thus, the courts
recoonize the Commmss=ion’s authority to enjoin “like and related™ practices bevond the specific
unlaw ful practices challenged in Lhe complaint,’™ for, as the Supreme Court has expressed it,
respondents found to have vielaled the law “must expect some feneing in™" As long as the
rcme:dial provisions bear “a reasonable relalionship to the unlawiul practices found to exist,” they
are proper.'™

The proposed order, which appears at Appendix A of this brief, is designed o remedy
respottdents” violatioms of the law and to prevent them from engaging in simular unlawful

agreements in the future. We itrst address ine need for the order and then explain it provisions.

T faceb Seigel Co. v FTC, 327 U8, 608, 611 (1946), See also FTC v. National Lead,
352108419, 428-29 (1957); FTC v Cement fnstimte, 333 115683, 726 (1948, FTC v
Colgate-Patmelive Co,, 380118, 374392 (1965].

VT FTC v. Ruberoid, 343 U S, 470, 473 (1952, CF Naional Soc'y of Prof't Eng v
United Sttes v, 435 115, 679, 694 (1978) {in fashioning remedy for an antitrust vioiation, it is
“cntirely appropriate” to go “beyond a simple prescription against the precise conduct previously
pursucd™).

% ETC v. Mande! Bros., e, 359 (LS. 385, 393 (1959); seq, eg., Amrep Corp. v. FIC,
768 F.2d 1171 (10th Cir. 1985},

'™ FTC v, Nationad Lead Co., 352 U8, at 431,
' Jacoh Seigel Co. v, FTC, 327 U8, at 613,
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A, An Order Is Needed to Prevent Further Unlawtul Conduet

To demonsiratz the need for prospective relief, complaint counssl necd only show a
“cogmizible danger” of a epealed violation.™ The question is nut whether a respondent will
engage in precisely the sume conduct, hut whether there 1s a danger that it will enpage in furure

1% Questions about the need for an order 2rise most often when a

violations of the sume Iype.
respondent clams to have abandoned the chellenged conducet {though abandonment by itself will
rarcly be sullicient to eliminaie the need for relief)," or where there are changes in market
conditions that make future violations unlikely.'™

In this case there is clearly a cognizable danger of a repeated vielation. Respondents
enlered mio and carmied out an unlawiul agreement to defay generc competition (in Scherng’s
case, two agreemants). The agreenments were never abandoned or disavowed and, in Gict, remain
in force. Furthermore, there have heen no changes in market conditions that would climinate

their abrlity — or the powerful incentives — to enter into simmlar agreements, or that would

otherwisu make o ropealed violation unlikely, Both respondents remain in the pharmaceutical

U Unired States v. W.T. Grant, 345 10,5, 629, 633 (1953): SCM Corp. v. FTC, 565 F.2d
87, ¥12-13 (2d. (ir. 1977) ([ T|he violation is iiself (he best evidence of the possibility of
future such occurrences™).

12 See TRW, fuc. v. FTC, 647 F.2d 942, 953 (%h Cir. 1UE1).

'S See, ¢.g., American Medical Ass 'nv. FTC, 638 ¥.2d 443, 451 (2d Cir. 1980), aff"d by
an egqually divided court, 455 U.S. 676 (1982) (rejecting claim of abandonment).

'™ Borg-Warner Corp. v. FTC, 746 F.2d 108, 110 (2d. Cir. 1984) {respondent sold auto
parts division, eliminating intcrlocking dircelorate); mernationad Harvester, 104 FT.C. 949,
1070 {1984} {change in tractor technology made recurrence of violation unlikely).
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s s s e e b= s s s osas e s s andSchering is currently engazed 1n
several patent infringement suils {o prolect some of 1ts brunded praducts against competition
from potertrial peneric entrants. CPF 1479, Ta he sure, the mere existence of a past violation
does oot by iself jusufy prospective relief without regard 1o other circumstances. But herc there
are ne other creumstances that wonld suggest that respondonts’ past illegal conduct dogs not
create a rigk of further unlaw ful conduct '™

Although respondents have asserted that the case is moot'™ and that an order is
unwarranled here, * they have not even purported to claim that there is no risk thal they will
enter into similar agrccments o the fiture. Instead, they have cither (a) obscrved that cortam

remedial provisions {such as requiring Schering to grant an immediate licensc to Upsher} arc no

longer needed or (b) stated that there is no sk that they will enter into the samc agreement

™ When 2 respondent does withdraw from the business in whick the challenged
practices occurred, an order miay be unnecessary if there is no likelihood of it re-enteting the
industry, and the order is limited 1o practices within that industry, See Nuriong! Lead (o v, FTC,
227 F.2d B25, 839-840 (Tth Cir. 1955) (vacating order as to one respondent), rev o on other
grounds, 352 118, 419 (1956); Evlnd Corp, 101 F.T.C. 425, 461-62 (1983) {vacatmg order as to
one respondent), rev'd on other grounds, 729 F.2d 128 (2d Cin. 1984 ).

% See cg, IRW, 647 F.2d a1 934 (ne danger of recurrent violation where TRW
termunated the offensive mmterlocking directoralzs before issuance of the complamt *and arguably
before nolice of the FTC s invesligation™; violalion was nol & blalant one; and it had
itnplemented a complianee program whose cllectivenass was not in question ).

BT See Respondent Schering-Plough Corparation s Statement of the Case Involving

Schering and Upsher-Smith (September 18, 2001) at 9-10; Respondent Schering-Plough
Corporation s Statement of the Case Invohving Scherimg and ESI-Lederfe (September 18, 2001)
at &

188 See {ipsher-Smith s Memarandum of Law in Support of its Motion to Dismiss Due to
Complaint Counsel s Failure to Extablish a Prima Facie Case (February 12, 2002) at 46
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regarding K-Dur 20, These arguments do not endecming the need for an cifective ban agaias]
future unlawful agreements, lot alenc make the casc moot.'® The former arzienent mercly means
that the order need not address certain particular restraints thal were in place at the time the
complaint was [iled but have now expired. Asto the Iattér arqument, as was noted above, the
issue with respect to recurrcnee is with “'repeated violations™ and not mercly repetition of

"' In short, nothing offered by respond=nts casts doubt on the

precisely the same conduct.
conclusion that an order 15 negded to protect consuwmers against the cognizable danger of 2
recirrent violation.

B. The Proposed Onier

The propescd order 15 designed to provent respondents from enfering indo cortain
agresments thal are hkely to unreasenably limit competition [rom new generic drug products.
For a period of ton vears, the order would: (1) gencrally prohibit agreements in wheeh a brand
name crug company {the NDA holder) makes a pavient, whatever the [ocm, to a potential
aunonic competitor (an ANDA filer), and the ANDA filer agrees not to market its product for

some period of time (Parts I and V); and (2} bar agreements betwseen the NDA holder and an

ANDA filer m which the generic competitor agrees nol to enier the market with 4 non-infringing

" I'g suy the case is moot means i must bz dismissed withoul an adjudication of
legality. While complaint counsel bear the burden to show the need for nyunctive relict]
respondents hear the “heavy burden™ o show that there (s “no reasonable expectation that the
wrong will be repeated.” United Staies v. WT. Grant Co., 345 LS. at 633 {1953} (rgyecling
mootness defense). See alse United States v. Concentrated Phosphate Assn, Inc., 333 1.8, 199,
203 (defendant claiming mootness bears burden to show that it is “absolutely clear that the
allegedly wrongful behavior could not reasenably be expected to recur™).

9 See TR, 647 F.2d al 953-54 (explaining thal “recurrent violation™ issue, used in
asgessing mootmess and need for relief, concems “repeated violatons of the same law, and not
merely with repetition of the same offensive conduct™).
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generic product (Part 11}, or afrees not to relinguish Hatch-Waxman exclusivity rights {Part TV},
In addition, the order has heen crafted with cortain exceptions that allow conduct that is unlikely
to he anticompetitive.

Fart IT of the propesed order would gencrally prohibit each respondent from entcering into
an agreement resolving a patent infringement claim against an ANDA product in which the
ANDA filer recelves unything of value and agrees not lo market its product for some perod of
Hme, subject to an exception. The order probibits not merely cash payments to induce delayed
entry, as ocourred in this case, but also other agreements in which the NDA holder provides
something of value to the potential generic entrart, and the ANDA filer agress in some feshion
not te sell its product. Absent such an approach, 4 company could ¢vade a prohibition on cash
payvmeni by subsliluting other things of vale.

The provise to the genzral ban in Parl 1T addresses agreements in which the value received
by the ANDA filer does not go beyond: (1) the nght to market the ANDA product prior to
cxpiration ol the allegedly mfringed patent; and (2) an amount equal to the patent-holder™s
expected future Litigation costs, up (o a maximum of $2 million. For agreements that provide
such value to the ANDA filer, the onder requires that the respondent notify the Commission at
least 310 days pnor to consummating the agreement, and pra.a-s,crib-as a “sceond reques!”™ process
akin 1o that used under the Hart-Scott-Rodino Act for mergers, to enable the Commission o seek
more information n cases where the agreement sppears Lo taise competitive concerns. The
proviso reflects the fact that an agreement that onty invelves an agreement to split the remaining
patent life may often be expected to result in an eniry date that reflects the parties™ expected entry

date if the case were litigated. The order allows a payment based on the NDA-hoider’s expected
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firtere litization costs becanse the NDA-holder would have to expend that amount to achieve its
expected result from Jitizating. Thus, an agreement involving a payment in that amount wonld
not be expected lo have the purpose and efiect of purchasing a later entry date than would be
expected if the itgation were pursued. A cap on the paymenl {or expected future hitigation costs
15 NEcessary to ensure that this provision does not permit payments, made as compenazation for a
fitnre entry date, 1w be charactenzed as forecasted [igation costs.

The notice provision contained in the proviso to Parl [ for certain agreements ool
protubated by Part 11, is necessary because an agrecment in which an ANDA filer agrees to a
futare entry date can raise risks of competitive harm by virtue of the exclusivity provisions of the
Hatch-Waxman Act. The required notice will enable the Conunission to assess the impact of the
agreoment in light of the regulatory framework for tniggering exclusivity rights, In addibon, the
notize provision way serve to deter anticompetitive agreements,

The han under Part If of the order would prohibit patent settlements with ANDA filers
that contain so-called “side desds,” without regard o whether those side deals were based on fair
market value. While this provision may prolubit somte agreements that would not be unlawfl, 1t
1s hoth reasenable and necessary in order to provide an effective remedy, and it is fully fustificd
given the record in this case. First, as the record evidence demonstrates, NDA-holders and
ANDA filers have powserful incentives to enter into agreements involving payments for delaved
cntry (CPF 1150-58), making it hikely that even where the ANDA filer transfers a valuable
license ot otiter asset, the NDA holder can be expected to pay more than market value for that
asset. Second, determining in any given case whether a4 payment is for a license or other asset,

rather than for the agreement to the eniry date, can be an involved, fact-intensive process, as the
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adiudication in this case illustrates. An order provision that turmed on whether the side deal was
for fair market valus would make enforcement of the arder unduly complicated and create a
subslantial loophole. Tn hight ol respondents™ past violations, this “tencinp-m” 1= reasonable and
neccssary to provide effective protection to consumers.

The remaining prohibitions of the arder are similar to those contained in consent orders
issued by the Commission in Abbor Laboratories, C-3945 (May 22, 20000:; Geneva
FPharmaceuticals, C-3946 (May 22, 2000}, Hoeclsi Marion Roussel, et al., D92Y3 (May §,
2001); and American Home Products, Tx, 9297 (April 2, 2002} Part I of the proposed order
bars agreements not to enter with a non-infringing product. This provision directly addresses
comduct challenged in the Commission’s Complaint. Part [V of the proposcd order bars
agreoments tn which a tirst ANDA filer agrees not to relinguish its right to the Hatch-Waximan
130-day exclusivity period. Although the challenged agreements in this case did not inelude
such a restraing, such provisions have been used in other agreements to delay generic entry, and
~ the ban is reasonably related to the unlawfii practices chaliengad in this case. The order does not
bar such agreements when they anse in the conlext of hcensing arrangements where: (1) the
ANDA first filer comes o market immediately with a generic product, (2] the 1 80-day
exclusivity period has boen trizgered or relinguished; and {3} the respondent provides the
prescribed notice to the Commission. Since concerns about such provisions arise because of
their likely blocking effcet on third parties, the order wouid not prohibit such agreement where
no such blocking effect would occur.

Part ¥ bars agrecments that involve pavinent to an ANDA filer where the ANDA filer

agrees not 10 enter the market for & period of time and the patent infringement Iitigation
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continues (so-calied “intenm scttlement agreements”™). Although the challenged conduct here
was an agrecment in connection with a final seitlement of litigation, rather than an interim
agreement, this provision ig appropriate in light of the sipnificant antitrust coneems raised by
interirn agreements and the need to prevent recurence of vielations sinilar to those challenged in
the complamt. As with Part B, 1t is nccessary to cover not only cash pavments but also the NDA
helder’s providing “anything of value” to the ANMDA tiler, in arder to provent cvasion of the
order. (On the ather hand, while the harm from the kind of payments made in this case is clear,
the giving of some items of value in an mienm scitlement that did not provide for immediate
entry by the ANDA filer might not harm competition, In order to allow for consideration of
arrangements that fall outsids the type used in this case, the order would permit consideration of
specific arrangements where the agreement is presented to the court hearing the parent
mftingement case i connection with a stipulation for a preliminary injunction. In this context,
the order would allow the agreement if the following conditions are mer:

. Respondent provides notice and information bath to the Conrtission and ihe
court as follows: (1} Respondent must provide the court, along with the joint
stipulation for permanent mjunclion and the proposed agreement. a copy of the
{’ommissien’s complamt and order; (2) af least 30 days before subimiiting the
strpulation 1o the court, Respondent rust provide wrillen nolice (as sl forth in
Paragraph VI of the order) to the Commission; and (3) Respondent docs not
oppesc Commission participation in the court’s consideration of the request for
permanent injunction; and

- Either: {1} the court issues a preliminary injunction order and the partics’
agrecment coafornms to that order; or (2) the Cominission deternines that the
agreement does not raise issues under Section 5 of the FTC Act.

Part VI of the proposed order sets forth the notification requirements and procedures

required under the order. The proposed arder also containg certain reporting and olher provisions
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(Parts VI, VTIT, and 1X) that are designed to assist the Commission in monitoring compliance
with the order and are standard provisions in Commission orders.

V1L  EVIDENCE ISS5UL RELATING TO INVESTIGATIONAL HEARING
TRANSCRIPTS

Your Honor's April 2, 2002, Order on Complant Counsel’'s Motion for Clarification
(hereinafter “Clanificatton Order™) explained that the imvestigattonal hearing transcripts of
Schenng and Uipsher were admitted during the hearngr only as party admissions and were not to
be used againgt the other party, because complaint counsel never asked that these investigational
hearings he admitted as coconspirator statements. Clarification Order at 4. Your Honor {s
carvect that we never asked that they be so admitted in open court.

Complaint counsel did, however, make an offer of proof for the investigational heanngs
under the coconspirator Tule, as a ground for their admission, in a prefrial motion dated January
14, 2002, In that motion we argued, albeil with less than ideal emphasis, that all investigational
hearing transenpts of Schering, Upsher, and AHP should be admitted on the theory that

under Federal Rule of Evidence 801{d)2)(E}, any slatements by a co-conspirator of

a party duning the course and in furtherance of the conspiracy also are admissible

agalnst a purly as non-hearsay. In fact, the Commission has specifically applied the

co-conspirator rule under the Federal Rules of Evidence fo admil evidence from
unnamed co-consprralers against respondents in proceedings before the Commission.

American Medical Association, 94 F. T 700, 957 (1979 (“"AMA™).

Complaint Counsel’s Response to Respondents’ Motion Concerning the Use of Transcript
Excerpts at 3 n. 12 {hereinaficr 'Pretrial Molion™).
We made this offer of proof more explicitly in our Motion for Clarification, dated March

29, 2002, whers we wrote “we respeetlly request that Your Honer . . . allow us 1o use the

statements of one conspirator against the other, as contemplated by Federal Rule of Evidence
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801(A)(23 E) and endarsed by the Comumission m the AMA case” Complaint Counsel’s Motion,
and Memorandum in Support of Molien, [ur Clanfication of Evidentiary Buoling at 4-3
(hereinatter *“Clarification Motion™). Based on complaint counsel’s olfers of proof in the Pretral
Motion and the Claritication Motion, we ask that the Schenng and Upsher investigational
hearing testimony be deemed “conditionally™ admitled as coconspirator staternents.

Followirg Your Hener's guidance in the Clarification Grder that evidentiary challenges
under the coconspirator doctring “shall be raised m the post (dal bricfs™ (Clanfication Chder at
6}, complaint counsel respectfully request that the Schering and Upsher investipational heanng
testimony be admitted in evidence under the coconspirator doctrine. The Clarifieation Order
reyuires that he conditionally sdmilled evidence satisfy the elements of Rule $01{d 2KE),"™
which provides that evidenes .5 non-hearsay if it aross “dunng the course and in furtherance of
the conspiracy.” Fed. R, Lvid, 80i(dW2WE).

The Schering and Upsher investipational hearing testimony comes within Rute
SOL{ANW2)(E), as interpreted by the Comumission in AMA. Eslublishing a conspiracy for purposes
of a cavil antitrust case requires nothing more than cvidenee of an agrecment.' Here, thereis no
dispute that Schering and Upsher entered into a wnitten agreement, which lics af the heart of (his

case. CPF 158, 223, That agrecment remains m force loday, and the parties have continued to

abide by its terms. Upsher, for cxample, did net compete with a generic K-Dur 240 product until

™ Clarification Order at 6.

17 See 2 Julian O. Von Kalinowski, Antitrust Laws and Trade Regulation, § 26.02[2] at
26-32 to 33 (2001); see also Tidmore O Co. v, 8P Ol Co., Y32 F.2d 1384, 1385 (11th Ci.
1991) (eiting VI Fhillip E. Areeda, Antftrust Law, § 1403 at 17} (“Courts use the words
‘contract,” ‘combination,’ and “‘conspiracy’ interchangeably, and sometimes simply refer 1o an
fagrecment, .
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Septenber 1, 2001, the date specified m the agreement. CPF 224 No additional evidence is
reguired to prove the conspiracy. Under the coconspirator doctrine, this testimony by e partics
to the conspimcy, under oath and given dunng the Commission’s investigasion, is “admissible
against all parties to the conspiracy.” Clarification Order at 6. Furthermore, as long recognized
hy the Commission, investigatinnal hearing testimony is considered reliable cvidenee and is

therofore admissihle for all purposes, '™

CONCLUSION

For the foregoing reasons, complaint counsel respectfully request that Your Honer adopt

complaint counsel’s propossd findings of fact and conclusions of Taw,

Respecifully Submitted,

Earcn Bokat

Philip M. Eisenstat
Bradley 5. Albert
Elizabeth R. Hilder
Michael B, Kades
Markus H. Meicr

Counse! Supporting the Complaint

Daled: May 13, 2002

' See The Heurst Corp., 80 F.T.CL 1011, 1016 (1972) (“[Tlranscripts resulting from an
investigational hearing also consiituie appropnate evidentiary material to support or opposc a
summary decision motien. The thrust of [the Commission’s summary decision 1ule] is fo permil
the use of material which has been obtained under cath and which is reliable data. Clearly
transcripts from investigational hearings fall into this category of malenal and should be
permitted under the rule.™)
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apply:

CORIDER

IT IS ORDERED (bt for the purposes of this Order. the following definitions shall

A

“Respondent Schering” means Schering-Plough Corporation, its directors,
officers, cniplovecs, agents and representatives, predecessors, successors, and
assigns; its subsidiaries, divisions, groups, and affiliates controlled by Schering-
Plough Corporation, and the respective directors, officers, employees, agents and
representatives, successors, and assigms of each.

“Respondent Upsher” means Upsher-Smith Laboralenes, Inc. #s directors,
ollicers, employess, agents and represcatatives, prcdecessors, successors, and
assiens, ils subsidianes, divisions, groups, and affiliates controlled by Upsher-
Smuth, and the respective directors, officers, cmployees, apents and
represcnlalives, suseossors, and assigns of sach.

“Commisgion” me:ns {he Federa] Trade Comumission.

“1&0-day Exclusivity Penod”™ means the period of time eslabiished by section
S05(35)BYiv) of the Federal Food, Drug, and Cosmciic Act (21 11.5.C.
§ 355GMS)B)Iv) (2002)).

“AB-rated Generie Version™ means an ANDA found by the Food and Drug
Administration to be hioequivalent 1o the Referenced Drue Product, as defined
under 21 17$.C. § (ISHB) (2002).

“Agreement” means anything that would constilute an agreement wider Section 1
of the Sherman Act, 15 T15.C, § 1 (2(H2) or Section 5 of the Federal Tradc
Commission Act, 15 U.S.C, § 45 (2002).

“ANDA” means an Abbreviated New Dimg Application, as defined under 21
LLS.C§ 335000

“ANDA Filer” means a party who has filed an ANDA with the FDA.

YANDA First Filer” means the party whom the FDA determines is and remains
cntitted to, or elighbie for, a 180-day Exclusivity Period which has not expired.



Z

“ANDA Praduct” means the produet 1o be manufizetured under the ANDA that is
the subject of the Patent Infningement Clam.

“Drug Produet™ means a fimshed dosage form (.., tablet, capsule, or solution)
that contains a drug substance, gencrally, but not necessarily, in association with
mie or mare other ingredients, ag defined in 21 CFR. § 314.3(k).

“Effective Date™ means the date of entering inte the Agreement.

“Expiration Datc” means 180 days afier the date that the ANDA First Filer
commence: commercial marketing of (1) the ANDA Product, (2) the Reference
Drug Product, or (3) any other AB-Rated Generic Version of the Reference Drug
Product.

“FDA” means the Umled States Food and Drug Admimistration.
“INDAT means a New Dirug Application, as defined under 21 U.S.C. § 355(b).

“NDA Holder” means: (1) the party that received FDA approval o market a Drug
Product pursuant to an NDA, {2) a party owning or controlling enforcement of the
patent(s) listed in the Appreved 1drug Products With Therapeutic Equivalence
Evaluations (comumonly known as the “FDA Orange Book™) in connection with
the NDA, or {3) the predecessors, subsidiarics, divisions, groups and affiiiates
controlled by, controlling, or under conunien control wilh any of Lhe entities
described in subparagraphs (1} and {2) above (such control 1o be presumed by
direct or indirect sharc ownershup of 50% or greater), as well as {he licensees,
ticensors, suceessors and assiyms of each of the foregoing.

“Patent Infimgement” means nfrimgement of any patent or of any filed patent
apphication, extension, Teissue, renewal, division, continuation, continuation in
part, reexarninalion, patent term restoration, patents of addition and extensions
thercot,

“Patent Infringernent Claim”™ means any allegation made to an ANDA Filer,
whether or not included in a complaint filed with a courd of law, that its ANDA or
ANDA Prodoet may infringe any patent held by, or cxelusively [icensed to, the
DA holder of the Reference Drug Product.

“Person” means both nalural persons and artificial persons, including, but not
limited to, corporations, unincorporated entities, and povernments.

"Reference Drug Product™ means the Drug Product identified by the ANDA
apphicant as the Druy Product upon which the ANDA Filer bases its ANDA.
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. “Relinquish™ means abandon, waive, or relinguish,

V. “Sale o Drig Products™ means the sale of Drug Products in or affecting
commerce, as commmerce 15 defined in section 4 of the Federal Trade Commmission
Act, 15 U.S.C. § 44 (2002},

IL.

I'T 8 FURTHER ORDERED that in connection with the Sale of Drug Products each
Respondent shall cease und desist. directly or indirectly, from being a party to any Aoreemeni
resolving or setling 4 Pulent Infnngement Clarm in which:

A an AWNDA Filer recedves anvthing of valuee, and

E. the ANDA Filer agrees not to rescarch, develop, manufacture, market, ar sell, the
ANDA Product for any period of time.

PROVINDED, HOWRFER, that nothing in this Paragraph shall prohibit a resolution or
settlement of a Patent Infringement Ciaim i which:

{1 a Respondent is either the NDA Holder or the ANDA Filer;

(2 the value paid by the NDA I1older to the ANDA Filer as a part of the
resofution or settiement of fhe Patent Infringement Cliim 1includes no more
than {13 the nght to market the ANDA Product prior (e the cxpiration of
the patent that 1% the hasis for the Patent Tniringement Claim, and {2) the
leszer of the NDA Holder's expected future litigation costs to resolve the
Patent Infmingement Claim or $2 million; and

{3}  Respondent bas notificd the Commission, as descnbed in Paragraph ¥1.

II.

IT IS FURTHER ORDERED tlrat, whent a Respondent makes or is subject to a Patent
Infringement Claim in which such Respondent 1s cither the NDA Halder ar the ANDA Filer,
Respandent shall ceasc and desist, in connection with the Sale of Drug Products, from being a
party to any Agreement in which the ANDA Filer agrees to refram from researching, developing,
manufactaring, marketing, or sclling any Drug Product (hal:

A, could be approved for salc by the FDA pursuant to an ANDA; and
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I3 is neither the subject of any wriilen clarn or allegation of Patent Infringement nor
supported by a good faith opmion of counsel that the Drug Produet would be the
subject of such a ¢laim or allegation if disclosed to the NDA Holder.

IV,

ITIS FURTHER ORDERED that cach Respondenr shall cease and desist, directly or
mdirectly, in connection with the Sale of Drug Products, with respect to which such Respondent
15 either an NDA Holder or the ANDA First Filer for the Relerence Drug Product(s), {fom being
a party to any Agrecment in which:

A unc party is an ND A Holder and the other party is the ANDA First Filer for the
Reference Drg Product, and

E. the ANDA First Filer is prohibiled by such Agreement from Relmguishing, or s
subjzet to o penally, lorfeiture, or loss of benefit if 11 Rebinguishes, tts rght to the
' Ril-day Exclusivity Ponod.

FROVIDED. HOWEVER, that nothing in this Section shall prohibat any Agrecment where
the lol.owing three condions arc all mot:

(1) wathin tweniy (207 days of the Effectrve Date of the Agrcement, the
ANDA First Filer commences comunercial marketing of the ANDA
Product, the Reference Drug Product, or any other AB-rated Generic
Version of the Reference Drug Product;

(2)  ong of the following two conditions has been satisiied:

(2} the 18{)-day Exclusivity Period. if any. has heen triggered and
begun to run with respect (o the ANDA Product; or

{h} within ten (10 days of e commercial marketing of a Dirog
Preduct other than the one subjcct to the ANDA, the ANDA First
Fiter has notificd the FDA, in writing, that il will Relinguish any
and all eligibility for, and entitlemcnt to, a | 80-day Exclusivity
Fenod, if any, for the ANDA Product, beyond the Expiration Datc;,
and

{3)  Respondent has notified the Commission, as described in Paragraph VI
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V.

IT IS FURTHER QRDERED that, in any instance where a Respondent is a pariy o a
Patent Infingement lawsuil in which 1t 15 erther the NDA Holder or the alleged infringer ANDA
Filer, such Respondent shall cease and desist, directly or indirectly, in connection with the Sale
of Drug Products, from being a party to any Apreement i which:

Al the pariics do not agree o dismiss e Jitgation,

B. the NDA Helder provides anything of value to the alleged infringer, and

C. the ANDA Filer agrees to refrmn dunng part or all of the course of the litigation
from selling the ANDA Product, or any Drug Product contzining the same active
chemical ingredient as the ANDA Product.

PROVIDED, HOWEVER, such an Agresment is not prohibited by this Order when
entered inte 1 eonjuncton with 4 joint stipulation hetween the partics that the court muy enter a
preliminary mjunetion pursuand 1o Rule 65 of the Federal Rules of Civil Procedure, Fed, B, Civ.

P. 65,10

(L

(2)

(3}

{4}

togother with the shpulation for a preliminary injunction Respondent
provides the court the proposed Agreement, as well as a copy of the
Comunission’s complaint, and Order in this maticr;

Eespondeas has notified the Commission, as described in Paragraph VI,
{cast thirty (30} days poor to submithing the stipulation tor a preliminary
wijanction;

Respondent docs not oppose any cffort by the Commission to participate,
Im any capacity permitted by the court, m the courd’s consideration of any
such action for preliminary relict;, and

(2 the cowrt issues an order and the parties’ acrcement conforms to
gaid order; ar

(b) the Conimission determines, st the request of Respondent, that
enlenng mto the stipulation would not raise issucs under Scotion 5
of the Federul Trade Commission Act, 15 U.S.C. § 43, Nothingin
paragraph V shall be interpreted to prohibit or restrict the right of
Respondent to unilaterally seck relief from the court (inclueding but
nol himited Lo, applying for preliminary injunctive relief or seeking
to extend, or reduce, the 30-month stay pursuant to 21 US.C.

§ 3535 HBIID).
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V1.

IT IS FURTIIER ORDERED that cach Respondent shall:

A

nofify the Comnussion as required by Paragraphs IT, TV, and ¥ 1n the form of a
letter (“Notification Letter™) submitted to the Secretary of the Commission and
containing the following information:

(1}
(2}

(4}
{3

(6
(7

(8]

the docket number and caption name of this Order;

a statement that the purpose of the Notification Letter is to give the
Commission prior notification of a proposed Agreement as required by

this Onder;
identification of the panties inveived in the proposed Agrecment;
identilication of ail Drug Products involved in the proposed Agreement,

wentification of all persons to the extent kmown who have filed an ANDA
with the FDA (including the status of such application) for any Drug
Product containing the same chemical entity{izs) as the Diug Product(s)
mmvolved in the proposed Agreement;

a copy of the propesed Agreement;

identification of the court, and copy of the docket sheet, [br any legal
action winch invelves gither party to the proposed Agreement and relates
to any Drug Producl({s) conlaining the same chemoual entity(ies) invalved
in the Agreement; and

all documents which were prepared by or for any officer(s) or directon(s)
of Respondent for the purpose of evaluating or analyzing the proposed
Agrecment,

Subrmt the Notilication Lettcr to the Secretary of the Commission at [east
thirty (30) days prior to consummating the proposed Agreement (hereinafter
referred to as the “First Waiting Period™).

Il the Notification Letter is provided pursuant to:

(1)

Paragraph M, representatives of the Cominission may make a written
request for additicnal information or documentary material (as if the
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request were withim the meanmg of 16 C.F.R. § 803.20) prior to cxpiration
of the First Waitmg Period. 1f such a reouest for additional informarion s
made, Respondent shall not exeeute the proposed Agrecment until
expiration of thicty (30) days [ollowing complete submission of such
additional information or documentary material.

(2)  Paragraphs IV ar ¥V, Respondent may execute the proposed Agreement
upon expiration of the First Waiting Period.

Farly tenmination ol the First Waiting Periods in this Paragraph VI may be requested
from the Director of the Comrission’s Burean of Competition.

Vil

IT IS FURTHER ORDERED that each Respondent shali file a verified written report
within sixly (60) davs after the date this Order becomies final, annually thercafier for five (5}
veats on the anniversary of the date this Order becomes finul. and al such other times as the
Commizsion may by wiitten nolice require, setting forth in detml the manner and form m which
Respondent intends to comply, 1s complying, and has complied with this Order. Each
Respondent shall include in its compiianze reports, among odher things thal are required [fom
time lo time, a full description of the efferls being made to comply wiih this Order.

VIIL

IT IS FURTIIER ORDERED Lhat gach Respondent shall notify the Commission at
leaat thirty (3{3) days prior to any proposad change in Hespondent stich as dissoluilon,
assigniment, sale resulting in the emergence of a suceessor corporation, the creation or disselution

of subsidiaries or any other change in Respondent that may alfect complianec obligations arising
put of this Crder.

IX.

1T 15 FURTHER ORDERED that, for the purpose of delerinining or scouring
compliance with this Order and subject to any legally recognized privilege or imimunity, and
upon written request with reasonable notice to Respondents, Respondents shall permit any duly
authorized representative of the Commission:

A Access, during office hours and in the presence of counsel, to all facilities, and to
inspect and copy all books, ledgers, accounts, correspondence, memoranda,
calendars, and other records and documents in their possession or under their
conirol relating to compliance wilh this Order; and
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BE. To mrervicw officers, directors, emplovess, agents, and other representatives of
Respondents, wha may have counsel present regarding such comphance izsucs.
Xl

IT IS FURTHER ORDERED that thns Order shall terminate ten (109 ycars from the
date this Order becomes final.



Appendix B
FTC Witnesses
Marlin Adelman

Martm Adciman 1s a professor of patent law at George Washington University; ke has
taught there for [our years m addition o being the dircetor of the Dean Dinwoodey Cenler for
[niellectual Property Studizs. Dr. Adelman is also a professor ementus at Wayne Stalc
Umiversity, whero he taught patent, antitrust, copyripghl and wrt law for 23 years prior to his
current job, He is 8 member of the ARA| the Michigan Bar, the American Intellcctual Properly
Law Association, and ATRIP, an mtemational association of inicliectual property professors.
Since 1977, he has co-authwoeed Patent Law Perspectives, an cight volume compendivm of patent
law and practice. Heis an expert in patent faw and patent practices.

Max Bazcrman

Professor Bazerman 1s a professor at Harvard Business School and maintains an affiliated
appaintment with the Program on Negetiation al the Kennedy School of Government. As an
independent consnltant, he leads programs on negohations and decision making for private
corporations. Since receiving his Ph.D. in organizational behavior from Carnegie Mellon in
1574, Dr. Bazerman has been a professor at various other nniversitics including the University of
Texas in Austin, Boston University, and Massachusetts Instinate of Technoloey. He has
published len books, mcluding a field standard texthook titled Sudement in Managerial Decision
Maling. Dr. Bazerman is a fellow of the Amerteun Psychological Association, the American
Paychological Society, and the Academy ol Management. He is an expent in nepotiaiions and
dispute resoiuling.

Timothy F. Bresnahan

Professor Bresnahan is 2 professor of Economics at Stanford University, a position he has
held since 1979, e is an establishied industrial organization and cmypirical economist, and has
published numerons articles sbout patent inlensive industries, cntry itito unconcentrated and
maonopoly markets, and the valuation of new products. [lis extensive antitrust expertise inchudes
two years as the chief economist at the Antitust Division in the Department of Justice. He has
been an editor of leading economic and industnal orgamzation journals, including the leading
ceonomic joumal and the official jounal of the Amenican Economic Assuciation, dmerican
Ecenomic Review, as well as the Rand Jowrmal of Economics, Journal of Industrial Economies,
and Cuarterly Review of Economics. He is an expert in the economics of patent sctilement,
hitigation, and mediation.

Jamgs Egan

Jarmes Egan 1s semor vice president for licensing and corporate development at Novino
Pharmaceuticals, a pharmaceutical company that specializes in developing anti-viral drugs of



different types. He is responsible there for all mergers and acquisitions, strategic planning,
licensing, product acquisitions, product dispositions, and constructing the strategic and
cotnurereial operaling plans. Belore s lenure at Novirio, Mr. Egan was emploved by vanious
pharmaceutical companies. He worked for Searle, beginming in 1993, and was promoted to
senior director of licensing and business development in 1993, a position he held unul he left the
company in 2000. At Secarle, Mr. Egan was responsible for in-licensing, out-licensing and
platform and cnabling teehnology evaluation. He found and negotiated global business
opportunitics at the company, for products in different pharmaceuticals classes inctuding
cardiovaszeular and anfi-infectives.

Dean Goldhero

Dean Goldberg is Vice President of Clinical Pharmacy Management for Tnited
Healthcare, where he has also hetd positions as the Director of Therapeutic Owtcornes Research
for Appled Healthcare mformatics and Director of Chmical Phammacy Management with United
Healthcare, Emited Healthcare sells health benefit products, including health insurance, health
plan administzation, presenplion drug insurance, and managemenl of prescription drug insurunce
plans. Mr. Goldberg has wotked 1 the pharmaceutical ndustry since receiving his doclorate in
pharmacy, [rom the Universily o Minnesota. From [939 to 1996, Mr. Goldberg worked in
various pharmacy management positions for Diversitied Phartnaceatical Services, a large
pharmacy benclits manager.

Joel E. Hoffinan

Toel I, Hoffinan is a practiemg lawyer who has had cxtensive expenience since 1964
representing and advismg business clients on matters of FDA ropulatory faw, including the
Hatch-Waxman Act. since its cnucirneni in 1984, He teaches FDA regulatory law 2s an adjunct
professor of law at George Mason Unuversily Law School and Franklin Pierce Law Center; he
has been an invited presenter at numcrous Contimuing Legal Education programs on FDA
regulatory luw. Mr. Hoffinan received his law degree from Yale University Law Schoal in 1960,

Dr. Nelson 1., Levy

Dr. Nelson L. Levy received his M.D. from Columbia University in 1967, served as a
medical resident at Duke University from 1972-73, and then later received his FLLD. in
immunology frem Duke in 1973, He conducted research ar the National Institutes of Health in
the areas of yirology and immunelogy prior io recelving his Ph.D. He later became an associate
prafessor with ienure sl Duke University (from 1973-81), instructing medical and graduate
students.

Dr. Levy enterad the privale sector m 1981 as vice president of pharmaceutical research

for Abbott Laboralories. He then formed CoreTechs in 1984, an organization invelved in
providing conselting services to the healthcare and pharmaceutical industries, and aiding
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rdeveloping compames 10 cvaluate and market their technologies. From 1992-93, Dr. Levy was
CEQ of Fujizawa Pharmaceunical Company’s 118, subsidiary, with responsibility for all aspects
ol pharmacentical development. He returned to CoreTechs in 1993, where he preszntly serves as
ite Chairman and CEQ, continuing to provide consulting services to the pharmaceutical and
healthcare indusings, and developing companics. Dr. Levy serves on the beards of directors and
scientific advisory boards for several pharmaceutical and biotech companies.

MInkesh Patel

bukesh Patel 1s the semor director of business and comumercial development ar Otsuka
America Pharmaceulical Company, where he has worked for the last year. His rosponsibilities
invoive the licensing of in-technology and products. Priar to his time at Otsuka America, Mr.
Patel was employced by Kos Pharmaccuticals from 1997 to 2001, At the time of his departurc
from Kos, br. Patcl was the vice president of licensing. Mr. Patel is a licensed pharmacisr and
has a master’s degree in medicinal chemistry from Loughborough Umversity of Technology in
the United Kingdom.

Larry Rosenthal

Larmy Rosenthal 1s Executive Vice President of Sales and Markcting for Andrx
Pharmaczuticals, Inc. He has held thus position since the start of his cnployment there, in
January 1999, Andrx manufaclures genenc and inmovator drug prodocts. Prior to his
employment with Andrx, Mr. Rosenthal was the vice-president of sales and marketing al Teva,
where he worked from approximately 1986 unti 1999, Teva manufactures primarily yencric
drugs.

J. Russell Teagarden

Mr. Teagarden is the Vice President of Chrical Pructices & Therapeutics and the Vice
President of Clinical Analysis & Gutcomes Rescarch for Merck -Medco, where he has been
employed for the past gight and one-half vears. He is eurrcatly a visiting schalar at the Nationgl
Institute of Health i the field of Clinical Bicethics. Mr. Teagarden camned a degree in pharmacy
from the University of [llinois, and a Master's dagree in research mcthodologies from the Loyola
University in Chicago.
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Appendix C

Cilossary of Terms

FDAHatch-YWaxman Terms

ANDA - Abbreviated New Diug Application. An applicant seeking to market a
generic verston of a plonzer drug may submit an abbrevialed new drug
application. Under the Hateh-Waxman Amendments to the Federal Food, Drug,
and Cosmetic Act (FDCA), an applicant is no longer required (o sebmit safety and
effectiveness data, but instead may rely on the FDA’s prior findings of safety and
efficacy of the referenced drug product, so long as it can demonsiralc that its
generic dmg 1s bioequivalent to the referenced drug product. '

Bioequivalent - A renenc drug is bicequivalent to a referenced drug product
when (1) it has the same active ingredients as its branded counterpart, and (2} Lhe
ratc and extension of absorption of its active ingredients fall within cstablished
parameters when compared to thal of the referenced drug product.

NDA - New drug applicabion. Under the FDCA, any appheant scoking to market
a “new’” or plonger drug must first obrain FDA approval through the filing of a
new drug application. An NDA applicant is required to provide, among other
Hems. “full reports of the investigations™ that deronstrate a drog product to be
safe and cffcetive for us intended use. The NDA applicant is required to subimit
to the FDA inlormation on any patent covering the drug, or any method of using
the drug for treatment of discase, for which a claim of patent infringement could
rezsonably be asseried against an unauthonived party. The FDA then lists the
approved drug and related patents in s publication entitled “Approved Drug
Preducts with Therapentic Equivalenee Evaluations,” also known as the “Orange
Book.”

Orange Bonk - Alternative name for the FDA publication “Appraved Dmig
Products with Therapeutic Equivalence Evaluations.” The publication identifies
drug prodicts approved by the FDA on the basis of safoly and effeciiveness, and
mcludes a list of relevant patents for each NDA. Inclusion ol a product on the Jist
creates no presumption as to the validity of its relevant patents.

Paragraph 1V Certification - The ANDA applicant must provide a certification
with respect to each patent listed in the Orange Book. A paragraph [V
certification asserts ihat “such patent is invalid or will not be infringed” by the
manufacture, vse, or sale ol the drug product for which the ANDA is submitted.

Snccessful Defense Regulation - Reguiation promulgated in 1994 by the FDA,
requiring the first ANDA applicant with a paragraph 1V certification to
successfully defend patent litigation over patents fisted in the Orange Book for the



referenced drug product as a prerequisite for the applicant to be cligible for the
180-day uxclusivity period. This regulation was challenged and questioned in Lhe
Mova case, and was subseguently abandoned by the FDA in June 1998, afier two
court of appeal decisions helding that the FDXA’s imposition of the requirement
WaS improper.

7. Tentative Approval of ANDA - Alter all components of an ANDA are [ound Lo
be acceptable, an approval or tenlative approval fetter 1s issued to (he appheant. I
the approval eccurs prior to the expiration of the 180-day exclusivity or 3d-month
atay, A tentative approval letter is issued and final approval is delayed unti] the
cxelusivity or stay has expired. A tentattve approval does not allow the applicant
to market the generic drug product.

8. 30-month Stay - Under the Hatch-Waxman Amendments, if the patentee, upon
receiving notice of & Paragraph TV certificatton, files a patenl infiingement suil
apainst the cerhifyimg ANDA filer witlnn 45 days of such notice, FDA approval of
the ANDA 15 aulomatically stayed until the carlicr of (1) the expiration of 30
months from the patentee’s receipt of notice of the Paragraph I'V certification, (2}
a final detcrmination of non-infringement is entered in patent infringement
Litigation {currently interpreted by the FDA as including litigation involving any
ANDA filer), or (3) the date the patents expire.

9. 180-day Exclusivily Right - Under the Hatch-Waxman Amendments, as
currently implemenied by the FD A, the first applicant submtitting an ANDA which
contains a paragraph [V cortification is protected from competition from
subsequent generic versiens of the same drug product for a period of 180 days
afier the earlier of the first commercial marketing ot the first applicant’s dmg, ot a
deccision of a court holding the pafent that is the subject of the paragraph {V
certi fieation to be invalid or not infringed.

B. Froduct-related Terms

1. EthylceHulose (EC) - A water insoluble polymeric material that is used
cxtensively as a coating matenal for the controlled release of drugs. Itis avaishle
commercially in a number of molecular weights and 15 classficd accordingly by
viscosity grade. Selection of a particular viscosity grade of EC is an important
consideration in determiming the release rates of a particular product.

2. Hydroprepyleellulose (HPLC) - A water seluble polymerte material that tends to
mercase the permeability of an EC coating and therefore the rate of the drug
relcase HPC creates charmels in an EC coating which allow for the release of a
coated drug.
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lypekalemia - Potassium deficiency treated with potassium supplemenis such as
K-Dur 20

K-Dur 20 - Brand numc of widely-prescribed potassium chlorde supplement sold
by Schering.

Klor-Con M2{ - Upsher-Smith’s generie equivalent of Schering’s K-Dur 20

Niacin - Class of pharmaceutical agents used for lowering cholesterol, This class
in¢ludes Niacor-SK and Niaspan.

Niacor-SR - [psher developmental produet intended to be used as a snstained-
relcase nizcin product for the treatment of elevated cholesterol.

Niaspan - Sustained release niacin product of Koz Pharmaceuticals.

*743 Putent - Paient held by Schering that relates to specified amounts of coating
materzals (EC and HPC or polyethylene glycol) used in potassium chloride
supplements. The coating slowly releases the potassium chioride ever time,
making 11 a susrained -lease prodnel.



