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INTRODUCTION

Thesc [acts are undisputed:
1. Schering sued Upsher and AHP, alleging patent infringement.

2. Schering entered into agrecments with Upsher in 1997 and with AHP in 1998,
settling their litigation.

3. Schering paid Upsher $60 million, and Upsher agreed net 1o sell its generic K-Dur
20 until September 2001,

4, Schering paid AHP $15 million, and AHP agreed not to sell its generic K-Dur 20
until January 2004,

5. When Lipsher finally began sclling a generic, it did so at half the price of K-Tur
20,

Criven these facls, Lo find for the respondents one must concludc:
. The plan language of [he written agreement between Schering and Upsher
doesn’t really mean what it says, and thus the entire $60 million Schering paid

Upsher was for the Niacor-SR license.

. The judgc made Schering pay AHP §15 mallion, despite Schering’s certainty of
victory in the patent litigation, and this gives Schering antitrust immunity.

& & & & *

The evidence is in; the wial is over; the record is closed. But the plain language ol the
respondents’ agreements remain unchanged: in relurn for Upsher’s and AHP’s agreements to
stay off the market with their generic K-Dur 20 produets for scveral years, Schering pad them
millions of dollars. Absent generic entry, Schering was abic to charge the patients who need K-
Daur 20 twice the price of a generie, while still making all the salcs.

Respondents’ agreements ars anticompetitive and violate Scetion 5 of the FTC Acl.



I SCHERING’S $60¢ MILLION NON-CONTINGENT FPAYMENT TO UPSHER-
SMITH WAS NOT FOR THE NIACOR-SR LICENSE

The evidence proves that Schering’s 56( millien non-contingeat payment 1o Upsher was
compensalion for 4 promise not to compete.  Although respondents have claimed thai this -
enormous up-front nen-conlingent payment was merely part of the compensalion for the Niacor-
SR liccnse, the cvidence refufes that claim, and shows that it is g pretext.! This assertron is not,
as Schering argues, the equivalent of charging the respondents with “fraud,” nor does it suggest
that the hicense itself was a “sham.” Moreover, the relevant inquiry is not whether the Upsher
products were worth $60 million, as Schering indicates.” Instead, the factual issue to be decided
in this case is whether Schering would have agreed Lo puy Upsher $60 million in wp-fromnt non-
contingent payments for the Niacor-SR liccnse abscnl Upsher's agreement to stay off the market
with its generic version of K-Dur 20. The cvidence conclusively shows that it would not have

agreed 1o such a pavinent absent the setticment.

' Antitrust courts routinely assess whether claimed cxplanations for allegedly
anticompetitive conduet are pretextnal, and they do so under ordinary standards of proul
applicable in eivil anfitrust cases. See, e.g., Easfman Kodak Co. v. Image Techwical Servs. Ine.,
S04 U5, 451, 484 (1992) {where evidence of Kodak's conduct cast doubt on ils claimed
justification for its challeaged conduct, a fact finder could conclude that the justification was
pretextual); STC Petralenm Co. v. Piasa Motor Fuels, fnc., 179 )3, 3d 1073 (7th Cir. 1999)
{evidence of pretextnal justilications can support an inference of an unlawihl conspiracy).

? See, c.g.. Schering Bricl (US) al 9 (“evaluate the Niacor-SR liccnsc apportunily to see
if it would be worth $60 million to Schering™).



A, The Agreement On Its Face Provides that fhe $60 Million Payment Was In
Consideration for Upsher’s Agreement To Stay Off the Market Until
September 2001

Respondents largely aveid discussing the very agreement at the heart of this case. And
when they do, it is only to try to walk away [fom ils unambiguous terms that facially demonstrale
the agreement’s anticompetitive nanure.

Paragraph 11 explicitly states that the $60 million payment was in consideration for
Upshet’s agreement io slay off the market until September 1, 2001, CPF 176, But, Mr, Troup
testified that Paragraph 11 must be some kind of “typo.” Tr. 23:5555-56 {Troup). Schering
offers its version of the “intended” meaning of Parapraph 11, und ciling New Jersey contract law,
suggests that this court may ignore the unambiguous langnage ol the agreement, and instead
adopt respondents’ self-serving re-mterpretation of the agreement that the $60 millon payment
was only for the Niacor-SR license.?

But Paragraph 11 18 nol the only portion of the agreement which shows the purpuse of
Schering’s payments. Paragraph 3 also direcily links Upsher’s obligation to abide by t_hc

Seplember entry date to Schering’s obligation to make the $60 million payment. CPF171. And

the agreciment’s foree majeure clause ensures that Schering’s obligation to make the 560 million

¥ Respondents scize upon the “rovalty” label used for the $60 million payment to Upsher
to suppert their argument that this payment was for the product licenses. Schering Brief (IJS) at
11 n. 9; Upsher Bricf at 34-33. The anittrust inquiry, however, is not concermed with labels, but
rather focuses on the nature and characler of the payment. See in re Yarn Processing Patent
Validity Lizig., 541F.2d 1127, 1135-37 {5th Cir. 1977) (holding that contract provision -- despite
its “rovalty” label—had “effcetively [ticd the price™ of the product and was therefore per se
llegal). Regardless of what it is called, Schering’s $&0 million payment to Upsher is dircetly
linked by the terms of the agrecment to Upsher’s agreement to stay off the market with its
generic K-Dur 20 product, and is net linked in any way to the development or marketing of the
licensed products. CPF 170-75 (terms of the agreement); CPF 247-57 (£60 million payment not
conlingenl in aty way lo the development or success ol the licensing products).

3



in payments to Upsher wonld continuc even if some act of God made the produet licenses it
reecived from Upsher totally worthless, so long as Upsher continued to withhold its generic K-
Dur 20 from the market. CPF 180, The terms ol the agrecement are clear and unambigucus, and
there is no room for respondents” contrary interpretation.”

B. The Evidence Contradicts Respondents’ Claim That The Niacor-SR
Transaction Stands On Its Own Two Feet

Schering does not dispute that Upsher demanded a multi-million dollar payment to stay
off the market, that Upsher continued to ask [or ihis substantial cash payment throughout the
negotiations, and that as part of these discussions Upsher tied its demand to the amount Schering
could lose in K-Dur 20 sales if Schering last the patent infvingement suit.” Tn fact, Schering’s

proposed findings of fact asscrt cach of these points while directly contradicting M. Troup’s

¥ City of Orange Township v. Empire Mortgage Servs., nc., 775 A2d 174, 179 (NLJ.
aupcr. Ct. App. Div. 2001) (citations omitted). The cases cited by respondents reinfores ihis
hasic principle of confract interpretation. For example, the Third Circunit in Halper v. Halper,
cited by Schering, held that under New Jersey contract law, extrinsic evidence cannot be used for
the “purpose of changing the writing” of the contract, but “only for the purpose of interpreting
the writtng.” 164 F.3d 8§30, 841 {3d Cir. 1999); see elso Newark Publishers’ Ass'n v, Newark
Typographical Union, 126 A.2d 348, 353 (N.]. 1956) (holding that extrinsic evidence is not
relevant to the interpretation of a contract when “ihe meaning of the writing is ciear, assessed as
an entirety™). Consistent with Halper and New Jorsey contract law in general, respondents®
effort to “chang([ej the writing” of the agreemcnt must be rejected hecause it is contrary to the
plain language of the agreement. Haifper, 164 F.3d at 841,

* See, e.g., SPF 1.8 (“During the course of these May 28 and June 3 meetings, Upsher
again suggested that Schering make a payment in connection with a settlement of the patent
suit™); 1.14 ("when Upsher’s consultant spoke of how much Schering could losc if'it lost the
patent case, Hoflinan perceived the comiments as an invitation o pay Upsher to stay off the
market”); 1.44 (“thc consultant [Upsher] bronght was doing some sort of analysis of how much
we stood te lose if we lost the lawsmt™).



claint that he asked for money to stay off the market ondy at the first settlement negotiation
meeting."

The only dispute then is whether Schering acceded to Upsher’s demand. Schering claims
it did not, and poiils 1o the bargaming position taken by its Associate General Counsel, John
Hoffman, during the settlement negotiations in which be told Upsher that Schering would nol pay
it to stay off the market. But the record evidence contradicts this claim. This evidence, drawn
mostly from the agreement itscll and the parlics’ contemporzneous business documents,
demonstrates thal Schering’s $60 million payment was in exchange for Upsher’s agreement to
the September 2001 entry date, not for the Niacor-SR license as respondenls assert:

. The agreement itself explicitly states that Schering’s $60 million paymenl is in

“consideration” for Upsher's agreement not to launch any generie version of K-
Dy 20 until September 2001, and 1t directly links Upsher’s oblipaiion lo abide by
the entry date to Schering’s obligalion W make the payments. CPF 176-81.

- ‘The S60 millien payment amount was agreed to before Schering finished its
purporied evaluation of Niacor-SR, and this amount (discounted for the time
value of money) is preciscly what Schering estimated to be Upsher’s forgone
generie K-Dur 20 revenues. CPT 240-44.7

. Far trom being extraordinarily diligent in its evaluation of the Niacor-8SR
opportumty, a8 would be expected after its lawyer has identified antitrusi Tisks and
where the amount o[ up-fronit cash was unprecedented, Schering’s due diligenca
in the evaluation of Niacor-SR was “stnkingly superficial.” CPF 373-77.

Respondents look to the presentation paper recommending acceptance of the agreement

that was submitted 10 Schering’s Board of Directors to suppert their position. But this docurment

* Mr. Troup’s version of the ncgotiations is not credible and should be disregarded. See
CPT 203-11.

" See aiso Complaint Cmmsel’s Brief in Support of Proposed Findings of Fact and
Conclusions of Law, al 12-534.



only confirms that Schering’s $60 million paymenl was compensation to Upsher for staying out
of the K-Dur 20 market. In fact, this is preciscly what Schering told its Board: *|A] prercquisile
of any deil would be to provide [Upsher] with 2 guaranteed income stream for the next twonty-
four months to make up for the income that they had projected to eam from sales of Klor Con
had they been successful in their suit.” CX 338 at SP 12 00270, (PF 222
Respondents focus on another sentence from this document — a key portion of which 1=
stamped redacted — which simply recounls what Schering purportedly told Upsher during the
ncgotiations, CX 338 al 8P 12 00268 (“REDACTED  we informed them [Upsher] that any
such deal should atand on its own merit independent of the scttlement™). Not only does the non-
redacted pertion of this scntence Fagment say nothing about the actual merits of the Niacor-SR
license, but the real mystery is what’s behind Lhe reduction — something this Court and the
Cormmission will never know, as M. Hoffmin conceded:
Q: Okay, during redirect cxamination, Mr. Nields read a portion of that decument
[the Board Presentation], sir, but he took only a portion of that sentence. He
didn’t read you the fll sentence, did he?

Al He rcad mic all of the sentence that’s shown thers, vos.

Q) Again, sir, he didn't read you the full sentence, because it’s not there. Isn’l that

correct?
A [ beheve that’s correct.

E L]
Q: At lcast on ihis record, we don’t know what that staicment was, Is that correct?
A: 1 assuime you'te correct.

Q) Sa, for all we know, sir, the first part of that sentence conid read, “Afhongh e
are in a position where we must pay for delay, wo inlormed i(hemn thal any such
deal should stand on ils own merit independent of the scitlcment.™ From this



record, we can’t say whether that's 4 correct or incomeed statement, nght? We just
don’t know,

A T beheve you do, but from this record, I suppose you don’t.
Tr. 15:3580-81 (Joln Hoffman) {emphasiz added).

Finatiy, Schering argues that Bbecause the Board ol Drireciors approved the fransaction, it
must have determincd that the Niacor-8R license stood on ils own meril, independent of the
patent selilement.” This claim, howevcr, is contradicted by the testimony of Schering’s
Dircctors. In approving the transaction, the Board refied on the judgment of Schering’s senior
managemenl, and assumed that “al]l necessary backup work was done by Lhe responsible people
reporting to the lop management.”™ The Board certainly was not informed that “all ncecssary
backup work™ in this case meant the eftorts of a single cmployes (James Audibert) spending a
“little bit more™ than one day reviewing Niacor-SR s sales potential. CPF 383, 423. And the
Board was not infermed that Schering’s European operation had already turned down the Niacor-
SR licenging opportunity — a fact, at least one Board member thought “[w]e probably should have
been aware o[ CX 1485 al 33 (Becherer dep).

In short, the evidence shows that the Board considered the proposal for no mere than 20
minutes. CPF 220, 1t did not conduct an independent evaluation of the products that Lpsher
hcensed to Schenng, nor was it capable of domg so. CPF 221, And it never even saw the actual

agreement. CPF 220. While the Directors may have belicved their mission was to evaluate the

¥ Schering Brief (178) at 10.

® CPF 221,383; CX 1485 at 20 (Becherer dep) (stating that he would expect the
management to condact a “thorough ensugh investigation that we had a comfort zone with regard
to the capectations of the transaciion™).



tramsaction “independent of anything else” (Schering Briet (US) at 10), they had neither the
experience ol information 1o do anything but rubber stamp the decision made by Schering’s
manageent,

C. The Evidence Confirms that the Payment Was For the
September 2001 Entry Date

1. Schering’s unpreecdented 360 million non-contingent payment

Schering’s $60 million non-contingent pavment was unprecedented in the pharmaceutical
industry at the time, » = » v+ » « # o« » 2 o v o CPF370-72. This fact is not disputed, and
Schering’s attempts to disnuss is significance by claiming thal the size of non-contingent
payments do not matter, is neither persuasive nor supported by Schering’s general licensing
practices.

Product development in the pharaccutical indusiry is risky. The parties agree on this
point. As Upsher’s expert put it: “[M]orc than in mosl other industriss, [in the phatmaceutical
industry| there is a substantial risk that any particular product in the pipeline at any time won’t
gelmlo the market.” Tr. 26:6316 (Kerr). Some drug devclopment projects that reach the final
stage of chnical tnals never recerve regulatory approval. Tr. 19:4390 (Lauda). Because of their
high failure rate, il 1s risky to license unapproved products. Tr, 19:4389 (Lauda).

CPF 234 » » = » « =« « Muasi importantly, licensees usc contingenl payments which are
directly linked to the product’s success in reaching certain milestones, such as completing a

chinical irial or receiving regulatory approval. If the milestone isn’t reached, the payment isn’t

" See aiso CX 1550 at 128 (Poorvin dep) (1 think everybody knows in this busincss that
filing an NIDA does not guaranice approval.™); UPT 13-14.
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moade, CPF204 a « o » a 6 a n o« 5 o a a v a s, 5 ¢ w0 t 198 s ateabtvutasans
T I
s e s s e m e v CPEI0N" » o » » ¢ v v v [ gconlrust, non-conbmgend paymenls do
noihing to manage the inherent risk in pharmaceutical opportunities. Thesc payments come with
“no strings attached.” CPF 290, Regardless of the product’s suceess or failure, non-conlingent
payments must be made.

Allhough Schering now wants 1o pretend that the distinction between contingent and non-
contingent payments is meaningless, the importance of the compensation structure is not lost on &
scnior Schering licensing executive: 1t doesn’t take “much business sense to know that a
preference would be 1o adjust payments for contingencies if one conld.”™ CX 1550 at 223
{Poorvin dep)'' And, in fact, that’s exacily how Schering always structures its licensing

transactions  with the exception of the settlement agreement being challenged m this case. = » »

8 B % & # 4 & B & & A 4 & & E & F & & E & F 48 4 4 F FE FFPFREEF AR E IR F T B
P A B 4 4 F 4 B B FY 4 F FF R F A4 F F 4 F FFTFEFTEFFFEFEFRTFFER YT E YR Ry oy ko
4 F 4 F B F F F ¥ A F F BRSNS E N 1 * 4 o5 oy B oom ke A A s A= 'CPF  F &
» ® F 4 ¥ @ 326‘ L I I

F & E F & & & % H F & &% 4 4 H F & E & 4 8 F B & 57 F 8 F 8 B FE s b doa k0w v NS
& & 4 & F ¥ 4 F ¥ 4 F F & B % 4 & & & F 8 & F EFE FF S F T EF S E 59 b yow hk o4y koo
B K S F F ¥ F BV AR F R BN S F R SRS Aoy A EoE ok oE A kg A Aoy A A AR

| SN TR BN B RN NN BN TN BNY BN NEE RN NN I AT RN BN BN BN DN TR RN NNN JNN UR DN NN DL DNN BEE DNN DN NN DO DN DN RN BN DN BN N BN

' See afeo Tr. 29:7122-23 (O"Shaughnessy) (Schering’s negotiation expert stated that the
first priority In negotiating a deal 15 to minimize the amount of cash payments because cash is
“not leverageable.”).



$ ¢+ e 0w e e r e w ko oe s i contrast, Schering paid S60 million non-contingent for
Niacor-SE.
T addilion, in Schering's olher licensing deals, the non-contingent fees are modest in

comparison to the other payments invelved in the transaction. The table below illustrales this
pﬂi_t’lt_'--'-i..-I.-lli-.lil.-'.l-.ll.l---l-.'---.'

" 4 » 4 & F 4 B 4 F 4 ¥ ¥ 4 F 4 4 B 4 F & % F & % F & ¥ F g & & & A & F B & @

ii-+iiiiilitl-i-tt--f--iTr‘atlegzﬁ[Lev}r];CPFj{}l11------
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Comparison of Non-Contingent Fees to Other Licensing Compensation '

Upshet {Niacor-S8) Fo0 M SHM 1%
Fomagen (Vasomazx) . . .
Cenlocor (Fomivade) + -

COR (Integrelin} . . .
ITN {Ribavarin) . . .
Meurogen (Dopanming} . ’ .
Chugai {Maxacalatol) s . .
British BinTech (Marimastat) . . .
AtheroGenics [AGI-1067) . . .

From this tabie it is clear that the Niacor-SR. license is the outlier, a striking exceplion to
Schering’s standard heensing practice. Schering offers no rationzle as to why, in this casc, it
abandoned its standard licensing practices, and instcad adopted a compensation structure in
which non-contingent paymenis made up the dominant component. By siructuring the payments
in this manner, Schering did what it ncver does in a legitimats transaction; it gave up all control
over the project and assumed most of the risk of the product’s fwlure. Schering would be *“stuck
with the payments”™ cven i the product ahorts for some reason.” CX 1518 at 59-60 (Morely
dep}. And when the Niacor-SR project did abort, and Upsher had completely abandened it,

Schenmnyg was “stuck™ paying Upsher another $32 million. CPF 331-33. As Dr. Levy explained:

* CPRF (Schering} 1.351.
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Schering delends its substantial up-front payment for Niacor-SR, claimmg that 1l has
made substantial cash payments in fhe past where “ihat’s what it tock to gel the deal done.”™ Tr.
19:4374 (Lauda). What Schering fails to explain, hewever, is why it took the largest non-
contingent payment in its history lo “gol the deal done™ [or Niacor-SR. Niacor-SR was nol some
exciting novel compound. ™ 1t was not & product with high revenue expectations, or much up-
side potential. Rather, Niacor-SR was a “/minor” drug (CPF 334) — an extended-release version
of an old compound, with modest sales projections ranging from $43 million fo no mere than
$130 million a ycar (CX 1044 a1 5P 16 00047} - the type of pharmacentical which Schering’s
Executive Vice President would describe as “not a hugely successful product in the United
States.” Tr. 19:4434 (Lauda). And this was not a produoet that had attracted serious interest by
other companies. Upsher had spent the better part of six months shopping Niacor-5R. to
“virmally everybody whe is a pharmaceutical manufacluret” outside of the Umted States, Tr.
28:6931 (Kem). Most showed no nterest, and none offcred any payment whatsoever for the non-

U.S. rights to Niacor-5R. CPF 781-82."

14 Sﬂe 4 F & B % & 4 F 4 & 4 F B F B F E W A F VB AR S F BB FF RS A A g
* 34 B & & 4 & % N B % F FF B BFEFF B F A FE kU P F s w &k EF R R ¥ RFE T RE R
4 & B & & & F & F 4 F W F 4 F F F A F B A4 F 4 F F a4 b+ arFuarw v r ks b4 bR

» & & & & & B

ISSEQ&ETQIII'II'II""|-I|-If‘Ii'-|I-l---i.-‘"-
@ W F & B F B B F S OF Y R AN S EFFF R Y PSRN FE K F NSO FRFE OF o A d o oA

4« *F 4 % ¥ F ¥ ¥ §F % ¥ F 1 ¥ ¥F L F FF¥F ¥ T §F FQ ¥ ¥FTFrEY s ¥FEEry Py ew
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In shorl, Niacor-SR was not one of thosc rare licensing opportunities in which it took a
substantial up-frent payment “to get the deal done.” Raiher, the only reasonable conclusion onc
can draw from the evidence is that it took Schering $60 million in up-front, “no strings attached”
payments, to got this deal done, becaunse that is the amount Upsher demanded to be paid in retm
for staying oll the market with its generic K-Dur 20 produci.

3. Schering’s lack of due diligence
s v s e aresant s e s easanses Ifconcedes that the entire due
diligence was conducted by one person, James Audibert from Schering’s Global Marketing
Department, and that Mr, Audibert’s work consisted solely of preparing a commercial assessment
and profit and losgs sislement — or as he deseribed it, a “sales forecast™ - of Niacor-SR for
temritories nutside of the Thniled States. Tr. 18:4177 (Audiber).'® Mr. Audibert’s sales forecast
took “{m]aybe a little bil more but not — not much moere™ than one day to complete. Tr. 18:4164
(Auchbert). And it is undisputed that in preparing this forceast, Mr. Andibert did not consull with
the many internal Schering groups that typically would be involved in evaluating a potential in-
licensing opporturily, mcluding Schering’s rescarch and development department (CPF 425);
regulatory gmﬁp (CPF 430} intellectual property or patent counsel {CPF 434-35); or European
division: — the people who would have been respensible for sclling Niacor-SR. in Europe. (CPF

437-40).

'8 See CX 1484 at 105 (Audibert dep) (describing assignment as “[g]cnerating a sales
forecast™).
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As Dr. Levy explained, Mr. Audibert’s sales lorecast took Schering only “gbout a third of
the way through the preliminary evaluation” of a proposcd licensing transaction (1. 7:1367-68
(Levi))— ¢ % s+ s s v s s s aomssasanasssssstiesasa(PFal
Schering never began any of the remaining dua diligence steps, incloding the research and
development review, regulatory review, intellectual property revicw, and manufacturing
assesement.'” Dospite this limited effort, Schering nonetheless claims that Mr. Audibert was
“uniquely qualified to apalyze™ Niacor-8R and thal his “little hit more than™ one-day analysis
was “all ihe due diligence that the product required.”™ The evidence, however, does not support
Schering’s claim.

i Mr. Audibert is not gualified to conduct
due diligence on his own

Mr. Andibert does not have the training nor expenence necessary fo single-handedly
conduet due diligence for Niacor-SR, or any other drug for that matter. He docs nothave a
tnedical ordocloral desree, CPF 440G, # v » ¢+ 2 o 2 0 0 4 ¢ 0 0 2 0 v 0 s 0000440

& & % B B 4 & B F B & 4 oW OB R OB RSN R A OE A F R N R Hchaﬂnotwm'kadinrcgulatm'y

17 It is hardly surprising that respondents’ attempt to deflect the substantial evidence
linking Schering’s 560 million payment {0 Upsher's agreement to stay off the market by
allucking the epimions of Dr. Levy, complaint connsel’s pharmaceutical licensing expert. Despite
respondents’ constderable efforts, however, they do nothing io undenmine Dr. 1.evy’s opinion —
based on his nearly four decades of experience in medicing, academia, and the pharmacentical
indusiry, and his detailed review of the record — that the $60 million up-fronl guaranteed
payments to Upsher could not possibly have been for the Niacor-SR license.

' Compare CPF 426-45 (describing Schering’s failurc to conduct due diligence for
Ni&ﬂDI-SR}WH}I"'*‘"“"'"'"'""'""‘""‘"""‘""'"""""'

- B 4 B 4 & F 4 & & 4 & = pp F FF F B F F ¥ F B & 4 8% & F & & w oF W S F BB EFEF & B B

"% Schering Bricf {US) ai $5-56.
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affairs in over twenly years, and hac no experience with pharmacokinetic studies for niacin, CPb
449-534. Testifying about his work on other Schering in-licensing pruj-:ttﬁ, Mr. Audibert agreed
thai he “frequently consult[s] people outside global marketing” for gundance on regulatory,
clinteal and toxicology 1ssues. CPF 447, Yet, Mr. Audibert did not consult with any of these
pcoplc in preparing his sales forecast for Niacor-SR.

b. Schering’s prior evaluation of Niaspan did not obviate the need
to conduct due diligence for Niazcor-SR

Schering attempts to bolster Mr. Audiberl’s credentials 1o handle the Niacor-SE due
diligefice on his own by referring to Schering’s carlicr cvaluation of amother sustained-releasc
wigem product, Niaspan. Mr. Audibert, however, had little involvement it the Niaspan review,
participating in only one conftrence call. CPRF (Schering) 1.88. Rut more importanily, far from
obviating the need for adequate due diligence on Niacor-3R. Schering’s expericnce with Niaspan
aletled the company to the potential clinical difficullies of a sustmned-release niacin produci, and
the product”s litnited market potentiai:

. A survey of len medical experts commissioned by Schering during its

evaluation ol Niaspan explained the historical difficulties in developing and
marketing a sustaincd-release niacin product: “[N]iacin and particularly sustained
release niacin, has such a bad repuiation amony primary care physicians™ that
successtully marketing of Niaspan will require “compelling data” and strong
suppart from specialists.™

* Fust eight days prior to Schering’s agrecement to license Niacor-SR, Martin

Driscoll, Schermg’s Vice President of Sales and Marketing, recommended ending
discussions concerning Niaspan, partly, becausc “Niaspan does not represent a

* CX 576 at SP 02715 {intemal quotes omitted); see also id at SP 020709 (genctal
practitioners “'avoid use of sustained release preparations . . . because of diminished cfficacy and
concern regarding liver loxicity™), at 8P 020717 (data (rom clinical studies of a sustained relcase
niacin product *“will be serutinized very carefully” as a result o “niacin’s histery, and especially,
the safcty issue with sustained release niacin™), see wivo CPF 598-609.
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large-enough opportunity m the marketplace,” and that “Niaspan’s market
opportunity is narrowing even prior to its introduction !

Druaring its Niaspan evaluation, Schering also wdentified a checklisl of issues that would
need to be understood “before a deal could be made,” meluthng palent status, regulatory labeling,
manufacturing capabilities, and prodoct liahility. CX 346 at SP 002770. But afier identifying
this checklist of jssues for one sustained-release miacin product, Schening then agreed to pay
Upsher $60 nullion non-contingent for ancther without deing the due diligence necessary to
revicw or understand any of the issues on the list. CPTF 426-44,

c. Mr. Audibert’s analysis of Niacor-SR was flawed

It 1s hardly surprising that Mr. Audibert’s commercial asscssment of NiﬂGﬂI-Si{ Wwis
flawed in several fundamental ways, given his abbreviated review and Lack ol qualifications o
single-handedly conduct the duc diligence. For example, Mr. Audibert assumed Wiacor-SE. was
a “patenicd sustained-release niacin product.” Yot Niacor-SR had no patent protection in Europe
at the time of his assessment. CPF 457-58, [l¢ described MNiacor-5R as a onee-a-day drug
designed to be admimistered at bediime. In fact, Niacor-SK was desipned as a twice-a-day
prodduet intended to be taken with meals. CPF 460-61. And Mr. Audibert assumed that Niacor-
SR would receive regulatory approval, even though he never reviewsd the correspondence
between Upsher and the FDA, and was not even aware that Upsher was not eligible 1o 1eccive

approval unti! it conducted an additional pharmacokinetic study. CPF 468-84 %

OO 558 at SP 002719-20.

2 Mr, Audibert’s analysis is flawed in other respscts as well, including: (1) fhe
evaloation of the European markel fails to take into consideration the appropriate comparator
drug for conducting a Eurepean pncing analysis, and did not include a country-by-country
pricing aualysis — somelhing Schenng’s pricing experl lestified he always did in preparing a
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Mr. Audibert’s asscssment of the future sales of Niacor-5R supposcdly serves as the basis
for Schering’a decision to Heense Niacor-8R. Yet, in preparing this assessment, Mr. Audibert
waz unfamiliar with even basic features about the product., Although Schering devotes
considerable effort in its brief and findings trying to prop up Audibert’s “little bit more™ than one
day salcs forecast, in the end, as Dr. Levy put it, Schering’s due dili g.mme “Juat fell dramatically
short of any evaluation process that ['ve encountered for a pharmacentical of this type.” Tr.
F:1341.

3 Respondents® failure to show any serious interest
in developing and marketing Niacor-SRK

Respondents point to the negative market reaction to Kos's Niaspan as the reason why
they failed lo show any serious post-deal interesi m developing and marketing Niacor-SE. Bat
the evidentiary record shows that the November 1997 Kos stock decline 18 simply another one of
respondents’ post-hoc rationalizations,

Lven before the decline in Kos’s stock price, Schering had never taken any serious steps
towands developing Miacor-SR. CPF ¥17-21. Upsher reduced its commitment to Niacor-5E and
decided to proceed with only “minimal activily” towards seeking an NDA in October 1997, one
month belore ihe Kos stack decline. CPF 695, The Schering official purportedly appointed as
the Niacor-SR project leader had no idea he had been so appointed, and found it “cunfu.sing”.that

his departient would undertake these efforts since it was not responsible for seeking dtug

Europcan pricing strategy (CPF 438-39): (2) 1t assumes Niacor-5R would be used in combination
therapy with a statin, even though Upsher had not conducted the clinical studies necessary to
obtain approval for this use (CPIY 463-04); and (3) it assumes Niacor-5R would rzach the
European market by early 1999, a date Schering’s own pricing sxpert considered “optimistic.”
(CPF 465-66).
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approval in Europe. CPF 676-78. And when Upsher finally told Schering that it was suspending
all developmenl of Niacor-SR, it identificd FDA’s requirement that Upsher conduct additional
clinical work, s ils “[f]irst and foremost™ reason for domng so. CPRF (Schening) 1.426; CX
1111.

4. Schering’s rejection uf u similar opporiunity
for a sustained-release niacin product

During 1997, Schering participated in licensing negotiations with Kos for Niaspan,
another sustained-release niacin product. ™ Niaspan was equal to or better than Niacor-SR, in
terms of safety and efficacy, and was farther along in the regulatory approval process, CPF 736-
63. Kos offered Schering the opporminity to license Niaspan ontside the U.S., but Schering
rejected this offer 1o focus on the LS, rights to Niaspan.” Schering then refused to offer Kos an
up-front payment for Niaspan nights in the 1A5." Yct barcly a month later, Schering agreed to
make $6() million in up-front payments to Upsher for the non-U.S. rights to Niacor-8R. These
[acis are not disputed.

Applying basic economic principles (“the vevealed preference lcst™) o these facts,
Professor Bresnahan concluded that the $60 million non-contingent payment ¢ould not have been
golely for Niacor-SR. CPF 774-77. Schering does not challenge (he economic underpinnings of

Professor Bresnahan's revealed preference analysis. Instead, Schering throws out various post-

* SPF 1.89-1.102, 1.108-121, 1.133-1,160 {describing Schering/Kos negotiations); SPF
1.77, 1.193. {Both sustained-release niacin producis)

¥ CPF 745-750; CX 1047 at SP 002748 (Schering memo summarizing sugpestion that
the negetiations [ocus on the 1.8, and “Icave cx-U.8. discussions for later™).

® SPF 1.147 (Schering did not offer Kos an up-front payment); CX 360 at SF (20706
(memo noting end of negotiations for Niaspan, as of July 15, 1997},
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hoc rationales to .c:q:tlain away its contradictory approach fo two similar licensing opportunities.
Nonc of these rcasons, however, even begins to explain why Schering would be unwilling to
make an up-Tfront payment for the U.S. rights to one sustained-release niacin product { Niaspgn),
and then turn around a month later and pay $60 million uwp-front for the less desirable non-U.S,
rights to another sustained-release niacin pmdﬁm (Nizcor-SR).

. Schering argnes: The Kos people were difficult to work with

But Schering’s subsequent behavior belies this explanation, = « » » + » « ¢« » » 2 « &

* # B W OF B R F S FRE ¥ REE Y o koA AR AP YT O R R A
® & & 8 & %+ % & 4 & & & 4§ & F & A B & & & F A & & 4 B B F S R A E S S A F & AR S B8 ¥4

w & & & & ¥+ & & & & & & 4 & F F &

- Schering argues: Ros’s demands for a lavge number of “primary details” were
burdensome

» B d & & W & & & 4 & &+ & & - [ ] L | & & * & [ ] * & & = & & - % W & & 4 & &+ & [ ] [ ] L]
& F & B 3 & B & B & A & & F B F & & F 4 B & B &4 % & & & & & & & & & 4 A A B A F B M B A
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- Schering argues: Kos wanted Schering to pay a premiam in order fo book ihe
Niaspan sales
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. Schering argnes: Kos wanted to maintain control of the markering decisions
for Niaspan

B & 4 B & F 4 B & & ¥ F ¥ F & NFRFRF R R A A A RN B F R P AR AR R A W oE
* E B % E ¥ 4 @ F & F & F & B 4 8 F & F I FERF T AR R Y R kR FRFE® AR
- F F FE F & 4 % 1 & 8 F & & & & 4 ¥ F YT FEF S EFEF RF S B A F % A A koW oMW OEOEOE A F R A

» Schering avgues: Xt was fo receive at most half the profits from sales of
Niagspan

But this argument is curious, given Schering’s position that a company can use an up-
[ront paymeni (o ubluin a better royalty split. Schering Brief (1UIS) af 51. Schering’s 50% split of
the profits in the Kos deal reflected Schering’s refiisal to offer any up-front paviment. IT Schering
wanted a more favorable split of the profits, it had the option to assume the visk of the produci’s
failure and offer a large up-front payment. Schering made no such ofer. And because Schering
refused to offer any up-front payients, Kos rejecled Schering’s proposal. This evidence shows
that Schering was not willing to take the risk of a significant ${S{J. million up-froni payment fora
sustained-release niacin hicense (whether Niaspan or Niacor-SR) and confirms that Schering
would not have entered into snch a license “independent of the [patent] settlement” (CX 33&} and

+ N ¥ ¥ ¥ ®F ¥ F F & F 4 4 & & &

3. No other company besides Schering offered any non-contingent
payment to Upsher for Niacor-SR

Prior to entering into the agreement with Schering, Upsher shopped the Furopean rights
for Niacor-SR to “virtually everybody who is 2 phatmaceutical mamufacturer” outside the United

States. Tr. 28:6931 (Kerr). Many of the cnmpm]jes rcjected the opportynity out of hand, citing
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Niacor-SR s “limiled commercial potential,” “doubtful . . . commecreial prospects,” or “known
side effcets.” CPF 786-97. Ofthose companies that expressed some interest, none offered any
np-front payment of any size. Tn fact, none of these “interested” companies made any offer
whatsoever [or the Niacer-SR niglhts. CPF 781, UPF 405-420." This cvidence shows that
Schering’s agrcement to make S60 million in up-front payments was far out of line with the
market value of Niacer-S8R licensc, as assessed by numerous experienced, sophisticatced
pharmaceutical companies. CEL 807-808.

Respondents do not dispute these facts, and all they ean muster to undenmine the
economic conclusion of the “market test™ is the testimony that one company may value a
licensing opportunity differently than another. Schering Brief (US) at 19, While this is almost
certamly trite, is it really plausible that Schering could valuc Niacor-SR as being worth 560
million m non-contmgent payments whiie every other company thal looked at this opportunity
didn’t even ofler a buek?’

The respondents also attempt to provide a market test of their own, relating ihe valug of
Upsher’s Niacor-SE to the prior markel capitalization of Kos, Upsher Erief at 30; Bcherning Bnef

{US) at 20. But this analogy fails for scveral reasons. First, Kos's stock price was not based

26 * & 4 & ¥ &4 F F 4 F ®F F A B F A B & 4 & & % B A & & ¥k BN OB F F BB E B F R E NP
o & & & & & & 4 ¥ ¥ F FFEF R E S AR S AR F AR K B ¥ A kA E Y FWREFEEN ST TN E NN
@ F A B & # B 4 & 8 F ¥ ¥ & ¥ B F RN RFAEEF AR R RN R A R RN R

& & & Ek & & & & & & & & &

T Upsher's eriticism of Professor Bresnahan’s market test, which is hased on the
supposcd ongoing interest ol several companies, only reinforecs the inadequacy of Schening”s
duc diligenee. Upsher Briof a1 29, Upsher began its marketing efforts of Niacor-8R in January
1997, Several companics had shown some interest. But even after six months, none had made
an offer. Yet, Schering was ready with its $60 million non-contingent olfer afler a “hitle bit
more” than one day’s work. It just doesn’t add up.
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solely on the pereeived value of Niaspan, as would be required under respondents” "market test.”
Rather, the value ol Kos stock was based on the company’s overall long-term ability to discover
and develop new compounds, as well as the many other products in Kos®s rescarch and
development pipeline. Kos’s prospecius for s initial public ¢ffering identilied the various
products under development at that time, including “three other once-a-day, controlled release
cardiovascular products™ (USX 21 at AAA 000C055), as well as “five aerosolized inhalation
pharmaceutical producis.” /4. Kos also plammed (o subnml “an abbreviated new drug applicaticn
{(*ANDA") for its CFC albulerol in 1997 (§l.), and it had formed a joinl veniure with Fuisz
Technologies “for the development of up o six products using Fuisz® proprietary microspherc
formtlation technology.” ff Respondents make no effort to evaluate what portion of Kos’s
stock price reflected the Niaspan prospects, and what portion was attributable to Kos™s other
ventures. Tr. 27:6612-14 {Kerr).

Ity addition, the matkel analysis’ sales projections for Niaspan were overly optimistic, as
Schering’s internal management recognized. While market analysts had projected $2 50 million
in annual Niaspan sales, Mr. Driscoll observed that Schering “dofes]n’t necessarily share that
view.” Heg “estunate[d] peak year saies for Niaspan™ at only “S134 million.” CX 558 at SP
002719: SI'F 1-.3 14; CPRF (Schering) 1.310. The investment anafysts who were publicizing
these inflalcd Niaspan sales forecasts had ownership interests in Kos as a resulf of underwriting
Kos's initial public offering. CPRF (Schering) 1.190. Accordingly, Kos and the investment
analysts had a strong incentive to “grogsly overstate [ Niaspan’s| potential camings™ in order to

“pump up their stock price.” Tr. 31836 (| .evy); CPRF (Schering) 1.310; see afre Tr. 2716616
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{Kerr). Yet Dr. Kerr admitied that he based his market valuation of Niacor-5R on these
utreliablc sources. Tr. 27:6617-20.

1L THE EVIDENCE ESTABILISHES THE HARM TO COMPETITTION FROM. THE
CHALLENGED AGREEMENTS

Sincc Schering’s $60 miillion payment was not for Niacor-SR, the incscapable conclusion
is that Schering paid Upsher to delay its entry until Seplember 2001, (f course, no one can know
exactly when Upsher would have entered, but Schering plainly thouwghi that entry by Upsher
before 2001 was suficiently ltkely thal it paid S60 million fo protect against that possibility.
Aftcr the Tunc 1997 agroement with Upsher, however, K-Dur 20 sales had “a new [ease on Hic.”
CX 20t at SP 004040 (1998 K-Dur Marketing Plan). And Upsher's conduct and statements prior
to the agreement show it believed it was hkely io launch 1ts product well before 2001, CPF 85-
165.

There ean be little doubt that the $60 million payment was, like the price fixing
agrcemerts scitling patent dispates condemned in United States v. Masonite, 316 U3, 265, 281
{19432), “a powerful inducement to abandeon competition.”™ The payment means that, in agrecing
to stay off the market for several years, Upsher was not sumply acceding to the force of
Schering’s patent. The payment thus fundamentally altercd the competitive process that underlay
the partics’ decisions about setilement. And that harm to the compefitive process injurad
consumcrs. While it 13 impossible to know for certain whether and to what extent genenc
competition was actually delayed, the $60 million payment surely delayed entry relative to wiiat

respondents expecied at the 1ime they eniered inlo the asresment.
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Neither Schering nor Upsher appears Lo dispule ihat paying a generic entrant in exchange
for an agreement to slay of the manket would distort the genence fitm’s ordinary meentives about
wihen 1t would enter and compete. And heither has sugpested that — absent the palent dispute —
the challenged agreemenis would be inything other than obvious per se violations. Indeed, it is
well accepled, as cases such as Pafmer v. BRG of Georgia, Inc., 498 UG, 46, 49 (1590)
demonstrate, that paying a polential competitor to withhold compstition 18 per se unlawful, even
when that competitor’s extry into the market iz uncertain. While respondents rest their detense
on the fact that the agreement settled patent litigation, they never explain why uncertainty about
whether 2 gencric firm wiH prevail in patent infringement litigation should be ircated difforently
than other typcs of [actors that make a potential competitor’s entry unecrtain. Neor do they cite
any guthority for the proposition that a patent holder is entitled 1o bribe a potential competitor to
stay off the market.

Tnstead, respondents argue that: (1) the agreements® provision for entry priot to patent
expiration means they cannot be condemined as per se unlawful (a conlention we refute i ont
inftial brief and Scetion ¥V of this brief); and (2} the rule of reason reguires complaint counsel to
prove that Upsher would have entered earlier absent the payment. Upsher makes various clainis
that enfry earher than 2001 was unlikely, based on self-serving, posi-hoc arguments that are
incongislent with its position prior to 1his litigalion. See CPRF {Upsher) 711. Schering urges an
inquiry into the merits of the patent cases that, as we cxplained in owr prior bricfs, is irrelevant

and provides no meaningfu! information.

# See also Appendix to this reply brief.
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At the heart of respondonts” arguments is a misconception of the proof required under the
mile of reason. Moreover, their criticism of Professor Bresnahan’s conclusion that the payments
io stay off the market were anticompetitive rests on a misreading of his anaivsis.

A, The Rule of Reason Inguiry Focuses on Likely or Probable Effects

The Supreme Courd’s early arhiculation of the rule of reason in Chicago Bd. of Trade v,
United States, 246 ULS. 231, 238 (1918), made it clear that rule of rcasen analysis eongiders g
restraint’s “actual or probable” ¢ffects on competition:

The true test of legality is whether the restraint imposed 1s such as merely regulates and

perhaps therehy promotes competilion or whether il s such as may suppress or even

destroy compelition. To detenmne thal questiont the court must ordinarily consider the
facts peenliar to the busmess lo which the restraint 13 applicd; 1t8 condition before and
alter the restraint was imposcd; the nature of the restraint and its effect, actnal or
probable.

Neither an anticompetitive intent nor g comscions desire to violate the law is required to
prove a rule of reason violation. Courts may consider evidence of the parties’ purpose in order to
“interpret facts and predict consequences.” Chicage Bd of Trade, 246 11.5. at 238, That is
because, as the Aresda and Hovenkamyp trealise observes, it cases of ambiguity we presumne that
the defendants, who arc in the best position to know their business, are also rational actors. Asa

result, knowledze of their own expectations can aid a tribunal in determining whether the likely

effects of 4 restramt are competifive or 3,;|11'Lf:4::rrr1pBtiti".e'e.”ESI But just a5 gn anticompetitive parpose

¥ XIPhillip k. Areeda & Flerbert [lovenkamp, Antitrust Law: An Analysis of Antitrust
Principles and Their Application, 1 1912g at 298 (1998).
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will not condermn a restraint that appears unlikely to impair competition, a lack of such intent
will not suve one with the oppositc tendencies.™

I Tpsher ignorey these principles: and continmes to quote language from a Ninth Circuit
case to suggesl that the rule of reason requires a showing of anticompetitive intent (Upsher Briel
at 41), a proposition that is plamly contrary to well-cstablished Supreme Conrt law, Schering, on
the other hand, tries to turn the law’s cmphasis on competitive effects into a defense of its claim
that this court must “objectively’ detennine the merits of the patent infringement cases, See
Schering Brief (EST) al 28-30. Bul as we discussed in our prior bricl, the Lest that Schering
proposes is not required by the antitrust laws, and it is ncither objective nor [eastble to carry out
in any meaningfl way — even if it included the parties’ intermal assessments of the case (which
they have refused to disclose).

With respect to proving effects, respondents offer up numerous guotes from cases stating
that the rule of reason requires proof of “actual inticompelitive effects.”™! But none of these

cases hold that the rule of reason requires proving what wonld have happened “bat for™ the

challenged conduct. Sach proof is always impossible, because the court cannof recreate the “but

* NCAA v. Board of Regents of the Univ. Of Okfa., 468 U.5. 85, 101 n.23 (1984) (though
the defendant’s motives “must be accorded a respectful presumption of validity, it is nevertheless
well settled that zood motives will not vahdate an otherwisc anticompetitive practice™) {cilations
omitted); see alve Chicugo Bd. of Trade, 240 115 at 238, [nited States v. United States Gypsum
Co, 438 TS, 422, 466 0. 22 (1978} (1n a civil anfittust aclion no anticompelitive intent need be
proved — proof of an anlicompettiive effect 1s sufficiont).

1 For exaraple, at page 36 of Schering’s Briel (ESI), it quoles language fom Levise w.
Central Fia, Medical Affiliates, Inc., 72 F3d 1538, 1552 (11th Cir. 1996), that “[pJreofof . . .
intenl [lo resirict competifion] would nol relieve [plaintilT] ol the necessily of . . . proving an
actual detrimental effeet on cotmpetition.” On the same page of the same case, however, the
court stalecs: “rulc of reason analysis 15 concemad with the actual or likely cffects of defendants’
behavior.”
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for” world. The very reason we cannot know what would have happened in the patent case is
that respondents azreed to abandon the patent litigation and exchangs payments for a promisc o
stay off the markst.

For example, in United States v. Microsoft Corp., 233 F.3d 34, 79 (D.C. Cir. 2001 {pcr
curiam), the court squarely rejected the suggestion thal the antitrust laws require proving the “but
for” world, As the court noted, “neither plaintiffs nor the courl can confidently reconstruct a
productl’s hypothetical technological development in a wotld absent the delendant’s exclusionary
conduct.” fd. Thus, in applying the mle of reazon under Section 2 of the Sherman Act, the court
held there was no need to prove that Java or Netscape would have developed into a viabls
substitute for Microzofl’s operaling systan. Instead, m an action for imunetive relief, the court
could infer anticompctitive effeets when “a defondant has engaged i anticomnpetitive conduct
that ‘rcasonably appear[s] capable of making a sipnificant contribution to . . . maintaining
monopoly power.”™ 253 F.3d at 79, guoding I Phillip C. Areeda & Herbert Hovenkamp,
 Antitrast Lew 4 651c at 78 (1996},

The same courl, in Andix Pharmarceuticals, e, v. Biovail Corp., 256 F3d 799 (D.C. Cir.
2001), considered what inference aboul likely cifcets could properly be drawn fromt an agreement
similar to the on challenged herc. The case mvobved a claim b}l' Biovail, & subsequent ANDA
filer for generic Cardizem CD, that the agreement between brand name dnug maker Hoechst and
would-he generic entrant Andrx {the one condermmed as per se unlawful in the Cardizem CD

case)’® unlawfully blocked its entry into the market. ‘The court reversed the lower court’s Tuling

* n re Cardizem CD Antitrust Litig., 105 F. Supp. 2d 632 (E.D. Mich. 2000), egpeal
docketed, No. 00-2483 {6th Cir. Deg, 19, 2000).
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that Bioval conld neot establish antitrusl injury causally related 1o the agreement, bocalse Hs
product had not vet recaived FDA approval and therc was no asswratce thal 1t would enter the
market if approval were granted. It held instead that, in a suit for equitable relief, Biovail necd
only show a threalened injury. fd af 806, §08. Moteover, the courl rejecled the claim by Andix
that a Tact fimder could not infer that the paymeani delayed its catry: “One can fairly mfor . . | that
but [or the Agreement, Andrx would have entered the market.,” fd. at 809, The court noted that
Hoechst’s ten million dollar quarterly payments were presumably in rennm for something that
Andrx would not otherwise do, that 15, delay marketing of its genenic. 7d at 813.

Andrx v, Biewveril confirms that it is proper to infer  {rom the fact of the substantial
payments made to Upsher-Smith and AHP to securc their agreement to stay off the market - that
at the time they were entered into, the agreements were likely to delay entry by these potential
competitors. Even if subsequent events meant that the effects likely to result from the agreement
did not matenialize — for exmmple, if Upsher’s plant had bumed down, 1f 1t had failed 10 obtain
necessary financing or regulatory approvals, or for some other reason — that wounld not alter the
conclusion thal al the time the aprecment was enicred into i1 was likely W0 cause substantial
competitive harm.™ Similatly, unecrtainty about whether Upsher and AHP would have
ultimately PIBI-;ﬂi|Ed in the palent cases does not undermine the anticompetitive nature of conduct
that, at the time it was enlercd into, was Hkely to delay generic eniry. Given the obvious effoet

thal large payments to stay off the market would have on a generic firm’s decision about when to

B Microbix Biosystems, e, v. BioWhittaker, Inc., 172 F. Supp. 2d 680, 694-95 (D. Md.
20000, aff ' on other grounds, No. 00-2262_ 2001 WL 603416 (dih Cir. Jun. 4, 2001) {an
exclusive supply apreement thal created a barmer to competition at the Ome 1t was entered into
could be condemmed under the mule of reason, even though subsequent action by the FDA made it
impossible for the target of the exclusionary conduct to enter the market in any event).
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enter and compete, the challenged agreements m this case are “iikely enough to disrupt the
proper functioning of the price-gelting mechanism ol the market,” that they may be deemed
anticompetitive even without proof that they actually “resulled m higher prices ., . than would
occur in [the conduct’s] absence.” FIC v. mdiana Federation af Dengists, 476 1.5, 447, 461-62
(1980). Indeed, as the D.C. Cirguit observed m Microsoft, to rest antitrust Hability ena
requitement that plainifls “reconstriet the hypothetical marketplace™ abscnt the challenged
conduct would mercly cncourage “morc and <arlier anticompetitive action.” 253 F.3d at 79.

E. Professor Bresnahan®s Analysis Is Based on Sound Economics Applied to the
Record Evidence

TRespondents’ attempts to ignore the documentary cvidence in this case arc cvident m
their attack on Prolessor Bresnahan’s analysis. Antitrust analvsis boging with identification ol a
theorv of competitive harm, and then looks to see whether the evidence supports the conclnsion
that the theory applies in the particular circwmstances of the case.® Professor Bresnahan did
hoth. Relying on weil-catablished economic principles, he articulated & sound theory of the
likely harm from the agreements and then applied it to the evidence in this case. Respondenis”
claim that he “over-relied™ on the partie-s’ mccntives to share profits from delayed gencric entry
sumply ignores the evidence they find inconvenient. The purported conflicts between Professor

Bresnahan and Professor Bazerman are illusory.

* See, e.g., Cafiformia Dental Ass'n v. FTC, 526 L8, 756, 773 n.12 {1999) (prima facie
case under the rule of reason requires sound theoretical basis and evidence that supports
applicalion of the theory m the purticutar markel circumslances).
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1. Prafessor Bresnahan relied both on the cxistence of incentives to
engage in anticompetitive conduct aodl evidence that respondents acted
pursuant to those incentives

Bath respondents make a great to do in their briefs about Professor Rresnahan’s reference
to the partics’ incentives in his analysis.” But one of the lessons of modern antitrust analysis is
that courts need to consider just such mncentives, to ensure that anlitrust cases make cconomic
sense.’® Thus, Professor Bregnahan, as any economist would, took the pariies’ economic
incentiv cé mip account when he analyzcd their agreement and the surrounding eonduct and
circumstances. While Schening and Upsher draw quotes from cases upholding summary
judgment for defendants, those cases concerned questions about whether competitors were
cogaged in unilateral rather than concerted conduct, or whether an individual competitor could be
ticd to a broader conspiracy.” The Supreme Court has expressed concern aboul situalions in

which mistaken inferences would threaten to “deter or penalize perfeetly Iegitimale conduct,”

especially in vertical refationships between manufacturers and dealers. See Monsanio Co. w.

Y See Schering Brief (UUS) at 4-5; Upsher Briel al 30-31.

* See, ag., Matsushita Flectric ndustrial Co., v. Zenith Radie Corp., A75 U.S. 574, 596
97 {1986) (where there 1s no rational economic motive to conspire, and there are other, equally
plauzmble explanations for the delendants’ conduct, their conduct does not give rise Lo an
inferenec of conspiracy).

1 See In re Baby Food Antitrust Litig., 166 F.3d 112, 134-35 (3d Cir. 1999) {motive to
engage i conspiracy because defendants could profit thereby by itself did not permit inference
that atlegedly parallel prices were result of pricc fixing agteement rather than unilateral cenduct;
economist’s affidavit was based on assumption that defendants had agreed to conspire, and he
“never made any reforence to the evidence in this casc™); Serfecz v. Jewel Food Stores, 67 F.3d
531, 600-01 (7th Cir. 1995) (ho agreement berween shepping mall owners and tenant to
eliminate competing mall could be inferred from conduct thal was entirely consistent with
umlateral action); In re Citric Acid Litig., 191 F.3d 1090, 1093 (9th Cir, 1999} (evidence
msufficient to permit inference that Cargitl participated in & price fixing conspiracy engaged in
by other mdustry members}.
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Spray-Rite Service Corp., 465 U.S. 752, 763, (1984). Thesc cauce.ms ahout erreneonsly inferming
1he existcnee of an agreement solely from circumstantial evidence do not apply when therc iz
direct evidenee of concerted action.

Profcssor Bresnghan, however, did not use the parties® incentives to infer the existence of
an agreement between the partics based on parallel conduct, Instead, he considered their
incentives, along with other evidence, fo agsess the purpose and Likely effect of an agreement for
which there is undenizble direcl evidence, notably a wrillen agreemoent belween the parties that
huks Schenne's $60 million non-contingent payment to Upshor’s obligation to stay off the
market. Bascd on the evidence — including documents such as the memorandum to the Schering
board of directors recommending approval of the Niacor-SR license and the *Hxeeutive
Summary” — he cancluded that respondents acted on their mmcentives to reach an agrecment 1o
delay enify. » * # #+ v a4+ v e o ameoatssasanasssnsatsasenssa
P T T T T S T S I T T T
S e M T E M I E P aEa e AR A AR AR P AP S IR E e et E e

Schering incorrectly suggests that Profissor Bresnahan’s analyeis was based on the view
that the mere presence ol a “reverse” payment in a settlement would establish that the settlernont

was anticompetitive. See Schering Brief {US) at 72-73; Schering Brief (ESI) at 12-13.*° But

¥ Schering uses this mischaracterization of Profcssor Bresnahan’s views to suggest that
he olfered a novel theory, citing an articlc that states the presence of a reverse payment by itself
iz insufficient to show that a patent setilemoent iz anticompetitive. Richard T. Gilbert and Willard
Tom, Ir funovation King af the Antitrust Azencies? The Intellectual Property Guidelines Five
Years Later, 69 Antitrust L.J. 43 (2001). It is curious that Scherning chose to rely on this article,
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Frofcssor Bresnahan’s analysis plainly considered not merely the presenec of such a payment, bt
also what the paymoent was for. CTF 1132; 'I'r. 3:421-22 (one congiders whether a payment was
made for delay because delaying or reducing the threat to monopoly power is anlicompelilive).
The absence of any other plausible explanations for the payments {CPF 1201-1208), along with
other evidencc including the parties” incentives, leads to the conclusion that the agreernent was
for delayed entry.
| 2. The purported conflict with Professor Bazerman is illusory

Schermg suggesls that Professor Bresnahan’s views arc int conllict with the testimony of
complaint counsel’s negotiation experl, Professor Max Bazerman, that partics in negotiations
often deviate fiom the economic model ol rationalily. Schering Brief (ESI) at 12-13. In fact,
Professor Bazerman’s testimony provides further support for Professor Bresnahan’s conclusions.
First, Professor Bazerman specifically addressed and rejected the suppestion that his research on
negotiation and decision hiases would draw into question Profcssor Bresnahan’s conclusion that
the $60 million payment to Upsher was for delayed generic entry. e found no reason Lo

believe that the economic medel was nol an accurate predictor in these circumstances.

because Gilbert and Tom specifically address (he allegations in this case, as well as those of the
Commisgion’s complaints against Abbort/Geneva and Hoechst/Andrx, and conclude: “Based on
the allegations in the public record materials, these agreements appear io be anticompetitive
arrangements (o eliminate competition and to divide the monopoly profits of successful branded
drugs.” Id. at 76 (emphagis added).

¥ Tr. 36:8504 (Bazermun);
Q: Now assumming that the $60 million payment to Upsher was not for Wiacor and
assuming that Professor Bresnahan’s analysis of monopoely power is accarale, do
you scc anylhing m the literaturs on these biases that vou®ve researched that
would lcad you to a eanclusion that the payment was not for delay?

A: [ do not.
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Second, Prefessor Bazerman described the effeet of “self-serving iases™ and iis
implications for respondents’ claims that Professor Bresnaban overlooked the parties” incentives
lo comply wilh the faw. Professor Bazerman explained that a payment for delay need not
involve intentionally corrupt bebavior. Instead, honest business people might pay for delayed
generic entry, but be convinced that they have not donc so becanse of self-serving bias — the
tendency of individuals to see the world the way they would prefer to see it. CPF 1263: Tr.
36:8519-20 (Bazerman). Proftssor Bazerman also explained that self-serving bias is mors likely
Lo occur when the relevant legal rule is ambiguous. Tr. 36:8521-22; CPF 1258, As a result,
Schering’s claim that, at the time of the challenged agreements, the law concerning the antitrust
implications of patent settlcment was “undeveloped™ is just an additional reason that incentives
to obey the law would be unlikely lo overcome incentives to eam the greater profits that conld be
achieved through collusion. Profcssor Baverman®s research thus reinforces Prolcssor
Bresnahan’s conclusion.

IIl. RESPONDENTS OFFERED NO PLAUSIBLE PROCOMPETITIVE
JUSTIFICATION

Respondents bear the burden of establishing a procompetitive justification for the
challenged agreements (sce NCAA, 468 U.S. at 113), and they have failed to do se.

A. Establishing a Certain Date for Generic Entry
Does Not Justify the Agreement

Both Upsher-Smith and Schering contend that their agreement is procompetitive because
it st a certain entry dale, priot to patent cxpiration. Schering makes the same claim for its

agreement with AHP. These claims are neither plausible nor even cognizable justifieations for

the agreements.
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According to Upsher-Smith, “[c]onsumers were belter off gaining the certainty of the
settlement, rather than gambling on the patent litigalion.” Upsher Bnef al 50-51. Bul Upsher’s
arpument that the certain entry date was procompettive simply bocause 1t might have lost the
hugation and been barred from entry voti] 2006 plamly proves too much. For under this logc,
mny payvment for delayed entry would be lavwful, even i1t provided for entry only a day before
patent expiration. And Upsher’s prolestalions thal, absent the certainty of the cnlry dale, it would
not have made the necessary invesimenis or othorwise becn in a position to launch its product
before September 2001 arc implansible, given its statements and behavior prior Lo the saltlement.
This is merely post-hoc rationalization that is contradicted by the more reliable evidence
contained in the Upsher business documents preparcd prior to the agreement. See CPI118-162;
1400-1404. Tn any event, as we noled in our opening brict, the suggestion that Schering paid
Upsher $60 million to enable Upsher to cnter carlier than it could have through litigation is
whaolly implansiblc.

Schering’s argument that the settlement benefitted consumers beging with the simple
proposition that the agreement provided “known and cerfain®™ generic compctition, while
“{c]ompetition which might have resulted from litigation is unkown and incertain.” Schering
Briel (1J5) at T;'4. But Schering’s econemic expert, Dr. Willig, testified that just because a
scitlement agreement guaranteed entry before patent expiralion does nol make it procompetitive.
Tr. 29:7243 (Willig). So Schering’s claim that the seillement was “z very good deal for
consumers” ultimately depends on its purporled showing that the scitlement with Upsher “fairly

reflected the relative strengths of the parties” positions on the merits [of the patent infringement,
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case].” K% In the case of the AHP settlement, Schering goes even further, and claims that it
wolld have won the patent case. Schering Brief (EST) al 26, As we discussed in our intlial brief,
however, the evidence that Schering offered at trial provides no meanmgful iformation that
would help a court asscss the competitive effects of the agreement. The lestimeny that was
offcred is subjective opinion, bagsed on information so limiled that one cannot reliably assess the
parties probabilities of success, and in any evenl il cannol be calibrated with suflicient accuracy
to permit any companson between the scttlement and the cxpected outcome of the patent
htigation. Moreover, ag we cxplain in the Appendix to this brief, Schering has faled to
demaonstrate that it would have won either case and has failed to prove its assertions about the
relative merits of the parties’ positions in the palent litigation.

Int any event, respondents are not entitled to justify their anticompetitive agreement on the
ground that consumers should prefer certain cntry, even though achieved through payments that
distort the compctitive dynamics between the parties. The results of the competitive process are
necessarily uncertain, but the antitrust laws rest on the fundamenta) prenmse that ths process will
produce the best results for conswmers. Respondents’ clam that consumers were better off with

the certainty of eniry iz not a cognizable justification for their agreements. "

4 Qcharing also suggests that, even it Upsher had prevailed, it would not have been able
to market ils product until at least mid-1999, given the likely time for reschition of any appcals.
SChEﬂngBﬁcf{US]ath_‘lIi'III'l'I'I'III"'I'"'i'l‘.lllﬂl
e rs e s ae s s s eraaease e Indeed {t would suggest ihat Schering
did not just make up for Upsher’s lost revenues, but actually paid a substantial prenminm over
what it thought Upsher was likely to eam had it prevailed in the suit — and would simply
rcinforce the conclusion that the payment was anticompetilive,

3 See e, Catalane, Inc. v. Target Sales, fme., 446 1).5. 643, 647 {1980} (*I is no
excuse that the prices fixed are themselves reasonable™).
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B. Upsher’s Other Purported Procompetitive Benefits Do Not Justify A
Payment for Delay

A challenged restramt on compctition must be “tailored” lo serve 1 legitimate
procompelitive purpose. NC44, 468 U.S. at 119. Upsher’s various other proficrad
procompehtive benefits suffer from a common Jaw: they arc not reasonably related to the
unlawlitl conduet challenged here. The claimed benefits {low hem a settlement of litigation or
the granting of licenscs, neither of which is challenged in this case. None justify payments to
stay off the market.

Aveiding patent litigation over Klor Con MI§: The patent issues concerning Klor Con
M0 and Kior Con M20 are the same. ‘The "743 patent relatcs to the coaling material on the
potassium chloride crystals and is not limiled to any particular dosage strength. CX 12 (*743
patent). Since Upsher used the same coafing material for Klor Con M10 as for Klor Con M20)
(CPFE 140%), the products raised precisely the sime infiingemnent issue.

Upsher provides no explanation why Schering would need to pay Upsher in order to
obtain an agrecmnent Lo resolve the infringement claim as to Klor Con M1 in accovdance with
the resolution of the claim relating te Klor Con M20. Nor has Upsher explained why a decision
in the lLitigation over Klor Con M20 would nol have resolved the issue for the M10 product as
well. Any benefit from avoiding litigation over Klor Con M10 is neither logically connected to
the payments nor sigmficant relative to the consumer harm from delayed K-Dur 20 generic
competition.

Chverseas distribution of six Upsher-Smith products:  Since Schering’s $60 million m

nen-contingent payments 1o Upsher was not for the licenses, any procompetitive benefits flowing
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from the licenses cannol jusfify the agreement to exchange payments [or a promise (o stay off the
market. The agreement wag plainly not reasonably ncecssary for the partics Lo enler milo a
procompetitive arrangement for distribution of Upsher’s products.

Savings in fitigation costs condd furd procompetitive RED and marketing activities:
Every selllement allows the partics to aveid Litigation costs. Respondents have not demonsirated
that payments to stay off the market are reasonably necessary to achieve a seitlement. And even
if respondents would not have settled on any other lerms, any possible benefits to competition
that might arise from the partics’ avoiding litigation cosls are dwarfed by the harm from delayed
getietic entry.

The payments were a refirn on Upsher' s RED investment;  This proffered justification
Tails becanse the evidence shows that the $00 million payment was made to secure Upsher's
agreement to stay off the market and net for the icenses conveyed fo Schenng,

Upsher's entry resufted in two other generic K-Dur 20 products, Chualitest and Warrick:
Kince the purposc and Likely offect of the agreement was to delay Upsher’s entry, any prqm_mls
available as a resuit of Upsher’s launch of its product were therefore delayed as well. Morcover,
since Qualitest is a distributor for Upsher and Warnick is a Schering subsidiary, these companiss
added no new competitors 1o the market.

Aeceleration of expiration of the Huich-Wacmon 1 80-duy exciusivity period: Ii the
payments to stay off the markct had the likely cffcct of delaying entry, then they would
neceasarily delay. rather than aceelerate, Upsher’s triggering of the Hatch-Waxman cxclusivity
period. Nomethelezs, Upsher asserts that the agreement accelerated tricecring of the cxclusivity

period, under the following reasening: (1) abseni the payments, there would have been no
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sertlemcnt; (2) Upsher would have lost the patent suit; and (3) Upsher would have maintained its
exclusivity rights. Upsher’s argument thus rests on a series of assumptions, sach of which is
necessary lor its argument to held up, and none of which has been established in this proceeding,
We note that the assumption that Upsher would have retained its exclusivity rights if it lost the
patent cage is an especially thin reed upon which to base a claim of plausible procmnpetitive
benefit, because neither the FIDA nor the courts have ever adopted the position that a losing first
ANDA filer retains exclusivily nghis. The lwo FDA expetts in this procesding had different
opintons on how a court might come out on the question teday, and complaint counsel’s cxpert,
Mr. HolTinan (upon whom Upsher relies), made it clear that his opinion that a losing first ANDA.
filcr would retain its exclusivity rights is based on ins view of the law as 1l stands today — not at
the time of Uipsher’s June 1997 agreement wiih Schering.®
In any event, the notion that Schering and Upsher entercd into their agreement in order to

avold the nsk thal other potontial goncric cnirants would be blocked from entry is plainly
implausible, As Professor Arceda observed, "we would not expect a group of rational profit-
maximizing firms to enter into a restrajnt whose purpose was to make entry into their market
casier."¥

Caﬂ.ser-'w'ngjudz'ciai rescurces: All sctilements save judicial resources, and settlements
themsclves are not inherently problematic from an antitrust perspective, But no court has ever

held that such savings can justify an anticompetitive settlement agreement. Moreover, as we

2 See Tr. 10:2287-58 (Toel IToffiman); Tr. 28:6967-68 {(Safir).

* X1 Phillip E. Aresda & Herbert Hovenkamp, Aniitrust faw: An Anclysis of Antiirist
Principles and Thelr Application § 1912h at 301 (199%),
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discussed in out opening brief, there arc numcrous cases holding patent settlement agreements
unlawial.
IV. SCHERING'S DEFENSE OF ITS AGREEMENT WITH AHP
A, The Magistrate’s Involvement Creates No “Presumpiion of Lawiulness™
Agide lrom legal arpuments that mirror ité defense of the Upsher agreement, Schering’s
defense of its agreement with ARP rests primarily on its assertion that the invalvement of the
magistrate judge in the setttenent discussions gives the agreement a “presumption of
lawfulness.” Sche;ing Brief{E&SI) at 1, 9. This claim has no basis cither in law or in the facts of
this case.

Schering offers no legal authority for its claimed “presumplion,” and none exists. The
most Schering manages is 2 “f-" cite to a case invelving formal court review of a class action
settiement. In that case, Robertson v NBA, 556 F.2d 682, 686 {2d Cir. 1977), the coutt held thal
class members in a properly certified antitrust class action suit eould not overturn approval ol a
selllement on the ground that i perpcluaicd the allegediy unlawfnl conduct. That resuli arises,
however, not Because the court’s approval of the scttlement creates any presumption of
lawfulness, but rather because the whole purpose of the settlement is to avoid a mimi-toal on the
merite.® The court’s review of any alleged antitrust issucs is strictly limited. Thus, even in the
context ol formal court review of a class action settlement, there would be no presumption that
the scttlement is free from antitmst conecrn, and Schering cites no case recognizing such a

presumption. 356 F.2d at 686,

* Robertson, 556 F.2d at 686 {*a court in approving a scitlement should not in elfcet try
the case by deciding unsettled legal questions’™).
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And in any evenl, Schenng’s settlement agreement with AHP was not a class action suit,
and did not reecive court review and approval. Indeed, Schering’s attermpt 1o equats the
magistrate’s brokering of a settlement with court approval is plainly off the mark. The magistrate
had no power to disapprove a settlement agreed to by the parties. The suppestion that a
magistrate’s knowledge, or even endorsement, of the settlement torms would alter the ordinary
antitrust analysis that focusecs on the compelilive tmpact of a restraint is unfounded.

B. The Size of Schering’s Payment to AHP Rclative to its Total K-Dur 20 Profits
Confirms the Anticompetitive Nature of the Payment

Schering’s suggestion thal the payment to keep AHP off the market was not
anticompetitive becanse it was only a small fraction of Schering’s total prodits for K-Dur 20 doss
not advance its defense.¥ The key issue is whether the payment to stay off the markel was
sufficient 10 induce AHP to abandon the litigation and agree 1o forestall entry. The parties”
writtch agrecment shows (hat it plainly was.

The fact thal AHD received less money than Upsher is not swprising, given the greater
degree of uncertainty about when AHP might be able to launch its product. AHP was potentially
hlocked from entry hy virtue of Schering’s agreement with Upzher, and it had not yet oblained
tentative FDA approval of its product. AHPs expeeled profils wers therefore less than what it
would carn had its entry been certain, and to prevent cntry, Schering needed only to pay AlIP’s
expected profit. CPF 1163-64.

That Schering was able to induce AHP not to compete by means of a payment that

represented only a small portion of its K-Dwr 20 profits is precisely the point we have made

% See Schering Proposed Conclusions of Law in Connection with its Settlement with
ES1-Lederle, Inc. at § 4d; Schering Brief (ES1) at 13 n. 13,
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throughout this procceding: Schering’s incentives to pay AHP and Upsher to ensure they did not
enter the market were extremely powerful, hecause by sharing only a portiom of its K-Dur 20
profits Schering could eliminate the risk that the generics might enter. Both Schering and AHP
were well aware that such entry, if it ocourred, would cause Schering’s K-Dur 20 profits to
plummet. Even if, as Schering contends, it had a stronger infiingement case against ALIPs
prochct than it did against Upsher, the rigk of a loss in that case remained, and Schering does not
serionsly contend otherwise.™
V. THE AGREEMENTS ARE PER SE UNLAWFUL

Hespondents” arguments that the payments to stay off the market are not per se unlawiful
rest on the fact the agreements arose in the context of patent settlements. That fact alone,
however, does not make per se treatment inapplicable.” While Schering is correct that
scttlements of patent disputes are not, as a class, per se unlawful, it is equally clear that neither
do they antomatically full outside the per se rule, notwithstanding that all settlements have some
“redeemning virlue.” Schering Briel (US) al 62. And, as we discussed in our imilial briel,
respondenis’ mvocation of Profcssor Hovonkamp's treatise (Schering Bricel {US) at 60-61) 18
unavailing, because it expressly acknowledges the various cases holding patent settlaments per se
nnlawful. ]T‘Idt-EE[i, a recently published treatise on intetlectual property and antitrust co-authored

by Professor Hovenkamp (and ciled in Schenng's brief in ihe monopoly power discussion),

¥ Tn the Appendix to this brief, we discuss the flaws in Schering’s contentions about the
likely outcome of the patent infringement case against AHP. Schering’s suggestion that at the
time of the agresment in principle ALIP believed it would lose the patent litigation {Schering
AHP Brief at 19) is based sniely on testimony given in anticipation of this antitrust challenge to

the agresment.
¥ See, ep., United States v, Masonite Corp., 316 1S, 265, 281-82 (1942).
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discusses palent-holder Hoechst's agreement to pay Andrx, the would-be generic entrant, to stay
off the markel as a naked horizontal market division, I Herbert Hovenkamp, Mark D, Janis, &
Mark A. Lemley, /P and Antitrust (2002) § 33.2b at 33-14 {“As a general proposition, in the
ahsence of Joml production, an agreement by one firm to stay out of its yival’s market in
exchange for payments of moncy is unlawiul per s},

This is not to suggest that the patent context is to be ignored. Rather, the analysis must
focus, as the Supreme Cowrt instructed in Broadeast Music, Inc. v. CBS, Ine., 441 U.S. 1, 20
(1972}, on the likelihood of competitive harm and the prescnce of plausible arguments that the
conduct was “designed to inerease economic efficiency and render markets more, rather than
less, competitive.” But the preof that the agreements here involved payments to a potential
competitor to stay off the market, and the abhsence of any plausible procompeliive explanations
for the payment, mean the agreements are unlawll per se.

While the conclusion that the challenged agreements are per s¢ unlawful does not depend
an the decisions in {he Cardizem and Terazosin cases,” Schering’s attempt to dismiss these
decisions  on the theory that there was no provision to allow entry befere patent expiration — 18
ineorrect. The agreement challenged in Cardizem puaranieed Andrx the right to enter with its
generic pmduu;L in 2000 — well before expiration of Hoechst’s patent — regardless of the outcome

. of the patent infringement suit.™

% Cardizem CD Antitruxt Litig,, 105 F. Supp. 2d 682, In re Terazosin Hydrochloride
Antitrust Litig., 164 F. Supp. 2d 1340 (S.D. Fla, 2000).

W See Cardizem CD Antitrust Litig., 105 F. Supp. 2d at 696 & n.7 {the challenged
agreement guaranteed Andrx the ability to enter the market with its generic product under a
license from Hoechst in January 2000); 698 (license fees and royalties would be refunded il
Andrx wen the patent infringement suitly, 703-04 (agreement provided Andrx a license beforc
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Nort can the holdings of the Cardizem and Ternzogin cases be meaningfully distinguished
on Lhe pround Lhal they were nol final setllements of lingation, The agreements were conched as
miemm seltlemonis that disposed of the need to litigate conceming the propriety of injunciive
relief while lhe case was pending. Moreover, agreements in the context of final settlements
argnably pose an even preater threat to comsumers, because they allow the branded drg maker to
avoid a court decision that could invalidate or narmow the scope of its patent.

Finally, Schering also argucs that the law at the time of the agreements was
“undeveloped.” But even if true, that would not affect whether or not liahility ought o be
asscssed on the basis of a per se analysis. Respondents” awuareness that their conduet was per se
unlawlill may be relevant int deciding on the appropriate remedy, but a per se violation in & civil
cage does not require a knowing and willful viclation of law. Schering’s quotation from the
Statement accompanying the 4&boir/Geneva consent orders {Schering Brief (US) at 59-60)
merely confivms Lhis point. That Statement explained that orders limited to regulating future
conducl were appropriate in that matter, but that other remedies, such as disgorpement of

illegally obtaincd prolits, would be considered i future cases.™

palent expiralion and even 1f Andrx lost the suity; 703 (same). The patent at 1ssue in Curdizem
issucd in 1995 (id. at 686), and did not expire tntil 2011 {FDA “Orange Book™ avatlable at:
http:/fewa.accessdata. [da. gov/seripts/cder/ob/docs/patexcl.cfm? Appl No=020062&Product No
=001 &lable] =RxFDA (visiled Apr. 24, 2002), so the 2000 generic cniry datc was more than a
decade belore patenl expiralion.

“! Statement ol Chairmian Robert Pitofsky, et al, fn re Abboit Lubeoratories, C-1945 (May
22, 2000}, availablc at htip:/fwww.flc.gov/os/2000/5/abbottgenevastatement htm.
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V1. SCHERING HAD MONOPOLY POWER AT THE TIMFE
OF THE AGREEMENTS WITH UPSHER AND AHP

Respondents’ discussion of market definition and monopely power in their post-trial
brie[s is based largely on the faulty premise that the only way te prove a menopoly is by defining
a relevant market, caleulating market shares, and then drawing an inference of monopoly power
from those shares,” Although this is a common method of proving monopoly power in antitrust
cases where direcl evidence ol anlicompetitive ellects is nol availabie (such as in merger reviews
where one noccssanly 18 prodicting an uncoriain post~-mcrger fudure), thore 18 abundant cvidenec
in thiz case that dircctly proves that Schering had monopoly power in the market for K-Dur 20 2t
the time of its agreements with Upsher in 1997 and BS[in 1998, Consaquentiy, the market
definition exercise respondenls insist upon is winecessary as a malter of law. Morteover, by
applying the market delimtion methodology to the facts in this case, respondents have fullen prey

1o the “cellophane Bllacy.”™

3L Far the purpose of this reply brief, we adopt the eonvention, frequently cmployed by
econormisls and some courts, of using the terms monopoly power and market power
imterchangcably. See generclfy Denmns W, Carlton & Jeffrey M. PerlofT, Modern fuchestrial
Organization 92 (3d ed. 1999) (“Tt]he terms menopoly power and market power typically are
uscd interchangeably to mean the abiiity to profitably set price above competitive levels™)
(emphasis in original). We note, however, that us 4 matler of law, markel power Lypically is
considered less substantial than monopoly power, thus requomng a lower threshold of proof, and
that the antitrust violalions aileged m the complaint in this case paralleling Sherman Act § 1
theories require only proof of market power or likely anticompetitive effects, nat menopoly
power. See, eg., Eastman Kodak Co. v. Image Techmical Servs, Inc., 504 U.S. 451, 481 {1592}
(“‘'monopoly power under § 2 roqures, of coursce, something greater than market power under §
1.7). Butsee, ez, Cost Maml Servs. v. Washington Naturad Gas Co, 99 F.3d 937,950 n.15 (9th
Cir. 1996) (“The terms “market power’ and ‘monopely power” are used mterchangeably
herein.”y; U8, Anchor Miz., Inc. v. Rule fndus., 7 F.34 986, 944 n1.12 {111k Cir. 19933 (“Thc
tarms ‘monopoly power’ and “markel power’ are synonymous . .. .7).
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A, Of the Various Methods for Proving Monopoly
Power, Direct Evidence Is the Best Evidence

Monopoly power, according to the Supreme Court, “is the power to control prices or to
exclude competrtion.” United States v. .1, du Pont de Nemowurs & Co., 351 U.S. 377, 301
(1950) {foolnoie omilled). This pawer can be ditectly established through cvidence of
compeltinve harm. “If the plamtff puts forth evidence of restricted output and supracompetitive
prices, that is direct proef ol imury to comipelition which a competitor with market power may
inflict, and thus of the actual exercise of market power.™ As Judge Fasterbrook, in an opinion
of the Seventh Circwil Courl of Appeals, has elaborated: “Market sharc is just a way of
cslimaling market power, which 1s the ultimate consideration. When there are betier ways to
estimate market power, the court should nse them.™ This echoes the Supreme Court’s teaching
in FTC vy, Indiang Federation of Dentists, where the Court wrole: “Since the purpose of the

inguiries into market definition and market power is to detenine whether air armangement has

the potential for genuine adverse effects on competition, proof of actual defrimental effects . . .

% Rebel Oi Co., Inc. v. Atlantic Richfield Co., 51 F.3d 1421, 1434 (9th Cir. 1995)
{citations omitted). See also Re/Max Intern., Inc. v. Realty One, Inc., 173 F.3d 995, 1016 (6th
Cir. [999} (*There are two ways to establish the firs1 element [of a monopolization charge under
Sherman Act § 2], that is, that the defendant holds monopoely power. The first is by presenting
direct evidence showing the exercise of acmal control over prices or the actual exclusion of
competitors. The second is by presenting cirenmstantial evidence of monopoly power by
showing a high market share within a defined market.”) (citations and interna) guotation marks
omitted).

N Balf Memorial Hospital, Inc. v. Mutua! Hospiial Insurance, Inc., 784 F.2d 1325, 1336
{7lh Cir. 1986) (citation omitted). See afve Fleved v. Chrisiian Hosp., 4 F.3d 682, 690 (8th Cir.
1563) {"Matket power is _ _ _ simply a surrogate for actual anticompetitive effects . . . ™) Gz v
St Peter s Commurnty Hosp., 861 1124 1440, 1445 (9th Cir. 1938} (“Defining the market 15 not
the ain ol anlitrust Jaw; il merely aids the search for competitive injury.™).
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can obviate the need for an inquiry into market power, which is but a surrogate for detrimental
effects.”*

By arguing that anticompetitive effects in a market cannot be shown unless comptaint
counsel first shows that Schering had a large share of some market, respondenis make exactly the
same mislake as made by the respondent in Toys “R™ Us, e v FTC

[Toys “R™ Us] seems to think that anlicompetitive sffects in a
market carmot be shown unless the plaintifl, or here the
Conmission, fitst proves that it hasa large matlel share. This,
however, has things backwards. As we have explained elsewhers,
the share a firm has in a properly defined relevant market 18 only a
way of estimating markel power, which is the ultimaic
consideration. The Supreme Courl has made 11 clear that there are
lwa ways of proving markcet power. One is through divect evidence
of anticompetitive effects. The other, more conventional way, is
by proving relevant product and geographic markeis and hy
showing ihal the defendant’s share cxcoceds whatever thresheld is
mmpettant for the practice in the case.

221 F.3d 928, 937 (7th Cir. 2000) {(citations omitted).

Schering and Upsher also have it backwards. They don’t want to acknowledgs that
muarket definition is only a means to an cnd, thal end being ussessing whether the conduct at issue
has actual ot potenlial unﬁccmp etitive offects.™ And, they don’t want to acknowledge that proof

of actual detrimental cffects obviates the need for the market definition exercise they propose.

476 U8, 447, 460-61 (1986) {citaiion and internal quotation marks omilled). See also
Re/Max, 173 F.3d at 1019 (applying the IFD standard to a monopolization claim under Section 2
of Lhe Sberman Act); Grear Western Directories, Ine. v. Southwestern Bell Tel Co., 63 F.3d
1378, 1384 (5th Cir. 1995) (same).

» See, e.g., in re Coca-Cola Rottling Co.,118 F.T.C. 452, 540 (1994) {“The purpose of
defimng a relevant market is to identify a markel in which market power mighi be exercised and
competition thereby diminighed.”) (citations omitted).
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The nltimate goal of any anhitrust analysis 15 lo detemmime whetlher the specific business
practice at issue — bheila mérger, single-firm conduet that may alfect competitors, or an
agreement amony, competitors (us herey — has actual or polenital anlicompetilive elfecls. As
Justice Breyer put it in Califorria Dental dssociation, the purposce of (he mquiry is to determine
whether there is reason to believe lhat lhe conduet at 18sue males “a real world difference™ to
consumers. 526 U.5. 756, 793 (1999) (Breyer, 1., disscnting). These cffects may include any
elfvct om price, owtput, gquality, service, cholce, convenience, innovation, or anything else valued
by consumers, that deviates from the competitive level,

In this case, direcl evidence of anucompetitive elfects clearly demonstrates that Schering
had monopoly power in the market for X-Dur 20 at the time it entered into its agreements with
Tlpsher and AHP, This evidence obviates the need. as a matter of law, 10 undertake the market
delinition cxcreise rospondents advanecs, with their misplaced reliance on Brown Shoe Co. v,
United States.™

B. There Is Abundamt Direct Evidence of Schering’s Moenopoly Power

As set forth 1n dotail 1n complaml counsel’s post-tmal bricl, thore is abundant direct
evidence i1 this case demonstrating that: (1) Schering enjoyed substantial pricing power over K-

[hr 20 prior to generic entry; (2} Schering had monmapoly power in the market for K-Dur 20); and

¥ 370 U5, 254(1962). Sole or primary reliance on Brown Shoe in defining antitrust
markets, as respondents appear (o advocate, has come under considerable scholarly eriticism,
See, e.g., Carlion & Perloff ut 614 (“The applicalion of [Brows Shoe s} laundry list of cotena has
nit led 1o precision in defimng a market for antitrusl purposes.™) (foonele omilled).
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(3} Schering’s agreements with Upshcer and AHP 1o delay generic entry were likely Lo have, and
did in fact have, actual detrimental effects on consumers.™
Schering’s monopoly power is direetly proven hy evidence that:

i. Ia ihe years prior to generic K-Dur 20°s cniry, sales of K-Dur 20 contimied to
grow compared to the sales of lower-priced polassium chloride supplements, cven
in the face of Schering’s yearly rciative price increases for K-Dur 20 (CPF 972-

87,

2, Schering, Upsher, and = = » « all forecast that generic K-Dur 20°s entry would
quickly take 2 larpc share of branded K-Dur 20°s sales and would significantly
lower the average market price pard for K-Dur 20 and its generics (CPF 83 {in
camera), 84, 96-97, 816-20 (in camera), 956-57, 902, 964-67, 970%;

3. Schering, it 1ts plans to infroduce its own gentenc K-Dur 20, recognized thal it
could profilably sell its generic product at substanlizlly lower prices — 50 percent
lower — than its identical branded K-Dur 20 product (CPYF 1115); and

4. Upsher’s K-Dur 20 was sold for half the price of branded K-Dur 20 ane
immediately took a very large percentage of K-Dur 20°s sales when it finally
entered the market in Sepicmber 2001 {CPIF 988-92).

Morcover, the conclusion that Schering had monopoly power is consistent with the large body of |

empirical rescarch on pharmaceutical competition that shows the significant impact that generics

have on their branded countcrparts” sales and on the average price paid for such drugs.™

** Schering, when it first developed K-Dur 20, aequired its monopoly legally and was
entitled 1o charge a monopely price lor its product. See, e.g., Blue Cross & Blue Shield United of
Wisc. v. Marshfield Clinic, 65 [.3d 1406, 1415 (Tth Cir. 1995) (Posner, J.) (*'a lawful monopolist
can charge what it wants™). Onr case does not challenge this. Instead, we challenge ihe illegal
maintenance of this monopoly through exclusionary conduct, the effect of which was to delay
competition to K-Dur 20 and consequently to delay the price of 20 mEq, microencapsulated,
potassivm chloride supplements from falling to a more competitive level,

" See, e.g., Richard E, Caves, Michacl D. Whinston, & Mark A. urwilz, Patent
Expirction, Entry and Competition in the U.S. Pharmacentical Indhsivy, in Brookings Papers on
Economic Activity: Microeconomics 1 {1991); Congressional Budget Office, Huow lncreased
Competition from Generic Drugs Has Affecied Pricer and Returns in the Phurmacentical
Tndustry (1998); Richard G. Frank & David 8. Salkever, Generic Entry and the Pricing of
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Taken together this evidence conclusively establishes that Schering had monopoly power
— “the power to control prices™ — in the market for K-Dur 20 at the time it cntered into the
agrcements with Upsher and AHP. This evidence alse proves that Upsher’s and AHPs
agreements with Schering, by delaying generic entry, made a “real world difference™ o
consumers and to competilion al the iime they were entered in 1997 and 1998. This direct
evidence of anticompetitive cffcets obviates the need to engage in the static market definition
exercise lhat Sehermg :amd Upsher advocate in their post-trial briefs.

C. Reliance nm Other Methods Establishing Monopoly Power Is Unnecessary

Upsher, in its post-trial bricf, provides a two-page laundry list of other melhodologies —
including price tests, economeiric studies, and ihe measurement of pl’i;;‘.-ﬂ clasticity — that
complainl counsel’s economic expert, Profcssor Bresnahan, might have performed to help
citablish monopely power. Upsher Brief at 107-08. Beeausc Professor Bresnahan did not
perlorm the speeific (ests Upsher identifies, Upsher asks this Court Lo infer that complaint
counsel did not prove anticompetitive effects from the respondents” agreements. See Upsher
Briefat 106.

Professor Bresnahan knows these methodologies well, and he has used them in the past
when he was tﬂe chief econonust at the Department of Justice Antitrust Division and as an

academician. In fact, Professor Bresnahan is one of the pioneers in developing methodologies

Pharmacenticals, 6 . Econ. & Mgmt. Swategy 75 {Spring 1997); Henry G. Grabowski and John
M. Vernon, Braad Lovally, Entry, and Price Competition in Pharmuceuticals After the 1984
Drug Aei, 35 1. L. & Econ., 331 {Oct. 1392); Roy Levy, Federal Trade Commissian, The
Pharmacentical Industry: A Discussion of Competitive and Antitrust Issues in an Environment

- of Change, Bureau of Economics Staff Report (1999); Office of Teehnology Assessment,
Pharmacentical Rel): Ceosts, Risks and Rewards {1993},
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for measuring market power.™ But, as he testified at irial, the cheice of method is a lunclion of
“the available body of facis and Information.” Tr. 6:1224 (Bresnahan). Here the dircel cvidence
of anticompetitive effects is so strong that it was not necessary to perform any of these other
methodologies. As Prolessor Bresnahan explained it:

Economists define iarkets in order to establish the area wilthin

which compctition will decrease prices. A markel is an area within

which an addition of competition will lower priccs or a sablraclion
of competition, a lessening of competition, will raisc prices. . . .

Using that principle . . . I defined the market to be . . . K-Dur ()
and generics for it bceause it was clear that the competition within
that class wonld lower prices, that the remaval of compention
within that ¢lass of products would raise prices, and in netther case
trivial. 1t would raise them and lower then substantially,
Tt. 6:1222-23 {Bresnghan).
D. Respondents Mizconstrue “Reasonable Interchangeability™
At the heart of the respondents’ product market discussion is the argument that many
other potassium chloride supplements arc “‘reasenably interchangeable® wiath K-Dur 20. While
Lhere is 1o doubt that numerous pharmaceutical products in addition to K-Dur 20 eontain
potassium chloride and can be used to treal polassium deficiency (“hypokalemia™}, this provides
no proof that those other therapeulic agents are “reasonable” substitutes for K-Dur 20 in the

antitrusl sense. First, as the Supreme Court explained in Brown Shoe, the reasonable

imerchangeability of use between products provides only “[i]he onter brundaries of a product

" See, e.g., Timothy F. Bresnahan, Empirical Studies of mdustries with Market Power, 1
Handbook of Industrial Organization 1011 (R. Schmalenses and R. D. Willig, ed. 1992);
Jonathan B. Baker & Timothy F. Bresnahan, Empirical Methods of fdentifying and Measuring
Market Power, 61 Anfitrust L.J. 3 {1992).
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market . . . within this broad market, well-defined submarkets may exist which, in themselves,
constitute product markets T antitrust purposes.”™ Second, as the Supreme Court teaches in du
Pont, reasonable interchangeabilily 18 not just a question of the functional subshitulability of
products, as respondents suggest, but rather must take into account “price, use, and gualities.”
351 UK. at 404 -

K-Dur 20, as discussed in detail in owr post-tial bref ind findings, has a number of
imporant characteristics that distinguish it from Lhe other potassium chloride products that werc
availablc at the time of its mtroduction. CPF 1037-70. This helps explain why it was priced
significantly higher than most other produets, and nonetheless conlinued 1o grow 1ts salcs doypile
significant vearly price increases refative to the other products. CPF $72-87, This also cxplains
why Upsher and AHP were 50 eager to get into the business of selling their own 20 mEq
potassium products. For if all potassium chloride products are fungible (as respondents suggest),
why bother?s' Dr. Kerr, Upsher's sconomic expetl, knows why, as he scknowledged at trial: “If
a pioneer’s patent did not provide any market power, there would be no reason for a generic to
challenge the patent.™ Tr. 27:6571 {Kcrr). More importantly, one of complaint counsel’s health _
plan witnesscs, Russell Teagarden, who is also a pharmacist, explained why there are so many
diflerent potas.sium chloride supplements and why health plans keep a number of them on their
formularies. As Mr. Teagarden explained, this is the case not because all potassium chloride

products are freely substitutable, but rather the opposite, they arz nol freely substitutable.

370 ULS. at 325 (ciling du Ponf).

8 Curiously, al one point in ils post-rial briefl, Upsher actually argues that K-Dur 20 had
some “inherenl disadvaniage™ compared to othcr potassium chloride products because of its large
dosage size that made it difficult for paticnts to swallow. Upsher Brief at 78-75.
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The reason [s that potassinm chlorde is not well toleraled by
patients. [t's not pleasant — by itsellin gsolution, 1t’s not a pleasant
taste, and it can be sufficiently unpleasant and pootly lolerated that
people won't lake il So, over Lhe yoars, the decades, there have
been a vanety of dosage forms that have been engineered lo make
it more palatable, acceptable, heticr lolerated, and patients tend to
do hetler with one or the other, ind this happens to be the range
tliat is necessary to find one for a patient to accept.

I'r. 2:207-08 (Teagarden).

The case law recognizes that when prodocts, like pharmaceniicals, can be uscd for similar
purposcs but differ in terms of price, quality, consumer preferences, or other significant
attributes, the producis are considered to be differenfiated. And, although differentialed products
“compete” along somc dimensions, as the Third Cirenit Court of Appeals mled in Smifk-Kline
Corp. v. Eli Lifly & Co., a case involving the pharmaceutical industry, a relevant antitrost market
should include only those products that “have the ability — actual or potential — to take significant
amounts of business away from each other.” 375 F2d 1056, 1063 (3d Cir, 1978). A
bioequivalent generic version of a branded drug can take signilicant amounts of business away

from its branded counicrpart, preciscly because thoy are freely subshtulable. Non-AB mted drugs

cannot.

5 See, e.g., Mnre Cardizem CIY Antitrust Litfe., 200 F.R D. 297, 310-11 {R.D. Mich.
20013 (“ARB-rated genencs are freely substitutable and interchangeabie with their brand name
counterparts. Industry expeits describe them as perfect substitutes for the brand namedmg . .. In
the pharmacentical industry, there is a government-assured complete interchangeability of drug
products. This 1s why phanmacies are allowed to substitute the lower-priced generic versions ol
brand name drug products thal have been demonstraied lo the FDA to be therapeutically
equivalent.”)
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E. Respondents Kall Prey to the “Cellophanc Fallacy”

Appiication of the markel definition methodology respendents advance o the Gets in this
case produces an erroneous result commenly known as the “ccllophane fallacy.™ The cellophane
fallacy 1s derived from the Supreme Court’s decision in diu Pont, which questioned whether du
Pout had a monapoly in the market for cellophane. Critics of the decision have reeognized that
1n cases where 4 monopolist alrcady is exercising its monopoly power, using the market
delinition methodology {and identifying substitules and trying to estimaic the “cross-slasticity™
of demand between apparent substitutes)™ is likely to lead Lo an erroneous conclusion about
manopoly power. This is because a rational, profit-maximizing monopolist will raisc its prices
up to the monopely level, which also is the poini al which some customers will substitute away
from the monopoly-priced product to less desirable al;cﬂmativas, even though they would not
have substituted 1o these products if their preferred product were priced at a competitive level,
As Judge Learned Hand recogrized, “substitutes arc available for almost all commodities, and to
raise the price enough is to cvoke them.™™ Because even the products of & monopolist have
substitutes, the fact of substifution, as Professor Bresnahan pointed out, provides “no information
. . . o diseriminate between the hypothescs of competition and monopoly.”™ Tr. 34:8011

(Bresnahan). See wfso CPF 1086-89.

* Cross-elasticity of demand is “the percentage change in quantity demanded in response
to a 1 percent change in another product’s price.” Carlton & Perloff at 736.

. United States v. Ahamimem Co. af Am., 148 F.2d 416, 426 (2d Cir. 1945) (citations
omilted). See also Richard A. Posner, dntitrust Law.: An Economic Perspective 128 (1976} (*al a
hgh enough price even poor substitutes look good to the cottsumer™),
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The consequence of nsing the market defirition methodology and identifving subsiitutes
to mfcr monopoly power where a monopolist already exercises its power 15 to conclude that a
refevant market is much larger than it actually is — because inefficient substitution by customers
iz mistaken for competition. This leads to the erroneous conclusion that a firm is not
monopolist because its monopoly-priced product “competes™ with other products, and that its
market share is too small to infer 8 monopoly.™

Much of the testimony of Schering’s ceonomic cxpert, Dr. Addanid, concemning whether
other potassium chloride products are a constraint on K-Dur 20's pricing is subject to the
cellophane fallacy. CPF 1082, 1{586-82.

In addition fo falling prey to the cellophane fallacy, Dr. Addanki and Tpsher make a
munber of other basie economics mistalees. First, Upsher argues that Dr. Addanki studied the
pricing of K-Duar 20 and a number ol other potassium chloride supplements and foend that one or
more of the olher products were priced similarly to, or even above, that of K-Dar 20, Upsher
Brict at 82. By itself, thls proves nathing. To try to draw any meaningtul conclusion from such
evidence one must dizo look at whether these products were qnantitatively important in terms of
the number of units sold. CPF 1108, Sccond, Upsher than tinns around and argues that record
evidence shﬂxv;s that the 30 pereent price difference betweeon K-Pur 20 and generics was causing
the sales of generics to rise. Upsher Brief at 85. This argument not only illustrates the
cellophane fallacy (at a high enough price everylhing has substitules) and ignores the fact thal K-

Dur 20's sales wers increasing even as its price rose, but it also implicitly exhibits another basic

% Cf Carlton & Perloff at 614 (discussing the cellophane fallacy and the difficulties thal
may arse in tryjng to define markets where a company is already a monopolist),
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ceonotnic [allacy on Upsher’s part: the notion that a firm with monopoly power can charge any
price it wants because il is noi constrained by anything.

Third, Upsher argues that Di. Addanki’s testimony about Schering™s “relatively larpe
markcting and adverising expenditures™ shows that there was a loi of competition. Upsher Brief
at 83, 87. The tact that Schering advertised K-Dur 20 tells us almost nothing about Schering’s
moenopoly power, for even a monopolist wants to increase the demand for its product in order to
increase its sales. T1. 0:1229-30 (Bresnahun). See also CPF 1124, Lastly, Upsher arpues that
Schermg “spent” mullions in rebates to its K-Dur 20 customers and ihat these “investments . . .
would not have been made by a monaopelist insulated from competition.” Upsher Brief at §7.
Here too Upsher has it wrong. Absent evidence (hat Schering’s rebates reficet differences in the
costs of serving different classes of customers, selective rebating actually implics thal Schering
had market power, because it is able to price discriminale among its customers. See, eg, fi re
Brand Name Prescription Drugs Antifrust Litigation, 186 F.3d 781, 783 (7th Cir. 1999) (Posner,
Ly {"[plrice discrimination implies market power”). CPF 1092-93.

F. That a Patient Can Take Two 10 mEq Potassiam
Chloride Smpplements for One K-Dur 20 Proves Nothing

Respondents made much at trial and in their post-trial briefs about the possibility of
substituting two 13 mEq potassium chloride supplements for one K-Dur 20. Apparently, Upsher
had a program that sought to promaote this concept prior to the cventual launch of its genenric 20
mfiq preduct. This program, however, was not successful {CPF 1024-26), excepl for a period of
time when there was a shortage of K-Dur 20. From this, respondents woulid like this Conrl to

draw the inference that 10 mEq products are reasonable substitutes for K-Dur 20. Rather than
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proving actual competition, however, this cvidence illustrates how respondents have fallen prey
to the cellophane fallacy. Il also demonstrates that 10 mEq products do not constrain the pricing
or sales of K-Dur 20 in any meaningiil way.

Obvicnsly, when demand for a product is greater than its supply, people search for
aliernalives, So, it 1s no surprise that some people might have substituted two 10 mEq potassium
supplements in place of one K-Pur 20 when there was a shortage of K-Dur 203, Similarly, 1f there
wore A shortage of cars (as, say, m China), mote people would take public transportation or nde
bicycles 1o work., But this is a far cry from saying that the antitrust laws wontd (or should)
permil General Motors, Ford, and Daimler-Chrysler to jointly set their automobile prices or
oulput, ust becauss substitute modes of trangportation are available. [t also dogsn't prove that
bikes and busses constrain the pricing of cars in any meaningfil way., When there was a shortage
of K-Dur 20, people needing polassium supplements sought out sceond-best aliernatives; when
there was a sufficient supply of K-Dur 20 io mect demand, poople paid the highar monopoly
price to gel the prelerted product.

G The Agreements between Schering, Upsher, and
AHP Excluded Competition

Both Schering and Upsher proclaim that their agreement pot a low-priced genetic to
markei svoner than mighl have occumed by continuing the litization ol the patent infringement
sutt. Schering, for cxample, asscris, in its post-triel brief, that “[c]onsumers arc enjoying the
benefits of low-priced generic K-Dur 20 today because of the setllement™ Scherng Brief (L15)
at 74. Similarly, Upsher’s counsel, Mr. Curran, darmg his opening staterment claimed that

Upsher is “the consumer’s best fiiend,” and that “fijotroducing lower-priced genenic products is
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Upsher-Smith’s mission. it's iis life blood, i.t’s what they do, and it’s what they did here . .. ™
Tr. 1:74-73. In its post-trial briel Upsher goes on to argue: “Upsher-Smith’s hime 1997 had the
effect of opening the polassium markel up to three generic versions of K-Dur 2f). Rringing more
products to the market was a procompetitive effect of the Agreement.” Upsher Brief at 57
(internal citations omitted). If earlier peneric entry is good for consumers and is procompetitive
(which it is), then the reciprocal mnst be troe as well: delayed entry harms consumers and is
anticompetitive. And, if delaying generic K-Dur 20's entry hanms consumers and competition,
then Schering must be exercising market power.

It is clear that by delaying the entry of generic K-Dur 20, the agreetnents hetween
Schermg and Upsher and Schering and AHP excleded competition. Thus, the second standard
for proving monapoly power as articulated by the Supreme Cowrt in o Post “the power . . . to
exclude competition™ —1s alse met in this case. du Pont, 351 11.5. at 391, This [orther proves
that Schering had monopoly power, and that it sought to protect this power, when it entered ihe
agreemients with Upsher and AHP.Y

H. A Single Brand or Product Can Constitute a Relevant Froduet Markei

Contraty to Schering’s and Upsher’s insinuations at trial and in their post-ltial briefs, a

single brand or product can constitute a relevant product market for antitrust purposes. Indeed,

% Curiously, Dr. Addanki, whom respondents relied upon to testify about product market
issues at trial, opincd that generic entry actually may hartmn consumers. CPF 1144-49.

*" See also Richard Schmalensee, Another Look at Morket Power, 95 Harv. L. Rev, 1789,
1806 (1982} {"Evidence that competitors have conspired to . . . divide markets s treated as very
good evidence that those competitors have market power.™) (citations omitted). €f Robert H.
Bork, Fhe Antiirust Paradox: A Palicy at War with Irself 269 (1978) (“Very few firms that lack
power to affect markct prices will be sufficiently foolish to cnter into conspiracies to fix prices.
Thus, the fact of agreement delines the market.™.
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the Supreme Courl expressly has found that “in some mst:mces one brand of a product can
CONStHUtC a scparate market.” Kodok, 504 U.S. 482 (citations omitted). And, as Judge Posncr
observed in Brand Name Prescription Drugs, “[I]l would not be surprising . . . il every
manufacturer of brand name preseription drugs has somc market power.” 186 F.3d at 787
{emphasis in original). To reach such a conclusion, as the Supreme Court teaches in Kedak, onc
needs to ook at the “commercial realities.” 504 T1.5. at 482 (citations omitted).

The commercial realities show that only generic K-Dur 20 had the potentizl to take
signilicant atnounts of business away from Schening’s K-Dur 24, Prior to generc entry, K-Dur
20 had features that no other potassium supplement had, including its ease of dosing and
microencapsulation. CPF 1037-70. Tn fact these differences were sufficiently signifieant that
dunng s opening Mr. Niclds sought to demonstrate how unique K-Dur 20 was by dropping a
tablet 1 a glass of water, while heralding Schenmyg as “the only onc™ to figure out how to make
20 mEq dogages. Tr. 1:51. Now respondents wish to imply that all potassinm chloride prudu-cts
are fungible. The commmercial realities, however, show that no other potassium chioride product
could have the cifect on K-Dur 20°s sales and profitability thal entry of a generic version of K-
Dur 20 was expected to have and, in fact, did have. Accordingly, the relevant market in which to
analyec the anl-icumpaliti‘ufﬂ effects of Schering’s agreements with Upsher and AHP is the sale of
K-Dur 20 and its generic equivalents in the Uniled States.

This market accurately reflects the unique compelitive dynamic that typically cxists

hetween a branded drug and its generic counterpart.® Indeed, it is precisely this unique

 Schering’s counsel, Mr, Nields, undetstands the commercial realities of cornpatition
betwreen a branded drug and 1its generic cquivalent, as revealed by the following questions he
asked during the cross-cxammation of Prolessor Bresnahan:
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competition — the fa& that generic entry effectively commoditizes its branded. cquivalent
overnight — that explains why Schering was witling to pay Upsher snd AHP to delay generic
entry.

Schering and Upsher, nonetheless, msist the relevant market consists of all potassium
chtoride supplements, and that K-Dur 2()’s share of tlwat market is too small to infer monopoly
power® To aceepl respondents’ definition of the relevant market 2s including all potassium
supplements, onc would have to 1gnore commerdial realitics and conclude that the entry of
generic K-Dur 20 made little difference to consumers and to competifion. Indeed, to accepl
respondents’ arguments about the shsence of monopoly power one would have to conclude that
Schering was acting imationally when it spent millions of dolfars bringing its patent lawsuits
against Upsher and AHP to prevent them from entering this allegedly “crowded™ market. Upsher

Briefat 1. Onc would also heve to conelude that Upsher and AHP were acting itrationally when

Now, Professor, isn’f it true that the competition that exists between a

brand name company and it’s A-B rated generic has some very special

features to it?

Yes. | mean, the — you mean, the competition between the brand name
firm's product and the A-B mted generic to the product.

Yes, [ should have asked the question that way.

Yo,

2

And isn’t it tue that the generie virtually always, iCnot always, onderprices the
brand name?
That’s trie, too.

And they always take sales away from the brand name, correct?
Yes.

e A A S e

Tr. 6:11706-80 (Bresnahan).

@ See, o.g., Upsher-Smith’s Memorandum of Law in Support of Its Motion to Dismiss at
18-23 (Feb. 12, 2002).
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they tade their investments, incheding the costs of delendimng againsl Schering”s lawsuils, 1o
develop and markel genenc K-Dur 20, especially since Upsher and AHP already markeled a
number of other allegedly “competing™ non-20 mEq polassiun chlonde products.

Record evidence of he comimercial realities beﬁes respondents’ conlentions. There i5 no
doibt that patients who take generic K-Dur 20, and those wha pay the bills for preseription
drugs, realized significant savings when generic K-Dur 20 finally became available n Seplember
2001, Thers is no doubt that Schering, L psher, apd AP were aware of the cffect that genene
entry would have on K-Dur 20°s sales when they enlered thedr 1llegal agreements. And, there is
1o doubt that by delaying the cotry of generic K-Dur 200 in accﬁrdance with their illegal
agreements, Schering, Upsher, and AITP harmed competition and conswmers.

There is no nged to infer anticompetitive effects rom cireurastantial cvidence ghout
market share in this case. The real world anticompetitive effects of the itlegal agreements — and

hence Schering”™s monopoly power — are ditectly proven.™

* Upsher argues that complaint counse! have failed to establish that it had the specific
intent 10 enter into a conspiracy lo monopolize. Upsher Brief at 120-24 The cases it cites in
support of its argument, however, do nol contradict the law or evidence set forth in our post-trial
bricl, See Complaint Counscl Brict at 98-101, Many of ihe cascs Upsher ciies mvolve
defendants in vertical relationships (c.g., a supplicr and its customers), where a shared
menopelistic intent makes no sense, as contrasted with the horizontal relationship betwocn dircct
competitors as in this case, where 8 conspiracy to monopolize does make sense. See Belfiore v.
New York times Co., 826 F.2d 177, 183 (2d Cir. 1987) (finding no specific intent where vertical
relationship “created compention™); In re Microsoft Corp. Antivvust Litig., 127 T, Supp 2d 728,
131-32 (D. Md. 2001) tholding no specifie intenl where vertical relationship gave co-
conspiralors dvergrent incenlives); Crenetic Sys. Corp. v. Abbott Labs., 691 F, Supp. 407, 422
(D.D.C. 1988) (same). The olher cases Upsher string cites stand for the rather obvious
propogition that a plainti{l must demonstrate that the defendants agreed to accomplish something
the antitrust laws prohibit. See International Distrib. Ctrs. v. Walsh Trucking Co., Inc., 812 F.24
786, 795 (2d Cir. 1987) (holdiug nu spocific mient whers plamili[T failed Lo “offer a scinilla of
cvidenee that” the defendants agreed to do anything that would assist ihe alleged price-lixing
conspiracy); Building fndus. Fund v, Local Union Ne, 3, 992 F. Supp. 162, 186 (ED.N.Y. 19958)
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¥1I. SCIERING AND UPSHER ENTERED INTO TITEIR AGREEMENT KNOWING

THAT I'T WOLILD ENSURE THAT UPSHER DID NOT TRIGGER THE

HATCH-WAXMAN EXCLUSTVITY PERIOD UNTIL 2001

Respondents” briefs snggest that Upsher’s eniitlement to the Hatch-Waxman 180-day
exclusivily period is relevant to this case only il they entercd into their agrecment with the
speci fic inient to manipulate the caclusivily pc:riqr:-d. Indeed, Upsher once again aticmpts lo
import criminal intent standards into this case.™ In fact, however, the 180-day exclusivity period
is relevant ta the Schering/Lipsher Smith agreement in two respects, neither of which requires
any showing of specific intent.

Firsl, the 180-day cxelusivity period provided an additional reason for Schering to pay
Upsher to stay off the market. Schering knew that Upsher was the first to file an ANDA with a
Paragraph IV certification, and thus was eligible for the exclusivity peried. CX 225 at SP 08
D008, Moreover, although Upsher’s brief states that “the 180-day period was never discussed

during neypotiations,” [Jpsher’s President, Tan Troup, had in fact referred to that very 1ssue, stafing

10 Schering executtve Martin Driseoll that Upsher’s lannch ol its generie K-Dur 20 produet conld

{holding no specific intent where the plaintiff failed to offer any evidence of agreement to any act
o1 groupp of acts that would violate the Sherman Act). The first group of cases are of no
relevance becanse Schering and Upsher were horizontzl competitors with strong incentives to
monopolize the K-Dur 20 market at the time of the agreement. The second set of cases are
mapposite because the selllemenlt agreemenl 1sell provides ditect evidence of respondenls®
shared intent to allow Schering 1o maintamn 1ts monopoly (and their mient to share the monopoly
profits) until Septamber 1, 2001,

I See 17psher Briefat 118, citing Umiterd States v. Critzer, 498 F.2d 1160 {4th Cir. 1974)
{crimintal lax evasion), James v. Umited Steies, 300 115, 213 (1961). Upsher also cites AFL-CIO
v. Fed Flection Comm s, 628 F.2d 97, 100 (D.C. Cir. 1980) (civil penalty provision requiring
“knowing and willful” viclation of lcetion laws).
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“opcn a floodgate™ of gencric competition to K-Drar 20, CX 1529 (Troup ML) at 88:5-23.7
Although much attention has been given to the uncertainty regarding the effect of settlement on
Upsher’s cligibility for the cxelusivity period that existed at the time of their June 1997
agreerient, one thing was absolutely clear: Without a settlement, an Upsher launch of its product
would undoubtedly “open the floodgate™ to other firms seeking to offer generic competition to K-
Dur 20, In confrast {p that certain outcome, by paying Upsher to forestall entry, Scheritip had a
reasonable possibility of delaying the opening of the gate. It 18 wholly implansible that Upsher
and Schermyg acted unawars of that possibility.

The sceond way in which the 180-day exclusivity period 1s relevant concerns the ultimate
eftect of Schenny’s agreement with Upsher. Upsher did in faet retain its exclusivily righls after
the settlement. CX 612 at AHP 13 D006&7 (FDA lettcr to AHFP advising that (inal approval of its
product was stayed pending expiration of 1 80-day exclusivity periody. As a result, Schering’s
agreement wilh Upsher-Smith not only delayed enfry by Upsher, but also had additional
anticompetitive effects — beeause any delay in Upsher’s market entry would aiso serve to aveid
Upsher’s triggenng of its Hatch- Waxman exclusivity righis. The complaint does not charge thal
this additional cffect croated a separaie and independent viclaion of law, or allcge a scparaie

conspiracy concerning the exelusivity period.™ Rather, the impact on third parties is merely

™ Mr. Troup icstificd that the “open the [loodgate” threat oceurred in & telephone
conversation with Mr. Driscoll. Seze CX 1522 {Troup IH) at 87-88. At trial, Mr. Troup carefully
stated that the subject ot 180-day cxclusivity “was never raised af any time by any person on
cither side of the negotiating table af any mecting at all.” Tr. 23:5492-93 {Troup) (emphasis
supplied).

™ Schering’s brief acknowledges that no independent violation relating to the 180-day
exclusivity period is at issue in the case {vee Schering Brief (US) at 75 n. 23), but continuss to
quote a portion of a speech by Commissioner Leary (id. at 76) that expressly refers to issues
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another effect of the umlawful agreement 1o exchange payments for delaved goneric eniry. This
additional effect on third parties anses from, and is directly atiributable to, the effect of the
payments on entry by Upsher ™ And the effect arises notwithstanding the unceriainty that it
would occur al the lime the parties entered mio the agreemenl.

As the cascs cited by Upsher sugyest, the partics” uncertaintly thal their agrcemend would
maintain an obstacle to generic cntry wensld! be relevant in an action that sought Lo impose
criminal or civil penalties on respondents. The remedy songht here, however, involves no
praislunent and requires no finding of a knowing or intentional vicialton of law. Respondents’
specific intenl argument appears o resl exclusively on langrage in Your Honer's October 31,
2001 Order denving their motions to dismiss the complaint, but we believe their reading of the
order is incorrect. The order emphasizes the element of concerted, rather than unilateral, action

charged in the complaint.™ It is entirely consistent with the desision in the Cardizem €D case,

regarding agreements not to waive exclusivity in the absence of @ "reverse™ payment. ‘Thomas
13, Leary, Antitrust Tssues in the Settlement of Phannaceutical latent Dispuies, Part I (May 17,
2001} availabte at hitp:/ww fic. gov/speeches/leary/learypharmaceuticalsettlement. him
{(“Ahsent reverse paymenis, the compelitive impact [of agreetments not to waive exclusivity] is
ambiguous™).

* Upsher argucs that had it not sertled it might have: {1) loat the patent case, and {2} still
rctamed its exclusivity rights, with the resulf that other generics would have been blocked nntil
180 days after patent expiration. As we noted above, the view that Upsher would have retained
its exclusivity rights after losing the patent case has no suppart in FDA or court pronouncetnents,
and there was confhicting expert testimony in this proceeding on whether that is currently the law.
But in any evenl, complaint counsel’s experl, Mr, Hoffman, made it clear that his opmion thal a
losing first ANDA filer would retain exclusivity is based on his view of the law as it stands
today, and not at the time of Upsher’s JTune 1997 agreement with Schering. See CTRF (Schering)
1 482,

# See Ovder Denving Motions of Respondents Schering-Plough and Upsher-Smith to
Dismiss the Complaing (October 31, 2001} at 9 (noting that complaint sufficiently alleged
concetted action, but that respondents could seek 1o prove at trial that the exclusionary effect was
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where the court disnnguished betwecn effects ansing from a goneric firm's wilaleral decision
nol to tigger its exclusivity period, and conceried action thal has that eflect.™

Fmally, respondents™ “no harm-ne foul™ arcument — suggesting thal delaymyg the
triggering of Thpshet’s exelusivity period did not acmally serve to block any firm thar was
othcrwise 1n a position 1o go 10 markel - 1s plainly incorrect. By delaying Upsher's entry, the
parties’ agreement would delay the slimination of a barrier to generic entry. The [act (hat outside
events created additional obstacles to their entry — in AHP’s case, its agreement with Schering,
and tn Andrx’s case, ils lack of tentative FDA approval — does nol undermine the clear
LT?

anticompetitive lendency of the agrecmen

VIII. THE COLLATERAL RESTRAINTS ARE FURTHER EVIDENCE OF THE
ANTICOMPETITIVE CHARACTER OF THE AGREEMENTS

Beth respondents argue that the agreements’ ban on competing with a#sy 20 mEq micro-
encapsulated potassium chloride product is mereiy a reasonable adjunct to a legitimate patent
setilement.™ Bul whalever the justificalion mighl be in seltlements thal do not invelve 4 paymenl
for delay, the provisions in these agrecments wore not ancillary to a legitimate sclilemeni. Here,

the requiremcnts served to [arther anticompetitive amrangements designed to kecp Upsher and

2 congequence of the operation of federal law and unilateral action by Upsher).

" See Cardizem CD Antitrust Litig., 105 F. Supp. 2d at 658 (Hatch-Waxman
Amendments penmit certain unilateral action but do not anthotize agreements to restraim tradce).

7 See Andrx Pharm., Inc. v. Biovail Corp., 256 F.3d 799, 806-808 (D.C. Cir. 2001)
(absence of tenlalive FDA approval did not preclude injury to laler ANDA filer allegedly blocked
by agreement between branded drug company and first ANDA [iler).

™ See Schering Brief (ESI) at 32 n.25; Upsher Bnefat 111-14.
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AHPF from undertaking any gencric competition to K-Dur 20 for scveral years. This was part of
the package of restraints that Schering bought with its multi-million dollar payments.

Moreover, Schering makes no mention whatsocver of the other restraints included 1 its
agreement with AHP: the bars on condueting bicequivalenee studics, selling more than one
generic product between 2004 and 2006, and AHP’s transferring its ANDA. Indeed, if AHP’s
position in the mfringement case was as weak as Schering would have us belicve, then AHP
nright logeally seek to underiake further research to design around the *743 patent. The more
cxtensive reatraints Schoring imposcd on AHP are unlawful and are forther evidence that the
agreement was designed to delay generic entry.

CONCLUSION

For the reasons get forlh above and m our post-trial brief and findings, respondcents”™ acts
and practices constinute unfair methods of competition in violation of Section 5 of the FTC.

Accordingly, we respect{udly request that Your Honor issue the proposed order appended to our

Respectinily Submitted,
Karen Bokat

Philip 1. Fisenstal
Bradley 8. Albent
Clizabeth R. Hilder
Michael B. Kadcs
Markus H. Meicr

post-trial brief.

Counsel Supporting the Complaint

Dated: May 14, 2002
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L THE OUTCOME OF SETTLED PATENT LITIGATION
CANNOT BE RELIABLY PREDICTED

Schering admits, at least with regard lo the Upsher case, that it is impossible to say who
wonld have won the settled patent litigation, making any competition that might have resnlted
from continuation of the litigation “unknown and uncertain.™ Sehering’s gwn cxpert, M.

O’ Shaughnessy, a patent trial lawyer, testified that litigants scek sefilement because patent
litigation is by its very nature unpredictable.” In obvious centradiclion, however, Schering asks
this court to predict that it would have won 1its patent litigations against AHT™ and Upsher.?
Recognizing the inconsistency of its own theories, Schering also provides an alternative theory

that requires this evurl 1o delermine that the split of the patent 1ife in the two agreements “Fairly

' Schering Brief (UUS) at 63, 74.
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Tr. 28:7065 ({2’ Shaughnessy).
* Schering Brief (EST) at 33.
* Schering Brief (US), Attachment A al 11,
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reflects the relative sirengths of the parties” positions on the merits as set forth in and supported
by the record before the distriel couri.™

The court should decline Schering’s suggestion that it take on efther 1ask. Ag explained in
complaint counsel's Post-Trial Bref, such a delerminalion is irrelevant (o the antitrust analysis of
the settlement agreemcnts. Furlhormore, il 1s not possiblc to teliably predicl the oufcome of
patent lligation that settled or to reliably and precisely predict the probability that one side or the
other would have won. Schering’s theory that the split in the patent life reflects the probability of
the cutcenie of the litigation requires that that probability be deteammed with an unattainable
degree of precision and accuracy in order to provide any meaning{ul comparison. Even if it were
possible to asscas the probabilities within a 10% range - and itisnot - the comparison Schering
suggests would miss agreements that cost consunzers tens, even hundreds of millions of doflars.*

There are myriad reasons that we cannot predict the outcome. We cannot recreate the
conditions of the underlying patent litigations, The defendants in those lawswits, Upsher and
AHP, no longer have any incenlive to defend their products against allegations of infringement.
We can never know how the partics would have developed the evidence and legal argumerils,
what evidenee would have been admitted at trial, or how thosc courts would have weighed the

evidence,” assessed witness credibility and viewed the legal issues.® As Schering’s expert, Mr.

3 Schenmg Bricl {US), Allachunent A at 11; Schening Bricl (ESD), Allachment A at 12.

¢ See Complaint Counsel’s Post-Trial Brief at 73-74 for an explanalion of the degree of
precision requircd for Schenng’s proposed analysis.

? Thc only availahle evidence on the district court fudges” views of the merits is the
trangetipls of the hearmyrs 1n the underlying htigations. Schermyg igmores these trapsenpts in
arging the likely owtcome of the hitigations. See SPX 1305% (Transcript of Hearing on Upsier’s
Mﬂﬂﬂnfﬂrﬂumm-}udmeﬂt);ot1»:4--a--v-r-ac---a--c---t-u
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O°Shaughnessy, explained, even partics in palent litigation cannot reliably predict the oulcome,
parlicularty because they cannot anticipate how the evidence or arguments will be perecived by
the fact finder.’ Schering further admits, ihrough boih its attorney and its patent experts, Mr,
O’ Shaughnessy and Mr. Miller, that the probabiliiies of erther side winning cannot be precisely
measured

Schering relies on the opinicn testimony of a patent attorney, Mr. Miller, to support its
asscrtions regarding the twe underlying patent litigations. Mr. Miller's opinion is merely his
personal and subjective vicw of the imited record he had available to him. He had no access to
information relevant to the merits that the partics withheld as privileged and he did not review the
complele record. His views were not based on the parties” own contemporanecous assessments of
the litigations."" He admilledly could not know how the court in the underlying hitigation would
have viewed the evidence and arguments of the litigants, or even what that evidence and

arguments would be.” He had no knowledge of the judges’ impressions of the merits of the

= » « The most telling {act about this evidence may be that Schering settled « « » « »
immediately following the hearings. CPF 111, §28-831.

glqggTr_IE:E?SE_QS(MH]_CI‘};fll-iliiliiillitlill.iqi;.iiii
ﬁi."'II"IIII'III--;CPF136U_63‘

* Tr. 29:7116-17 (O’ Shaughocssy).

' Tr. 13:775 (Nields) ([W]c don’t purport lo try to be mathematical about it.): Tr: at
297119 {O’Shaughnessy) (A prediction can only be a “rough approximation.”y; CPF 1356-1358.

U Tr. 15:3289-90 (Miller).

]2Trlls:Ezgspg?r{_MilIer};...‘...“‘I'IIlllllillii.iitt-‘

* & 4 4 % & & W B FFE AR A
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litigations." ‘Thus, he had no basis for predicting how the couwrts in the underlying patent
litigations would have decided those cascs.

To the extent that Mr. Miller attesnpls 1o predict the probable outcome of the litigations, or
thal Schenng attempts to use his opinion to support such a prediction, Schering sitmply proffers
unretiable speculation. Although complaint counsel does not renew itz motion to exclude Mr,
Miller’s testimony [rom evidence, the framework for analyzing reliability provided by the
Supreme Court in Daubert is instructive in assessing whether Mr. Miller’s opinion testimony
constitutes reliable evidence and the weight il should be accorded. The Suprane Court, in
Dunbert, proved four guides as to whether & theory or technique s reliable: (1) whether the theory
or technique can be iesied; (2) whether the theory or technique is subject to peer review; (3) the
existence or maintenance of standards controlling the technique’s operation; and (4) whether the
theory or technique has achieved general acceptance.” Testimony predicting how a court would
have decided settled patent litigation, or even the probability that onc side would have won, fails
on cvery test. As Mr, Miller conceded, such (estimony can never be tested. He knows of no
instance in which a court has accepted such testimony as reliable.’” Schering has pointed to no
kmown or generally accepted technigue of handicapping settled patent litigation, no method of
PEET Teview ana no applicable standards. Mr. Miller’s testimony is not a reliable indicator of the

likcly oulcome of the settled cases.

? Tr. 15:3290-91 {Milter).
" Daubertv. Merrell Dow Pharms., Inc., 508 1].8. 575, 593-05 (1995).
9 Tr. 15:3295-96 (Miller).
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Schering attempts to mask the unprecedented nature of the detenmination o likely
outcome tllgt It requests (fom this court by analogizing it to the determinations that eourts make
when deciding preliminary injunction metions or reviewine class aclion seitlements.'® The
analogy fails in both instances. When a federal district court judge evahluates a patentee™s
likelihood of success on the merils in the course of deciding a motion seeking a preliminary
injunction, oI reviews a propesed class-action settlement, he has before him the plaintiff and the
defendant, the parties with the best command of the evidence and the incentive 1o champion their
respective positions.  In a hearing on a preliminary injunciion, the judge’s task is to assess the
likelthood of success in that litigation, before that very same judge, based on a presentation by the
same parties, with some of the samc wilnesses and evidence he would cxpect to see at any
eventual inal. That 1s a far cry from what Schenng asks this court to do: assess the likely
outeome ol litigation that settled five yoars ago, before a different judge, involving different
parties, diffcrent witnesses and different evidence.

When reviewing a class action setticment, the trizl judye evaluates whether the settlement
15 fuir, adequate and reasonable. Miller v. Rep, Nai. Life Ins. Co., 559 F.2d 426, 428-25 (5% Cir.
1977}. Even when the strength of the plaintiff’s case plays a role in that evaluation, the judge
considers the sﬁcngth ol Lhe case before him, not a different case involving different partics that
settled long age.”” Anappellale court aptly articulated this principle when it explained why it

reviewed a the trial court’s decision of whether to approve a class-aclion settlement for an abuse

¢ Schering Bricf (ESD at 37.

' Schering’s class action avalogy is also inapposite for the reasons set forth in Complaint
Counsel’s Post-Trial Brief at pages 76-78,
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of discretion:' “Such a determination is cornmitted to the sound discretion of the trial judge.
Great weight is accorded his vicws because hie is exposed to the litigants, and their siraiegies,
positions and proots. He is aware of the expensc and possible legal bars 1o success. Simply
stated, he is on the firing line and can cvaluate the action accordingly.” Var Horn v. Trickey, 840
F.2d 604, 606-07 (8" Cir. 1988). Tere, we da not know the views of the district court judge who
was “onc the finng line™ and this court cannot take his place. |

Even beyond this faci, the preliminary injunction and class sction analogies fail because
neither requires the judge to make the precise, exacling assessment on the probabilities of either
stde winning (hal Schering seeks here. See Fan Horn, 840 F.24d at 607 {upholding district court™s
approval of class acltion settlement despite conclusory evaluation of merits).

Schering accuses complumi counsel of rejecting its theory that an evaluation of the patent
merits i3 necessary to asscss the compelilive impact of the settlements because patent cases are
technical and compiex. This misstates the poinl. Schering asks this court to undentake the
unpossible task of determining the outeome patent litigalion, settled on an incomplete record,
pursued before a different judge, with ditfferent partics and differeni evidence. The fact that patent
litigation is admittedly complex and technical oniy componnds the impossibility of that task.

The uui-:ccnme of the patent litigations was uncertain but the parties chose to eliminate that
uhcertamty by settling. This court cannot now ignore thal uncerlainty and reliably predict the

outcome or precisely define any party’s chances of winning. Therefore, the antitrust analysis must

* Trial court decisions on preliminary injusction motions in patent cases are lso
reviewed by appellate courts for an abuse of discretion. See Sofimor Danek Group, Inc. v
DePuy-Moicch, Inc., 74, F.3d 1216, 1219 {Fed. Cir. 1996).
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begmn wilh the imcontested factual predicate that the outcome of the patent hitigation was
uncertain.” Schering’s evidence on the patent morits is irrelevant lo that analysis.
IL. THE UNDERLYING PATENT LITIGATIONS

A, Schering Has Not Proven That [t Would ITave Won,
or Its Precise Chances of Winning

Even if one accepted Schering’s premise that the outcome of settled patent litigation and
the probability that one party would win that litigation could be reliably predicted, Schering has
fafled to prove either that it would have won, or ils precise chances of winning, the Upsher and
AHP patent litigaticns. Both Upsher and AHP prepared substantial defenses to Schering’s
infringemenl suils that rebutted every contention between the partics. Any attempt to assess the
meriis of the underlying litigations must focus on those contentions. Complaint counsel’s
techmical and patent law cxperts aiso rebuiled the positions taken by Schering in this proceeding
regarding the patent merits.”" For instance, complaint counsel’s patent expert, Profussor Adelman,
testifted that Upsher’s argnments regarding non-mfringement created so many hurdles for
Schering to overcome that its likelihood of winning “approaches zero.™®'  In light of this

evidence, Schering’s purporied proof of the merits in the patent casc fails.

¥ CPF 117, 840,

* Indeed, the diverging views of the technical and patent law experts offcred by Schering
and complaint connsel in this proceeding and oficred by Schering and its opponents i the
undctlying patent hittgations fmther demonstrate the impossibilily of predicting the likely
outcomne of the patent mfringement suits.

2 Tr. 15:7735 (Adelman).
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B. The Applicable Law on the Infringecment Issue

In the underlying patent litigations, Schering hore the burden of proving that Upsher's and
AHP’s producis infringed the “743 patent by a proponderance of evidence. See Envirotech Corp.
v. Al George, Inc., 730F.2d 753, 758 (Fed. Cir. 1984), Palent infringement is determined in two
steps. First, the cownt construes the patent claims, as one of ordinary skill in the art would
understand them, as a matter of law. See Marbman v. Westview Instruments, Ine., 52 F.3d 967,
979-81 (Fed. Cir. 1995) {en banc), aff d, 116 5. Ct. 1384 (1996). When construing the claim, the
court looks [irst to the inmnsic evidence of record, 1.e., the patent itself, including the claims, the
specification and the prosecution history. “Such intrinsic evidence is the most significant source
of the legally operative meaning of disputed claim language.” Vigronics Corp. v. Conceptronic,
Inc., Q0 F.3d 1576, 1582 (Fed. Cir. 1996}, The properly construcd claims are then compared Lo
the accused device to determine whether it infinges. 'T'his second stcp pregents a question of fact.
See Markman, 52 F.3d al 979, To establish literal infringement, a patentce must demonstrate that
every limitation scl forih i a patent claim is found in the accused product, exacily. See Becton
Dickinzon & Co. v. C.R. Burd, Inc., 922 V. 2d 792, 796 (Fed. Cir. 1990),

IF an accused device docs not literully inflinge a claim beeause it lacks some element of
that claim, the i:mlx-:ntaa may allege inlringement under the doctrine of cquivaienis. The accused
preduct infringes only if contains some clomcent thal is equivalent to, or insubstantially different
from, the claim element which it lacks, See Warner-Jenkinson Co., ne, v, [filton Davis Chemical
Co., 320 U.5. 17, 35-36 (1997). Whether the substituted foature of the accused product is
equivalent to the missing claim element is a question of facl. See Southwali T Ecﬁ;, Inc. v,

Cardinal IG Co., 54 F.3d 1570, 1575 (Fed. Cir. 1995). The doctrine of equivalents is nol,
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however, a tool for expanding the proteetion of a patent afler examination has been completed.
See Hormone Research Foundation, Ine., v. Gengtech, Inc., 904 F.2d 1558, 1564 {Fed. Cir. 1990).

The doctrine of prosceution history cstoppel places ¢ significant limitation on inftingement
under the doctrine of equivalents. Under the doctring ol prosecution history estoppel, a patentee
cannpt capture through the doctrine of equivalents subjeet matter that e surrendered during
prosccution of the patent. See Souwthwalf Tech, Fac., 54 F.3d at 1580, In other words, even il an
accuscd product has a feature that 1s equivalent to a missing claim clement, the patentee is
estopped from arguing infringement based on that equivalency if he surrendered that fealure while
pursing 1he patenlability of the claim before the Patent Office. See Arhietic Alternatives, Ine. v
Prince Mig., Inc., T3F.3d 1573, 1382 (Fed. Cir. 1996). Whether prosccution history estoppel
applics is a question ol law. See LaBounty Mz, Inc, v. United States Int T Trade Conn'n, 867
I.2d 1372, 1576 (Fed. Cir. 1989).

C. The Schering/Upsher Litigation

1. The course of the litigation

From the begimming of its development of Upsher’s generic K-Dur 20 product, Upsher was
aware of and attcmpied to design around the ‘743 patent.® In fact, Upsher believed it had
succeeded in tlﬁs goal.® In its litigation with Schering, Upsher vigorously contesicd whether iLs

prﬂd‘mt inﬁ-i"ged. * & 4 4 & &4 4 B & & 4 & & & & ¥ ¥ F OF X BB 8 BB B BB 'Id

2 CPF 90
2 CPF 91
®» CPF100-01.
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The ‘743 patent describes and claims a controlled-release potassium chloride tabiet
containing potassium chloride crysials coated with specified coating matcrial. The patent
explains that other controlled-relcase potassium chloride dosage forms were known, but that the
coating material described in the 743 patent provided certain advantages.” All clmims of the 743
patent, including claim 1 require, at a minirmun, 3 pharmaceutical dosage unit in tablef form
comprising the elements (a) potassium chloride cryslals and (b) a coating material for (he crystals,
wherein the coaling material includes a mixture of cthylecllulose (“EC™) having a viscosity greater
than 40 centipoise (“ep”) along with hydroxypropyleellulose (“HPC™) andfor polyethylenc glyeol
(PEG).™
23.--;-----&;-«--»-;.-----n---ttnt-t--------tnr

-i-.-i-l---'.Iin‘?

& & B ¥ & & & & ¥ & % ® & BFFEEEEFEF PR R RN

& 4 & & & 4 & F & & & & ¥ ¥ ¥ FF F A R FE 4 F A & & B % & § %Y Fw wy ¥y §s E ST EF ¥FEruE FE BB

* B % B % 4 E F & % & F & & & & wmp oy ¥ OB F F B F 4 F B & F B & 4 & & 4 4 & B N b 4 ¥R BRFEm

B X 12 at FIC 0021319-21321 {the ‘743 patent).

¥ CPF 10Z; CX 12 at FTC 0021322-23 (the ‘743 Patent).

ZTIIIII.'-I‘

18

A-11



¥ ¥ ¥ F % F F ¥ F Ff F F ¥ F 4 F 48 F 8 % &8 F 82 0 yD oy R A A A AR N A oE

9
#* ¥ & & ¥ 4 4 F F &+ & 4 & F & & "~

# & & m 4 & & » ¥ = §F ¥ OF F F B F +# B & F & A W §y PR RPN

* ®E % ® ¥ 4 ®E F F & E F & B 4 B & & & & & & & F = & § & F P F 8 OB B B OB B Bk & A A ¥ BN OB W

!
"II‘IIII'I""I"'l-.'-l.'iiii‘ﬂillililiitliinll

The parties settled the cvening of the hearing on Lipsher’s summary
judgmeni motion, before the court could rule. ™

2. Schering has not proven that it conld overcome Upsher®s
prasecution history cstoppel argument

An evaluatien of Upsher’s prosecution history esloppel argument requircs a thorough
review ol the prosecution history (the patent applicant’s negotiation with the Patent Office) of (he
“743 patent. The *743 palenl malured from patent application no. 830,981 (the “981 application).
The claims which Schering originally filed in the Patent Office required, al a minimmzm, a
pharmaceutical dosage unit comprising (a} potassium chloride crystals and (b) a coating material
for the crystals, wherein the coating material includes EC and HPC or PEG.* Thus, the
differences between the claim as originally submitled and ¢laim 1 as {ssued in the *743 patent is
that claim 1 as issued mcludes the additicnal limitations that the dosage unit is a tablet and the TC

must have viscosity of greater than 40 ep. The reasons that Schering added those litnitations, and

25

an

¥ F ¥ ¥F¥F F ¥ SF A F T F A E F & & S F 2k b F 4 k" F Fd E 4 d % F FE F R RS

LI B I T I I Y
i

"+ ¥ ¥ F F B 4 % 5 ¥ 4 & & & »

;2‘-‘-I"'II.III

¥ CX 647 at USL PLD 001592 (the *743 Palent’s Prosecution History).
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in particular the limitation requiring EC 1o have a viscosity of 40} cp, forn the basis of Upsher's
powrerful argument that its produet did not infringe the “743 patent.

Following an initial review of the *981 applieation claims as originally filed, the patent
examiner rejected all claims for “obviousncss-lype double patenting™ in fight of U.S. Patent No.
4,553,399 (*399 patent}. The “399 patent (which has the samc inventor as the “743 patent, Charles
Hsiao) claims a tablet comprising aspirin crystals coated with a mixture of EC and HPC™ In
making his rcjection the examiner stated “the substitution of potassium chleride for aspirin in the
same formulation would appear to be at lcast prima facie obvious.™  In other words, the
examiner took the position that the coatings of the *399 patent and the *981 application were the
same, and 1hat il was obvious to apply that coating to potassinm chloride rather than aspirin,

Scherimyg responded by arguimg that is claimed potassium chloride prodoet was not
obvious due to “the widely varicd properties and uses” of potassium chloride and aspirin.® The
examiner rejected this argnment and again rejected the pending claims in light of the ‘399 patent.
The examiner explained:"

Hsiae, {£1.5. 4,555,399 filed Nov. 18, 1983, is a [ully available
prior ari refarence to the identical coating (E.C. and H.P.C), for the
identical purpose (lessened irritant effect on the gastric mucosa,
with a difTerent gasiric irrlating drug: aspirin (A.S.A.) instead of
potasginm chloride (KCi). The difference is obvious . . . .

¥ CX 647 at USL PLD (01682-001684 (the 399 Patent in the 743 Prosecution
Hislory).

¥ CX 647 at USL PLD at 1601-02 {*743 Prosecution History).
¥ X 647 at USL PLD at 1610 (*743 Prosceution History).
T OX 647 at USL. PLD at 1639 (" 743 Prosceution History).
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I response to this rejection, Sehering amended pending claim 1 by adding the limmitation
“said ethycellulose has a viscosity of greater than 40 ¢p.”™®  Schering then argued to the examiner
that the 40 cp limitation distinguished its claimed invention from the ‘399 patent:®

In rgjecting the claims it is allcped il il would be prima facie
abvious to replace a different gastric irritating drug, e.g. potassium
chloride, for the aspirin in the citcd [*399] palent. Tt is submitted
ihal the mere substitution of potassinm chloride [or aspitin in the
prior art Lablet fornmulation would not rcsult in the present invention.
A carciil analysts of the Hsiao [ 399] patent would not lead one
skilfled in the art to utilize an ethylcellulose polymer having a
viscosity greater than 40 ¢p and preferably an viscosity of about 85-
1180 cp to produce a sustained release potassium chloride tablet.
The Hsian [*399 patent] at column 2, lines 17-38, discloses that the
major compenent of the polymeric coating used mn coating the
aspirm matenial is ethylcellulese, however, there 1s no teaching or
indication as (o the 1ype or grade of ethyleellulose that can be
utilized in preparing the aspirin tablet of the invention. The only
information of the Lype or grade of sthylcellulose uscd in prepuring
the coated aspirin maierial 1sin Example 1 (column 3, lines 7-8}
wherein it 13 stated thal the ethylcellulose is “Ethocel N-10 {Dow).”
The grade of ethylccllniose utilived in practicing the prescnt
invention is important to obilam potassium chloride tablcts
exhibiting controlled releasc properties.

Thus, Schermg argued that its claims were patentable aver the 399 patent becanse it uscd
EC with a viscosity greater than 40 cp and that this featurc of its invenlion was “impertant.” In
describing its invention Schering further siated, “Ta)pplicant’s invention requires eoating of

polassium chloride with specific cthylecllulose and polyethylene glycol followed by compression

inmtah]’_ets‘,’#u"'.-..'...li-...“..ﬁﬁ‘IIII'IGIlI'-I.I-

# CX 647 at USL PLD at 1642 (*743 Prosecution History).
¥ CX 647 at USL PLD at 001644-45 (*743 Prosecution History) (emphasis added).
W CX 647 at UIS1. PLD at 001646 (*743 Proseculion History).
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ss e e nse e Pollowing these arpuments, the examiner allowed the claims of
the *743 patent, including the limitation that the viscosity of the EC be areater than 40 cp, without

comment. ™

& B 4 2§ F & F & & & 4 & & & 4 & @y RN FE N F R R AR R A A & F RN YW N EF R
F B 4 % & 4 % E F E & 4 B % & F & F & B & & & & & & b & ¥ F B S OB B 2 4 B M 4 # kb &2 v omow ¥
4+ ¥ & 3 ¥ & 0 4 P OFRE Y EFAF R EF AR AR A RN R F R Y YN EEFE AR AR O WweoW oA
& & & & & & & & % & & & % ¥ & F OFF FFF FRT N FRTETF IFE S RS AR R 43

- 4 # B & 4 B & F B oA F & B 4 & & & W OFOBFREFOFFF R AL F A OF A A kA EE YW R OEF R
* 4 F 4 ¥ B N F F & F & & F & 4 & R A A F &R &K b doF kPR FRFE RO R oo &
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2 X 647 at USL PLD at 001650 (*743 Prosecution History),

43
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" & F ® ¥ B F ®E & 8§ & §F & F 4 4 F F & 4 F & % & & & & & 4 & W WP F E B E R FR BB OB S @

& & & & & & & & F & F & & F & F BRF OBFRYF A F N B FAAEF AR E AR R F R R TR S
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*“ Several of the cascs relied by Schering in its discussion of prosccution history estoppcl
at pages 0-7 of Attachment A to its post-trial bnef regarding the Upsher scttlement were decided
after the June 1997 settlement and, therefore, would not have influenced the outcome of
Schering/Ipsher litigation,
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= » He also testified that Schering could have argued, without adding the limitation to 40 ¢p, that
the potasstum chloride in its invention was so different from the aspitin in the 399 patent that
the ‘399 patent did net render its nvention obvious, Tr. 32:7718 {Adelman).
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3. Schering has not proven that it wonld have prevailed
o the issue of whether» = » « is eguivalent to HPFC

The clatms of the “743 patent require that the coating material contain cither

h}rdmx}rpmp}.rl cellulo=se {HPCJ Drpol}rcth}rlene gl}.rcul (PEG] ® & 4 A B B & A & A S & & B & &
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e v v 4w v v e v ¥ Onetest for examining whether a featurc of an accused product is
insubstantially different from the missing claim element iz to determine whether both provide
substantially the same funciion, in the same way, to give the same result. See Hilton Davis
Chemical Co v, Warner-Jenkinson Co., fnc 62 17.3d 1512, 1518 {Ied. Cir. 1995} {cn banc), rev'd

on other grounds, 320 UK. 17 (1997).
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invention, Tr. 14:3067-68, 3073-74 (Banker).
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= » » =« =« »|fthe district court in the underlying litigation had sided with Upsher on this

hotly contested, highly technical and [acteally intensive issue, Upsher would have won the

litigation. [t spile of this, Schering argues that the evidence on this issue favors il to such a

degrec that this court can detennine that Schering had a “sirong case” and preciscly weigh the

probability that it would have won, Because Schering’s cvidence ignores Upsher’s challenges and

* Dr. Christopher Rhodes is a Professor of Applied Pharmaceutical Scicnecs at the

University of Rhode Island. He is co-editor of the text Modern Pharmaceutios with Schering’s
Expert,Dr_Eankcr_ai-w-----.------a+----1||----------u
== r e e Sehering's heavy reliance on the fact that Dr. Banker declined to
serve as Lpsher’s expert ignores the fact that a pre-cminent scientist in the field, Dr. Rhodes, did
serve as Upsher’s expert and disagreed with the opinions cspoused by Dr. Banker,

i
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Dr. Banakar’s teshmony, 1t failz to demonstrate with the roquired certainty and precision how the
court in the underlying litigation would have decided this issue.?

4. Schering failed fo prove that EC with a viscosity of » «
is equivalent Yo EC with « viscosity greater than 40 cp

The claims of the *743 patent require that the coating matcrial conlain ethylcellulose

("EC™)yhaving a viscosity greatcr than 40 cp. s #= « » v v » v s v a0 vt 4 s s v v o v a s s

- - % & w L I » F & & + B 4 B & & & & & & % w9 * = ¥ 2 9 4 & &+ & = & L] = B F ¥ W » 4 - 4 [ ]
LI N T S B I B I N B N N N N N N N N I N e N N Nl R R T
B4 F 4 F F & B4 RS & F & & ¥ &k kW F RN S A N N FE R KA E b E R E NN W

®* # F ¥ & 4 4 F * F & & 4 & F & & & 4 ¥ OFF FEF S P EFEF B F A 4 % 4 NoOWOR YT FTE RS OER IR

¢ ¢4 v e werer s Thigiggue, like those discussed above, was dispositive. Schering

had to win this point in order to demaonsirate infringement.

-‘-_'!?"f"".lI'.i'l‘."..'l'-III...’...“I

A-23



& & # & W 4 F & ¥ ¥ 4 % & ¥F & F B ¥ F ¥ ¥ & v PR 8 &5 p g d & 9§ F FFLTE FF BB

" 4 F & 8 B % & ¥ EF & ¥ F a4 F 9 F b st ekt R0

kv F Ok o+ AR AR TR F A A AR AR R A T4 ER

& % § B & & &+ 4 & # & & 4 & % & 4 & F &+ & F + 4 B & F & 4 & ®F & & F & + & & & 4 D & B F B B

G & &4 4 B F 4 F U & HE & F F 4 F U F F 4 F S F NS F % U ¥ FE FEFAFEFPF® PP FRE ¥ b

L]

63---..--*--..-liIl.i"iti.’l'i'..'l‘l.il!l-

¥ EOR & WoEoa A Ay

it

¥ ¥ ¥ ¥ ¥ ¥ ¥ ¥ ¥F¥F F §F ¥ F QF°fF 8B ¥°¥"

ﬁE--.-POI'-i---i--"-

A-24



-lil-ii--i‘.-"iliii'illi.'il-Iii--||.-'|§.§...
|IIn'I'IIilililiiltiiiIll-l-l-l-illl-iiriti-..--.-éﬁ‘..-

Il"l.I"".-'..‘..'"IIIII"III.'...I"II.I‘-'.

* # B & 4 % & 4 F & B & F @& & 4 ¥ F FF B 4 F F F F B B & & iﬁ-'r

In light of these overwhelming flaws in Schering’s evidence, Schering has not
demonstrated that it had any significant chance of success on this issuc in the underlying patent
litigalion.*

D. Both Upsher and AIIP Challenged the Validity and Enforceabilily
of the Patent

Even if Schering had demonstrated infringsment by Upsher, it stitl had to successfully
defend its challenges to the vali-:!itj; and enforceability of the” 743 patent in order to win the
underlying patent litigations. A patent is invalid 1f the claimed subject matter “would have been
cbvious al the ime Lhe nvention was made to a person having ordinary skill in the art™ 1o which
the patent pertains, 35 US.C. § 103, A claim may be obvious in view of a combinaliun of priar
art references that together disclose the claimed features 1 something in the. references or the level

of skill in the art suggest their combination. See SmithKline Diegmostics, Inc., v. Helena Labs.

11
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Corp., 859 F.2d 878, 886-887 {Fed. Cir. 1958). A patent 15 unenforceable if it was procured
through inequitable conduct before the Palent Office. Ineguitable conduct includes intentional
affirmative misrepresentations of a material {act, submission af false material information or
failure to disclose material information 1o the patent examiner, See Mofins PLC v. Textron, Tnc.,

48 F3d 1172, 1178 (Fed. Cir. 1995),

--I""IIIII'III'II.‘-Q-..-‘--.IIIIII'I*‘--.
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AHP’s technical expert, Dr. 1lopfenberg, was prepared fo offer similar arguments.” Moreover,
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 SPX 693* at ESI EXP 000728-735 (Expert Report of Dv. Harold Hopfenberg).
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Schering’s patent expert in this procecding, Mr. Miller, believes the district judgc in the AHP

patent litigation expressed concemn over the validity ol the patent during the Adarkmen hearing ™

® ¥ F X B F B U ¥ F A F & B 4 & & & F & # 8 % W F F F B ¥ A4S B & % B 4 % hoyoyowRESR
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The diginicl court never addressed the invalidity and unenforceability issucs.® Schenng
has not demonstrated that it would have prevailed on these issucs. It has offered only the

conclusory opinion testimony ol Mr. Miller thai he considered these defonscs weak. This does

™ Tr. 15:3388-89 (Miller).
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not and cannot offcr any evidence for predicting the decision of the district court judge presiding
over the underlying litigation, as is neccssary if one wishes to assess whether Schering was likely
to win thal libigation.

K. Mr. Miller Can Offer No Opinion on Technical Faciwal Issues

Upsher needed to win on anly ane of the issues discussed above in order to win the entire
litigation. Thn:refme, assessing the strength of Schening’s case requires assessing cach of these
issues: prosecution historyestoppel,* » » # s = » + ¢ s s s L s s v s s e 2 e e
» + » o s the validity ol'the 743 patent and the enforceability of the *743 patent. The issues of
equivalency, validity and enforceability, and therefore any evaluation of the outcome of the patent
litigation, involves determinations of highly technical factual issues. In spite of this, Schering
offers the opinien of a patenl attomey, whose experiise does nol encompass these techmical issues,
on the strength of its palent case.

Bven if the infirmitics in Mr. Miller”s testimony discussed above (its nnrcliable and
speculative nature) could be overcome (and they cannot), Mr. Miller did not and cannot provide

the opinion on the relative strength of the patent merits and the likely outcome of the patent
litigations that Scheringnow ascribestohim. « » = ¢ 4 5 ¢ ¢ ¢ 2 2 0 0 2 v v e e v v+ ne s

T " ® F ¥ % v ¥ ¥ & 5 oy & & oy kg oy s d gy & &g ko oy P ok by & owo

* & 5 & & &% & 4 & & & & &+ 4 & % F & & 5 4 & &  F &+ 4 & F 4 F F & H & 4 5 4 & 4 & IT? Thc

court prevented his attempt to do s0.”™ Mr. Miller is not qualified to give cither his own views on

T
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B Tr. 15:3304-06, 3392-93 (Miller).
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the refative strength of the parties’ arguments on these guesiions, or to predict the views of the
district courts hearing the evidence. Withoul an assessment of these dispositive issues, Mr,
Miller’s views on the relative merits of the patent hitigations or the likelithood of Schernng
prevailing are utterly meaningless. The majenty of the opinions he offered in this proceeding
were nothing more (han the syllogism, “if Schering is correct on the technical issues, then
Sehering had a strong case.”

With regard to these highly technical and dispositive factiral issues, Schering presented the
testimony of its technical expert, Dr. Banker, who opined that the positions taken by Schering in

the underlying patent litigation were facinally cottect. ¢ ¢+ ¢+ ¢ ¢ 4 ¢ v 4 ¢ 2 2 v 0 0 v 2 s 2 e

» « » «" or. Ranker is clearly not qualified to offer such an opinion.

Schering faces a conundnnm in trying to show the likely ouwtcome of the underlying patent
Iitigation. Iis paleni experl cannol form an opinon on lhe merits of the techmeal factual issnes
because technical issues fall ontside the scope of his cxpertise. Its technical expert cannot [orm an
opinion on hl:n-a-' a court would have decided any issue, even technical factual issues, because the
applicable legal tests are outside the scope of his expertise. This conundrum aptly illusirates the
mpossibility of Schering’s attempts 1o pradicl the oulcome of seitled htigation. Rehable, propet
evidence on the issue is simply not available. The antitrust analysis of the agreement must begin

[rom ihe basis that the ouleome ol the liligation was uncerluin.

™
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F. The Schering/AHP Litigation
1. The cnurse of the litigation

AHP prepared a comprehensive defense to Schering’s allegations of patent inlringemcnt.
AITP’s Answer included the afffrmative defenses and counterclaims that AHP did not inftinge he
“743 patent and thai the palent was invalid and uncnforeeable. AHP alse included a counterclaim
for unlfair competition, bascd on the allegation that Schering’s suit against AHP was objoctively
utireasonable and filed solely for the purpose of triggering the 30-month-stay under the 1latch-
Waxman Act.™

AHPs delense to Schering’s infringement allegation consisted of two parts. First, AHP
maintained (hat claim 1 ol the “742 patent required a coating material containing a layer which
was a mixturc of EC and cither HPC or PEG present in the recited proportions. Second, AHR
contended that the EC and the HPC in its coating material were not mixed.*! The dislfici eourt in
the underlying patent litigation held a “Mardman” hearing on the issue of claim construction. The
purpuse of a Merkman hearing is [or a court to hear testimony and argument on the proper
interpretation of patent claims to aid its owm determination, as a matter of law, on the meaning of
those claims.®

The eourt dismisscd the Schering AHP patent infringement action on Tanuary 26, 1998,

four days alter the Murdonon hearing, pursuant o the settlement agreement between the parties.

M CPF §23-824.
I CPF 827.
= Tr. 15:3326-27 (Miller).
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The court never issued a ruling on claim interpretation :md the parties never commenced trial ®
AHP would have won the litigation if Schering did nol carry ils burden of proving infringement or
if AP demonstrated that the patent was invalid or unenforceable, At the tme of the
Schering/AHP Agreement, Schering believed that it wag possible that AHP could win the patent
lit.i gation ™
2. Claim intcrpretation
Claim 1 of the “743 patent recites {with cmphasiz addcd to the relevant portions}:

A pharmaceutical dosage unit in tablet form for oral admimstration
of potassium chloride, comprising;

a plurabity of coaled potassium chloride erystals, the amount of
potassium chioride being in the range of aboul 65% to about 86.5%
by weirht hbascd on the total weight of the dosage unit;

a coating material for the individual potassium chloride crvstals, the
coating material comprising

celly jn the amount jn the ran f abhoul %% to t 15%
by weight based on the total weight of the coated crystals

and al teast one member selected from hyvdroxypropyeellulose and
polyethylene olyeel it an amoutit m the ranee of aboul 0.5% to

aboul 3% by woight hascd on the tolal weight of the coated crystals
and said cthylccllulase has a viscosity greater than 40 cp.

The central claim interpretation issue in the AHP patent litigation focused on whether the
term “a coating material” as used in the claim required that the two listed components, EC and
gither HP'C or polyethylene glyeol, be mixed. AHP took the position that the claim required that

the EC and HPC be mixed. Schering took the position that *a coating material®” eould he

B P 831,
¥ CDF 839-40.
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comprized of a separate layer of EC and a separate layer ol HPC. The testimony al the Markman
hearing addressed this issue.™

Schering now maintains that AHP had “littie chance”™ of winning the debate over the
proper intcrpretation of the claim term “a coating material” befare the districl court. Schering
does not tell us, however, whether it held that belief at the time ol setilement, afier hearing the
Judge’s and magistrate’s comments on the merits. In particular, after Schering and AHP had
submitted evidence at the Markman hearing, Tudge Du Bois stated that the case was “not a slam-
dunk case,™ and that he had not made up his mind * Morcover, in ptivale meetings with AHP,
Magistratc Judge Reuter told AHP that he thought AlIP had somewhat the better of the
infringement case.”

Instead, Schering cites to recent case law — which could have no bearing the outcome of
the Schenng/AHT patent litigation because it had ool yel been decided — to support its arpument
that the ierm ““a coating material” should be given its “ordinary meaning™ as supported by a
specialized technical diclionary. in particular, Schering relics on the definition of the verb
“coatng” in the Dicrionery of Pharmacy as meaning “covering a tablet or pill with one or more
protective layers.” even though t-hﬂ term al 1ssue is not the verb “Eluating” but the noun, “a voaling
material.” Schermg does not respond to many of the argumenis raised by AP in the underlying

litigation and adopted by camplaint counsel’s technical cxpert, Dr. Banakar, rebuiting this peint.

M CPF 829.

' Tr. 14:3037-39 {Banker); SPX 687* at ESI HRG 000127 (Transcript of Markman
hearing in Key v. £5T).

¥ CX 14821 at 61:3-8, 62:9-22, 6:5:14-18 (Alaburda [H).
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In the underlying htigation, AHP disputed Schering’s argument that the plain meaning of
“a coating material” comprising defimed proportions of EC and HPC allowed for a separate layer
ol EC and HPC. AHF contended thal the 2™ in “a coating material” clearly refers to a singlc
coaling materzal, and that for a single material to contain two inpredicnis, those ingredients must
be mixed. According to AHP, for a product te fit within the plain mcaning of the claim language.
it must have ai least one coating layer containing a complete mixture of EC and HPC in the
required proportions.®

Il 1s axiomatic that claims must be interpreted in light of the specification and patent
prosccution history. Fitromics Corp., 90 F.3d at 15383 It is improper to inlerpret claims without
considering the specification. To support its proposed claim interpretation, AHP explained that
the 743 pﬂ.l'ﬁ]lt specification only described a coaling maienial in which the EC and HPC were
completely mixed. Schering does not dispute this” In particular, AHP discussed several portions
ol the palent thal demonstrated mixing, including: (1) the patent’s deseription of the invention as
potassium chloride erystals which are coated with “a polymetic mixture;” (2) the patent’s
description of a mamufaciuring process which applies “a controlled and umiform couling” :and
which can only result in mixing; and {3) the patent’s description of the importance of “providing
the proper balance of BC and HPC” in a3 polymer film™ in order 1o obtain the invention’s

sustained releasc properlies -- a reference to the HPC’s forming channels when mixed with the

¥ SPX 687* ESI PLD 002265-66 (Reply Memorandum in Support of ESI's Motion for
Summary Judginent).

* TE 15:3398 (Miller).
™ Tr. 14:3119-21 (Banker).
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EC."" At the Markman hearing, AlIP’s technical expert, Dr. [loplenberg also testified, based on
these poinis, that one of ordmary skill in the art would interpret the claims to require a coating
muateral in which the EC and HPC were mixed,”

AHT also explained (hat it had obtained U.S. Patent No. 3,422,122 clairming its product,
polassium chlonde crystals coated with a separate layer of EC and then & layer of HPC.
According to AHP, the patent examiner expressly considered the “743 patent duning examination
of the *122 patent and determined that the “122 patent was differenl than the *743 patent because
that patent requires mixing of the EC and IIPC, whereas the *122 patent did not® AHP argued
that the exammer’s views were evidence of the proper interpretation of the claim.

At trial in thig proceeding, complaint counsel provided the testimony of its technical
expert, Dr. Banakar, on the question of the proper interpretation of “a coating material.™ Dr.
Banakar concurred with the opinions of Dr. Hopfenberg, and disagreed with those of Dr. Baniker
and Mr. Miller, when he explained that "a coating material” requires mixing of the EC and HPC.*
This testimany (hat AHP had the better position in the underlying patenl litigalion provides direct

rebutial o the opimons of Dr. Banker and Mr. Miiler on the merits of the underlying litigation.

- M SPX 087 at ESTPLD 001652-57 (ESTs Motion [or Summary Judgment of No Literal
Infimgement); SPX 687% ESI PLD 002267-68, 002269-70 (Reply Memorandum in Support of
EST"s Motion for Summuary Judgment).

% OSPX 687% at ESTHRG 000021-0025, 000053-0059 { Tratsetipl of Marienan Hearmyr
in Key v. ESI).

# SPX 687* at BST PI.D 001657, 001663 (ESI's Motion for Summary Judgment of No
Literal Inlringement); SPX 687* ES] PLD 002271 {Reply Memorandum mn Support of ESI’s
Mation for Sunmnary Judgnent}).

™ Tr. 26:6387-89 (Banakar).
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Mporeover, because claims are inlerpreled as underslood by one skilled in the art,” Dr. Banakar’s
views o1l claim interpretation are more probative of their meaning than are the vicws of Mr.
Miller, which, beeause he 1 not skilled in the art, are imelevant, Schering’s contention that
complaint eounscl has not rebutted its arguments regarding the AHP matter arc simply [alse.

As this court can determing from the paten, ils prosecution history, and the testimony of
Drr, Banakar, Schering’s claim construction requires lhe nonsensical conclusion that two separate
and distinet layers, each composed of a difterent matcrial is not two matenals, but one. Schering
rcaches that point only by ignoring “lhe most significant source of the legally operative meaning
of disputed claim langnage,” the specification. Fitronics Corp., 90 3d at 1582, Schering has
failed to demonstrate that the court in the underlying patent liligation would have adopted its
claim interpretation.

3. Schering has not demonstrated that the HPC and FC in AHPs
product was completely mixed in the required amounts

If the court had adopted AHP®s claim inﬁmretaﬁnn, by bolding that the claims required a
coating material comprised of a mixture of EC and HPC in specified proportions, Schering would
have had the burden of demonstrating at trial that these lwo components of AHP’s coating
material were nixed in those propertions in order to prove literal infringement. See SmithKiine
Diggnostics Inc. v. Helena Lab. Corp., 859 F.2d 878, 889 (Fed, Cir.1988) (patcmtce’s burden to
establish infringecment by a preponderance of the ﬂvidmlcé}, This issue presents a question of fact.

See Engel Indus. v. Lockformer Co., 96 F.3d 1398, 1406 {Fed. Cir. 1996).

¥ Nee Markmar v. Westview Tnstruments, Ine., 52 1.3d 967, 986 (Fed. Cir. 1995},
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Schenng took the position in the underlying patent litigation that even some mixing at the
interface of the EC and HPC layers m AHP s product would be sufficient to constitute
infringement.™ -

AHP responded that Schering offered no evidence thal the amount of mixing it alleged was
sufficient 1o satisfy the claim limilation that there be one coating material with complete mixing of
EC and HPC in the required amounts {9-15% EC and 0.5-3% HPC). To support this point, AHP
cited the deposition testtmony of Dr. Langer in which he admitted that he could nol quantity how
much HPC might be mixed into the EC layer in AHP's product.”’ In this proceeding also, Dr.
Langer admiited that he could not teshify that the EC and HPC 1n AHI"'s coating wers completely
mixed. He was only willing to cstimatc that they were about 50% mixed.”® He also admitted that
the SFM, FTIR and DSC studies did not allow him to quantify the degree of any mixing.™ Even in
its brief in this matter, Schering only states that there was “siéniﬂcant” mixing.

As AHP asserted, this deficiency in Schering’s evidence dooms its argument that il the
court had adopted AHI*s claim imlerpretation, it still could have demonstrated literal
infrinpement. The claim interpretation proposed by AHP required that the HPC and EC be
completely mixed so that it became one coating material containing HPC and EC in ihc amounts

specified in the claims. Schermg could not prove literal infringemcnt with a general statement

% SPX 687 at ESI PLD 002476 {Schermy’s Reply Memorandum m Support of its
Crosgs-Motion for summary Judgment of Infringement. ).

7 §PX 687* at ESIPLD 00345-46 (ESI’s Surreply in Support of its Motion for Swnmary
Judement).

* Tr. 13:2830-57 {Langer).
# Tr.13:285253, 2855-56 (Langer).
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that there was “some™ mixing. It nceded to domonstrate that the mixing satisfied the claims, but
it lacked this evidence. Thus, il the court had adopted AHP's claim imterpretation requiring
complele mixing, or mixing to form a coating containing EC and HPC in the specified amounts,
Schering conld not have cstablished literal infringenzent. '™

AHP went beyond this fatal flaw in Schering’s infringement argument, and contested that
its EC and HPC were not mixed. Dr. Hopfenberg first explaimed that AHP" s manufacturing
process produced distinet BC and HPC layers. Aecording 1o Dr. Hopfenberg, to make its generic
product, AHP first deposiled a purc layer of EC over the potassiuen chloride crystals by a liquid
- phasc process known as coaccrvation.” In the sceond coating step, AHP deposited a purs layer
of HPC over the EC by spray-coating to create a second and distinet layer. This contrasts with
the fluidized hed spray-coating process of the “743 patent, which, as described by Dr.
Hopfenberg, produces a homogeneous mixtwe of EC and HPC. He also cxplamed that
coacervated EC, free from HPC, could supply sustained release.'®

Schering relies on Dr. Langer’s cxperiments to show mixing in AHP s product. AFIP
rebutted this evidence through its experts, Dr. Hopfenberg and Mr. Butler. They disputed Dr.
Langer’s scanning electron micrograph {SEM) studies and presented their own. Dr. Hopfenberg

stated that lus studies, which pave a more accurate “picture™ of the cross-section ol AHP's

1% Tr, 15:3397 (Miller).

11 Dr. Hoplenberg explained that in the process of coaccrvation, particles of the drug are
dispersed in a selulion comprising cyclohexane, CC and a phase inducer, pelycthvlene. Through
heatine and agitation, both polymers, EC and polycthylene, dissolve in the salvent, cyclohexane.
When the temperatore is lowered, the EC condenses on and cncapsulates the drug. SPX 693 % al
000723-24 (Bxpert Report of Dr. Harold Hoplenberg).

1% SPX 693% at ESI EXP 000723-726 (Expert Report of Dr. Hareld Hopfenberg).
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product, illustrated that it had ant mer layer of EC and a second, thinner outer layer of HPC. 1

Complaint counsel’s technical expert, Dr. Banakar, concwred with the opinion of AHP's
technical experts that the EC and HPC in AHP*s coating were not mixed.!™ Dr. Banakar
testified that at least one of the SEMs thal Dr. Langer took of a cross section ol the AHP tablet,
showed that the AHP tablet was not coated with a uniform mixture of EC and HPC.'™

In addition, Dr. Banakar testified that the dissolution studies by Dr. Hopfenberg show that
HPC disseived rapidly from the ALIP tablat, clearly indicating that the HPC forms a distinct
outer layer over the BC inner layer.'™® He testified thal Dr.. Langer made a lindamental etror
relying on USP dissolution tests to draw a conclusion that EC and HPC werc mixed, becanse the
JSE lest 1s inlended to be used to measure dissolution of an active ingredient (e.g. potassium
chloride)} from a finished dosage form rather than dissolution of an excipient, like HPC.'"

Therefore, Dr. ).anger’s dissolution test does not provide meamngful evidence of mixing.

1% SPX 687* at 00345 (AHP's Surreply in Support of its Motion for Summary
Judgment); SPX 695* at ISI TXP 000753-765 (Cxpert Report of Dr. Harold Hopfenberg and
Mr. William Q. Builer).

"™ Tr, ﬁG:GBST—QZ, 6405-06 {Banakar); CPF 832,

% Tr, 20:6387-92 (Banakar), CPF 832, Tronically, Schering criticizes Dr. Banakar for
relying on copies of the SEM’s rather than original micrographs. Schering was never able to
locate the originals and provide thein for Dr. Bunakar's review. See CPRF 3.542, I copies are
msufficient for evaluating whether the EC and HPC are mixed, then Scherng must be prohibited
from relving on them, and on Dr. Langer’s testimony in this proceeding, which was based
entirely on copies, as ¢vidence of mixang,

B Tr. 26:6407-09 (Banakar). Dr. Langer acknowledged that quick disselution of the
HP(C could demonstrate the absenes of ruxmg. Tr. 13:2891 (Langrer).

W7 e 26:6409-10 (Banakar).
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Dr. Langer’s SEM, FTIR and DSC studies were also flawed. He did not follow basic
scientific practice and perform control experimenls with either products known 1o have separate
EC and IIPC layers or with a product knovwn to have a coating matenal of mixed EC and HPC,
such as K-Dur.'"® Meoreover, he admiited that he could not explain the source of the *fingerprint™
in the FTIR that he claimed was caused by mixing. " Dr. Langer also acknowledged that he had
net previously used DSC lo examine (he inierface of one polymer en another.’ Y Thas, complainl
comnsel has shown the untrustworthiness of the Dr. Langer’s tests.

In light of these arguments raised by AFIP and complaint coungel, inchuding the attacks
on Schering’s evidence, Schering has not neither demonstrated that it wonld have won the
Schertng/ AHP patent litigalion nor demonstraled the probabilitics of the outeome with the
precision required to make a meaningful comparison with the split of the patent life.

4. Infringement under the doctrine of equivalents

If Schering had failed to prove literal infringement because the EC and HPC of AHPs
product were present in separate layers, it might have attempted fo prove infrimgement under the
doctrine of equivalents at trial by demonstrating that AHP*s EC and HPC coalings wete
gruivalent to, or insuhstantially different than, the patented, mixed coating material. Whether
AHP's coatings were equivalent to the patented coating material is a question of fact. See Engel

fndus., 96 F.3d at 1400,

B Tr, 13:2823-24, 2855 (Langer).
W9 Ty, 13:2869-70 {Langer).
" Tr, 13:2880-81 (Langer).

A-39



AHP’s technical expert, Dr. Hopfenberg, was prepared to testify at trial during the
Schering/ AHP patent lidgation thal AHPs separale layers worc substantially dillerent from the
coating matcrial claimed by the ‘743 patent.’!! Dr. Hoplinberg cxplained that the coaccrvation
technique uged to apply EC in AFP’s product produces an EC layer that is substantially different
from the EC and HPC mixture disclosed in the *743 patent. The EC layer in AHP’s coating
material, which lacks the channels fommed by HPC in the EC of the patented product, provides
sustained release of the potassium chloride in 2 different way than the patented coating matcrial.
AHP?s product providcs sustained release as a result of the characteristics imparied by the
coacervation process.  According 1o Dr. Hopfenberg, the HPC in AHP*s product functions only
as a binder and does not fonn channcls. When the product is swallewed, the [IPC outer layer
quickly dissolves and o has no ellect.'” Dr. Banakar agreed that the EC coating of the AHP
product worked to provide sustaincd release in a different way than the mixed coating material of
the patented product.'

If the district judge had accepted Dr. Hopfenberg's posilion thal the AHP product was
. substantially different from the clanned mvention in the *743 patent, then it would have found

that AHP did not infringe the '743 patent under the doctrine of equivalents. Given the

disagreement belween the experts on this matter, Schering has not demonstrated the strength of

1 SpPX 693% at ES1 EXP 000723-728, 000697-700 {Expert Reports of Dr. Harald
Hopfonberg).

"7 SPX 693* at ESL EXP 000724-725, ES1 EXP 000697-700 (Expert Reporls ol Dr.
Harold Hopfenberg); CPF 35.

U3 Ty 26:6387-92 (Banakar).
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its position under the doctrine of cquivalents or the precisc probability that it would win the
underlying litigations.
E. .Mr. Miller’s opinion is rebutted

Schering claims to have proven that it would have won its patent litigation with AHP. Tt
relies oo Mr. Miller's opinion that its case against AHP was “very strong.” Schering also asserts
that complaint counsel ealled no witness to rebut Mr. Miller's opinion.’"* This is simply untrue.

Assessing (he strenpth of Schering’s case requites assessing each of the issues above:
claim intcrpretation, whether AHP s coating had mixing, the oquivalency of AHI's coating with
the patented version, the validity of the *743 patent and the enforceability of the “743 patent. As
in the Upsher case, the issues of mixing, equivalency, validity and enforceability, and therefore
any evaluation of the oulcome of the patent litigation, involves determinations of highly technical
[actual issues. In spite of this, Schering offers the opinion of 1 Mr. Miller, whose expertise does
not cneompass these technical issies, on the strength of s patent case. Mr, Miller’s assesement
ot the patent merits is not meaningiil and requires no dircct rebuttal.

Complaint counse] has offered the testimoeny of a person qualified to opine an the
techmcal 15s0es th the patent litigations, Dr. Banakar. He has provided opinicps on claim
intcrpretation, infringement and cquivalency that directly rebuited the opinions of Dr. Banker and

Mr. Miller.'™

" Schering Bricf (ESL) at 33-24.
'S Tr. 26:6387-92, 6405 (Banakar). See also CPRTF 3.502, 3.507, 3.516, 3.558, 3.562
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118 CONCLUSION

Tt is gimply not pogsible for this court to relizhly determine who would have won the
undexlying patent litigation. The outcome was uncertain at the tiroe of the settlement and any
antitrust analysis of the settlement agresments must begin from a basis that accepts that
uncertainty. Moreover, it is not possible to reliably assign a probability to one side’s chances of
winning with the depree of precision required 1o make any comparison of the probabilities and
the splil of the patent lile meaningiul.

However, even if the court were to undertake thesc tasks, Schering has failed to
demonastrate either that 1t would have won the litigations or its precise probability of winning,.
The unanswered argiments raised by Upsher and AHP, and 1he evidence presented hy complaint

counscl, prevent Schering from making such & showing.
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