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Introdoetion

Generic drugs play a vital role in our nation™s health care system. Priced suhstanﬁall},r.
below their brand-name counterparts, generic prescaption drugs offer consumters access to move
. affordable mfa-djcatinns critical to their health and well-being. Policymakers at both federal and
stati Ievels have taken a variety of actions to promote conswmer access to low-cost generic
alternatives, i1 order to promote competition in pharmacentical markets, aid conswners, and help
confain rising health care costs.

These conzumer benefits fom generte diug competibon, howevet, also mean lower
profits for the makers of branded pharmaceuticals. This case s about one response to the threat
posed by competition fiom lower-cost generic alternatives: paying generic tivals to delay their
entry. We wall prove that Schering-Plough Corporation paid would-be generic nval Upsher-
Smith Laboratories $60 million, and American Home Products Corporation at least $15 mallion,
in exchange for agreements not to enter the market with their respective generic products for
several years, We will also show that these plainly anticompetitive agresments cannot be
justified.

Schering sells a widcly-prescribed potassium chloride supplement known as K-Dur 2.
n 1995, the product manager {or K-Dur adviscd company executives that
seenssnsnasrsarsnssnsevavnsrine ard fhat seesersntvrmrmmnrnrrsrrtosvimestirsstmntassrsssssrtunsirserssessnntsl
Notwithstanding a patent covering K-Dr-20 that would not expire until 2006, she characterized

the issues, objectives, and strategies regarding generic competition as follows:

1 CK [ 3 R D Rt e
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Ip this brief, we preview some of the evidence that will show why Schering expected
peneric entry well before the expimtion of ifs patent, and why it was so important to Schering
that (f sssrssersres vt antvenssns exsevnsinerstrnnrvnveee Wost iﬂl]]ﬂ]-tantj we deseribe some of the
evidence that we will offer to prove that the strategy that Schering used to achieve its objective to
delay generic competition incloded paying its potential generic cornpetitors, Upsher-Smith and
American Home Products, to stay off the market for several years. We will also show that, in

pursuinig that strategy, the parties sought to avoid the eppeargnce of a naked payment not to

* Id. at SP 003047-48,



compete, by aitempting to depict Schering’s payments as part of the fees paid to license certain
prodicts owned by Upsher-Smith and AHP.

This strategy was one that benefitted both Schering and its potentiai genieric nvals, at the
expense of consumers. Schering, the only seller of the popular and hiphly profitable K-Dur 20
pntaésimn-m;pplemam fablet, pﬁmhasad protection from gemeric entty. The price of that
protection — tens of miilions of dollars of its K-Dur 20 profits — was dwarfed by the hundreds of
milions of dollars that it wouid lose if generic eniry occurted. The would-be entrants were
compensated while staying out of the market. All parties were aware that generic entry would
cawse Schering to lose more than a lower-priced generic could hope to eamn. Far it is well
.f:stablisheﬂ i the economic literature, and well understood in the pharmacentical industry, that
when generic entry does oceur, the branded drug company suffers a rapid and steep decline in
zales and prbﬂts, Some of those josses become savings for consumers. In this cese, however,
Schering shared its profits with its competitors, and consumers Jost the opportunity to reap the
savings that peneric entry offers.

Thers should be no dispute concerning either the threat to Schering’s K-Dur 20 profits
posed by generic eniry, or Schering’s incentive to pay for protection against such entry. Schering
was vuinerzble to generic competition on K-Dur 20 because il is the most widely-prescnbed
potassitn supplement, and the patent covering K-Dur 20 i3 a relatively narew one {claiming
only a very particular bype of extended-release mechanism:). Furthermors, the congressional
scheme for epproval of generic drugs encourages companies to undertake challenges to patent

validity or {0 design around valid patents.



Schering was agutely aware of the threat that 2 generic version of K-Dur 20 would pose.?
‘It fact, only two months afier generic entry finally did occur in September 2001, nearly ssssse of

tiew prescriptions for K-Dur 20 were filled with the generic produet.* As the graph below
dapicts; FARARRG ERFREF SRR Rt R AR AR E 4 A RSy yry iy rrrrrr rErrE YRV R YRR FN AV AR AR FP Y PR P RN PR E A FRR NN

SRR R R R R AR

[REDACTED)]

The prospect of such substantial losses gave Schering a powerful incentive to use 2

portion of its profits to maxipuze the length of time to introduction of generic competition.

3 SEE. e_g‘, CK]ZZ., fl i rpr ey el "Il_lullIll'l-
tCXs.




What is contested in this case is the nature and effect of the siratcgy that Schering chose
to achieve iis objective to delay genenc entry. There is no dispute that Scheting paid Upsher-
Stith $60 millton and AHP at least $15 miilion, and that each of these potential genetic entrants
agreed not to lavnch its product for several years. The evidence shows that respondents not only
had amplc incentives to enter into an agreernent with a payment to delay generic entry, but also
that they acted on those incentives. This evidence inciudes the written agreements themselves,
comtemporaneous busmess docyments describing the agreements, and the parties’ own testimony
reganding the negotiations. All support the conclusion thal Sctennyg paid its competitors to leave
the patent dispute unresolved and to instead set an entry date several years down the road.

The agreements are unfawiul horizontal restraints of trade because of their inherently
anticompelitive nature and the absence of uny plausible justification. The likelihood of
anticorapetitive harm from agreements invalving payments by a hrm?&cd drug company to a
potential peneric rival in exchange for the would-be entrant’s agreement to forestall entry is
apparent. And the evidence regarding the agreements in this case confirms thewr anHeompetitive
character. Schﬂﬂﬁg had a powerful incentive to pay its polential compelitors ¢ delay their entry
and, when faced with the clear threat of generic entry, looked far a way to achieve that objective.
Schering did not expect that its patent would prevént geﬁc entry until it expired in 2006. And
it was acniely aware — as were its potential generic competitors — of how quickly its K-Dur 20
profits would plutnmet once generic competition did arive; obtaining any delay in gencric entry
would be extremely valuable. Upsher-Smith and AHP asked to be compensated for agreeing to
forego entty. Schering, though it sought to avoid the appearance of 2 naked payment not to

cotmpete, recognized the need to provide such compensation, and made substantial payments to



both. Upsher-Smith and AHP in exchange for thewr agreements not to enter the market, taking into
account celeulations of their estitated losses from delayed entry.

Because the nature of the agreements gives rise to an cbvious inference of
anticompetitive effects, they are wmlawfizl per se uniess they have a plausible justification.
Respondents offer two purported justifications, but neither is plausible. First, their princtpal
defentse — that the $60 mitlion payraent to Upéher—Smith was for the Miacor-5R license — is
comtradicted by the evidence. There is ample evidence that Schering attempted to use licences to
disguise the huge payment (though in the end 1l was punﬁy disguised). Indeed, it is not
surprising that Schering’s filcs contained a document, entitied wsremesanrasrsninmasssasenss {CH 2835

I'_hat con‘tampiatcs AR AR ARG A AN AT P NS AR A b F RV R SRR AR AN SRR A N A N FE PR kA AR A R

ERA RN g pnE e E e R R e a R SR A A A AR AR AR AP AR NI AT NN RN P EA PR AR YRR AR

Respandents’ other purported justification — that payments may be necessary to reach
procompetitive settlements — is merely post-hor rationatization. While their economic experts
theorize about possible circurnstances in which a payment for a future entry date might not result
in delaved entry, no evidence suggests that their theories could explain the paymnents challenged

I this case. In fact, the evidence shows the opposite: that these theories had nothing to do with

' the factors that actually motivated the agreements in this case. Since the asserted justificarions

are either pretextual or have no connection 1o the agreements here, the agreements lack any
plausible efficiency justification and should be condemned as per se unlawful.
Moteover, as the Supreme Court made clear in Nationa! Coliegiate Athletic Assn. v. Bd.

of Repents of the Untv. aof Oklnhoma, 468 ULS. 85 (1984), and other cases, even where per se



treatment 1s not mdicaied, mherently anticompetitive restraints are condemned quickly under the
nile of vgason if the proflered justifications do not withstand scrutiny, Hers, the proffered
justifications plainly fail on that ground, and the agreements quickiy can be found unlawfid,

Even a more searching inquiry into market power and likely competitive effects under the
rule of reason simply confirms that the agreements are unlawful. Schering’s dominant position
iti the matket and the competitive dynamic between branded pharmaceuticals and their generic
versions show that the zgreements plainty had the capacity to canse serious competitive hann.
And the direct evidence of the effect of penenic enigy on sales of K-Dur-20 since Upsher-Smith
crtercd with its generie product in September 2001 leaves no doubt that the delay of generic
compefition caused consumers to pay kigher prices for 20 mEq potasstum chlonde products.

The agreements are also uniawfol acts of monopolization, because Schering had
monopoly power with respect 1o K-Dur 290, and it maintained that power through exclusionany
conduct. The ample evidence that the availabifity of other potassium chioride preducts did not
constrain Schering’s abiﬁty to price its products far above what a genenic wounld charge
establishes that Schering had monepoly power with respect o K-Dur 20. And the agrecments,
because they wers reasonably capable of maintaining that monopoly power and lack a legitimate
justification, are wnlawfl exclusionary acts, |

Finally, each of the challenged agreements also amounts to an unlawful conspiracy to
r_nnnc-p-oiizc, because in cach case the parties entered inle an agreement, apd took actions in
furtherance thercof, with the specific infent to maintain Schering’s monopoly and shas the
monopoly profits. Statements and actions by each of the parties provide an ample basis from

which to infer that they had a specific intent to preserve Schering’s monopoly.



Respondents have submitted reports from a large number of expert witnesses o support
what they contend is the proper way te assess whether the challenged agreements were actuafly
anticompetitive. The tests respondents affer, however, are inconsistent and impossible to apply.
Indeed, their own Experts do ot even Ty to apply them to the facts of this case. These tests do
not provide a reliable way to evaluate whether agreements tike the ones challenged here are
anticompetitive. Aud, if adopted, they would effectively create a rule of per se legality,
immunizing virtwally any settfement of patent litigation, including settlements inveolving aaked
payments not to compete. Purthermore, respondents’ suggestron that condemning the
agreements in this case wounld threaten parties’ rights to setfle patent infringement liﬁgatinn, or 1o
purchpse licenses in commection with such settlements, is unfounded. This case is about
competitors using licenses as a cover for a payment not to compete.

Schering’s agresments with Upsher-Smith and AHP denied consumers the benefits of a
competitive marketplace, in which generic companies maice decisions abont whether to setils
lawseits, and when to enter the market, free from the influence of payments that distort their
nonhat iﬂccnti{fas 1o compete. Respondents” sugpestions that Your Haner consider whether
some hypothctica! “consumer advecate™ would find the entry dates that resulted from Schering’s
payments to be reasonable — given the risk that the potential generic entrants might lose the
patent infringement cases — is simply an invitation to abandon the competitive system that
antittust law is designed to protect. In other words, it is “nothing less that a frontal assault on the
basic policy of the Sherman Act.” National Society of Professional Engineers v. United States,

435 UL, 679, 695 (1978).



L The Challenped Agreements
The Commission’s complaint ir: this case challenges two separate agreements, one

between Schering and Upsher-Smith, 2nd another between Schering and American Home

Products. The agreements were entered into in seftlement of patenl infingement suits brought by

Schering against thess companies after they sought approvat to market a generic version of one

of Schering’s products. The agreements share many commeon features:

. substantial, up-front, non-contingent cash payments from Schenng, the patent holder, to
the alleged infringers ($60 million in the case of Upsher-Smath, and at Jeast $15 million
to AHPY,

. agreetnent by the potential generic competitor o refrain from laumching :ts product for
several yvears, instead of seeking ap eardier entry date through & victory in the patent
litigation;

. cther restraints to prevent generic entty, including a promise not to enter with any 20 mEq
potassizm supplement, regardiess of whether it infringed Schermg’s patent; and

. licenses te¢ Schering for other products that are unrelated to the subject of the patent
litigation.

As discussed below, these agreements were uniawful payments not to compete that harmed
consumers. Before addressing the specifics of these agrf:'ﬂmcnta, liowever, we begin with the
industry.context in which they arose.

L. The Commcreial Realities of Generic Drug Competition in the Pharmaceuntical -
Markefplace

In commion pariance, 2 generic dnsg is one that contains the same active ingredients as its
hrand name counterpart. Within the pharmaceutical industry, “AB rated” generic drups are most
important to the competition and performance of the industry. An AB rated genenc drug not
only contains the same active ingredients as its brandname counterpart, also referred to as the
“reference list drug,” but is also “hio-equivalent”™ to the reference drug. Drug products are

o



considered bic-equivalent if thers is no significant difference in their rate and extent of
absorpiion compared to the reference drug, when administrated under stmilar conditions.” For
the sake of simplicity, we use the term “‘generic drug” in this case to mean an AB rated generic
drug.

Generic drugs generally are sold at substantial discounts off the price of the bramded drug.
Because of these price advantages, government officials and private purchasers have adopted
polities {p encourage or require pharmacists to substitute a genene drug for its branded
cquivalent. The resuit of this price difference and the ease of snbstitution has been a nnique
compeiitive dynantic botween branded drugs and their generic counterparts, in which generic
entry prompily causes a dramatic decline in the branded drug’s sales. These basic economic
realities of the pharmaceutical marketplace help to explain why companics may engage in tacties
to delay generic entty, and why these (aviics are so costly for consumers.

A, Generic Entry Generates Larpe Savings for Consumers

The effects of genenic entry on consumer prices are well-documented: Generic entry
causes fices to fatl dramaticaily. Empirical reseamil has shown that the first genenie fo enter is
typically priced 25 percent or more below the branded dug’s retail price. As additional generics
enter the market over time, the price of genenc drugs continues to fall, sometimes to less than 50

pet centaf the branded price.® A 1998 Congressional Budget Office Report estimates that in

T See 21 US.C. § (H(8)B) {2001)

* Congressional Budget Office, How Increased Competition from Generic Drugs Has
Affected Prices and Retirns in the Pharmaceutical Industry (July 1998) at xii.

10



1924 alone, purchasers saved $8-$10 biilion on prescniptions at retail phammacies by purchasing
genetic drugs instead of the brandname product” |

There is evidence that the impact of generic entry s even greater today than in the early
1990s, whenrruch of the econormic research examining these issues was conducted, The
cvidence in this casc bears that out: Upsher-Smith enterced with Klor-Con M20 as the onl ¥
generic version of K-Dur 20 at an immediate discount of approximately ++» percent off the brand
price

B. Federal and State Policics Enconrage Generic Eatry

The henefits to coasumers from generic drugs have spurred policy makers at both the
federal and state levels to take actions to encourage generic entry.

1. Iatch-Waxman

Congress enacted the Drug Price Competition and Fatent Term Restoration Act of 1984,
contntonly refetred to as “the Hatch-Waxman Amendments,” to facifitate apd encourage the
market entry of generic drgs, while st the same time increasing incentives for pharmacenticzl
comparnies to invest in new drug development. The Amendments simptified the process for
peining FDA ﬁppmvui of generic versicns of brapded drugs, by allowing the generic applicant to
reference the branded drug’s safety and efficacy data. Under the Hatch-Waxman Amendments,
generics file an Abbreviated New Drg Application (“ANDA™) to .mtah!ish that their product is

bio-squivalent to its branded countemart.

7 Id atxiii, 13.
* Deposition of Robert Coleman, Director of Marketing, Upsher-Smith, at 26-27.

El



The scheme Congress established under the Hateh-Waxmen Amendments encourages -
generic companies to undertake challenges to patent validity or to design around valid patenits
relating to branded dmgs. It grants special status to the first company that seeks FDA approval
for z-generic ellernative to 2 branded r.’lrug still covered by a patent, where that company certifies
to. the FDA that the patent in question is invalid or not infringed (known as the “Paragraph IV
certification™). This “first filer” is eligible for 2 120(-day period of market exclusivity, during
whtichit has the sole right to market a genm{c VETsion qf the brand-name drug. Ne ather peneric
manufacturer may obtain FDA approval to market its product until the first .ﬁIer’s 180-day
exclusivity period has expired. '

' This period of exclusivity is a valuable righl. As deseribed above, generic prices tend to
fall as additional generic manufacturers enter the market* Accordingly, the greatest retarns are
assured o tho st ontran: during its period of exclusivity.

2. Stat.e Substitation Laws

States have encouraged competition by generic drug products through laws that allow
pharmacists to automatically substinute a generic dnyy for its branded equivalent, unless the
physician directs otherwise. Some states require such substifution where the product is paid for
by the state Medicaid plan or other public assistance program. Many health plans and other
purchasers capitalize on the easy snbstitution created by state pharmacy laws, and encourage or
msist upon use of generic versions of branded drugs when possible. This in tum creates an

immediate market for generic entrants.

* Congressional Budget Office Report, supra note 6, at 32.
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C.  The Branded Drug Maker Rapidly Loses Market Share When a Generic
Enters

When 2 generic enters the market, it quickly takes market share away from Iis branded
couttterpart. Empirical research has demonstrated the rapid and dramatic cffect of genenc cntry
on-branded companies” sales. Within the first full year after launch of a generic product, branded
drugs lose an average of 44 percent of their market share {o the generic praduct ® Thus, when a
brandname dmg is an important part of a pharmaceuiical company’s portfotio, goneric cniry can
hawve a swifl impact on its revenues and its bottom line.

The data on the impact of the introdnetion of Upsher-Smith’s genene version of K-Dur
20, ml].ed Klor-Con M20, reflects this widcly-recopnized phmqmcnm After Upsher-Smith’s
September 2001 launch of Klor-Con M20, new prescriptions rapidly shifted to the lower-priced
generic. Within #we mouths, Schering had lost to Upsher-Smith nearly === percent of all new
grescriptions written for 20 mEq potassivm chloride. "

D. . The Unigue Competitive Dynamic Between a Branded Drup and Its Generic

Counterpart Creates Incentives for Companies to Enter into Agrecments to
Delay Generic Eniry

While state substitution Laws create 2 thechanism for relatively easy switching from a
branded drug to its lower-cost generic counterpart, state aws do not permit the pharmacist to
autornaticaily substitute among branded drugs, or between a prescribed branded drg and a
generic version of another branded drug. As aresult, saies of generic drugs come at the expense

of their-brattded counterparts, with little if any impact on the sales or price of other branded

' Congressional Budget Office Report, supra note 6,. af xiii.
" CXs.
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products. Cenetic entry thus presents a unique competitive challenge for the branded drug

manufactorer.

Furthermare, hecanse generic drugs are priced se much lower than their branded
counierparts, the retummns to the brandname company from extending its monopoly almost ajways
will cxceed the potential economic gains to the generic applicant. As the FDA has observed, this
creates incentives for companies to enter into agreernents to delay generic entry, incentives that
can be especially strong when the genenc company holds saarket exctusivity rights that may
create a‘barrier to all other potentiat generic competitors:

[A] successful strategy to extend market exclusivity can mean tens of millions of dollars

in increased revenue for an innovator firm. Under such circumstances, it can be nmtually

beneficial for the innovator and the generic company that is awarded 130 days of generic
gxclusivity to enter into agreements that block generic campetition far extended periods.

This delayed competition harms consumers by slowing the introduction of lower prized

products into the mariet and thwarts the intent of the Hatch- Waxman Amendments.*
IMI.  The Generic Threat to Schering’s K-Dur 20

A. E-Dur 20 Was an Attractive Target for Potcatial Generic Competitors

Schering’s K-Dur 20 is a potassium chloride supplement used by milliens of Americans,
particutarly otder persons suffering from high blood pressure and other chronic conditions.
Potassiom chloride supplements are used to treat potassiwm deficiency (keown as
“hypokalemia™), a condition that often arises among individuals who take the divretic

medications that are used to treat high blood pressure or congestive heart disease. Because these

are ¢chrontic conditions, K-Pur 20 is generally a long-term therapy. Potassinm chitoride

2 FDA Proposed Rule Regarding 180-Day Generic Dmug Exclusivity for Abbreviated
New Drug Applications, 64 Fed Reg. 42873, 42882-83 (August 6, 1999).
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gapplernents are ecessary to alleviate potassium deficiency because such deficiency can cause
muscle weakness and bfe-threatening cardiac conditions.

K-Dur 20 was an appealing target for generic entry because of its market dominance and
the aarrow nature of its patent protection.

| 1. K-Dur 20°x Dominance
- K-Dor 2§ is the leading potassium chioride supplement in the United States. It has

certain unique features that give it an advantage over the various other potassiun supplements
availzble to consumers. Until Upsher-Smith’s entry in September 2001 with its generic product,
Klor Con M20, K-Dur 2¢ was the only potassium chloride preduct in & 20 millicquivatent
{"mEq™), extended-relcase dosage. The single 20 mEq dosage form means patients need fewer
doses per day than would be required for alternative products. Fewer doses in tum can mean not
only preater convenience, but also better patient compliance with the treatment prescribed by the
physician. In addition, K-Iim 20 is 2 micro-encapsulated, exiended-release product. Micro-
encapsuiation, which refers to the process by which the active ingredient {in the case of E-Dur
20, the potassium chloride) is coated, is designed 1o ensure a slow release of the potassium
chioride, in order to minimize the adverse side effects {such as gastro-intestinal problems) that
can otherwise result from a 20 mEq dosage of a potassium chlonde prodact, K-Dur 20 unique
charagteristics made it the mest widely-preseribeg form of potassivm supplement.

Throughout the early and mid-1990s, Schening raised prices and increased ;alf:s of K-Dant
20 despite the existence ol alternative polassium chloride products. Schering’s revenues and

profits from K-Dhr-20 increased. Beoth price increascs and increasing safes volumes enhanced

the profitability of the product.

15



The profitability of K-Diur 20 made it an attractive opportunity for a generic entrant,
because a generic could do what the altemative potassium supplements conld not. A lower-
priced generic would quickly take sales from K-Dur 20. The general understanding of the impact

of generic entry suppotted such a resuit, and Schering forecasted (correctly) that sssesssssvscsssons

bbb R R bR v TR R A PR AN A S BT AN P TR aAFuy

At trial, complaint counsel’s economic expert, Stanford University Professor of
Econontics Timothy Bresnahan, will discuss the evidence showing that other potassium chioride
products did not constrain Schering’s ability to price its product well above what 2 generic would
charge. This evidence includes market forecasts from Schering, Upsher-Smith and AHP, which
show that they all recognized that potential genenc ontramts had 2 unique ability to take away
sales from Schering, forecasts that have been confirmed by the actual market effect caised by the
intreduction of Upsher-Smith's generic pmdﬁct in September 2001. Professor Bresnahan will
explain how this evidence supports the conciugion that Schering had monepoty power in K-Dur
3.1

2. K-Dur 20°s Limited Patent Protection
E-Dur 2¢ was an attractive target for generic entry not only hecause of the large profits

that Schering enjoved, but also because Schering’s pateni protection {which could prevent entry)

was relatively namow. K-Dur 20's active ingredient, potasstum chlornide, is a suhstance in

common use and is unpatentable. The patent covering K-Dur 20 (known as the “743 patent)

relates only to the extended-release mechanism of the produci.’® The patent concems the coating

™ CX 751, Expert Report of Timotby Bresnahan, at 23-26.
¥ X 12, Patent No. 4,863,743 (Sept. 5, 1985).
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| |

used an the potasstum chloride erystals that make up the K-Dur 2¢ tablet, and in particular the
viscgosity of the matenal used for the coating. A peneric manufacturer would therefors not
infringe the *743 patent as long as it did not use the type of coating claimed in the patent.

The narrow naiure af this patent helps to explain why Schering predicted that generic

entty would occur well before the patent’s 2000 expiration date, sese=rearensrserronsesssarancarssen

SHeseemae e st ettt e s cae e ««'% Taken as a whole, the evidence
shows &t a qunimum that Schering did not expect that its 743 patent would prevent generic
competition to K-Dur-20 through the expitation of the patent in 2006.

B. By 1997, Upsher-5mith and AIIP Presented Sipnificant Threats to K-Dur 20

Development of eontrolled-release oral pharmaceuticals has been an area of active
irterest for many companies in the pharmacentical indusity. In 1995, both Upsher-Smith and
AHP soughit FIXA approval to market a genenic version of K-Dur 20. Other commpanics have
since filed ANDAs,

1. Upsher-Smith

Upsher-Smith filed an ANDA seeking FDA approval for a generic version aof K-Dur 20 in
August 1995, Upsher-Smith was the first to file an ANDA certifying that its product, Kior Con
20, did not wifringe Schering’s *743 patent. That certification meant Upsher-Smith was eligible
for the 180-day excinsivity period provided under the Hatch Waxman Amendments.

Schering sued Upsher-Smith, claiming that its prodect infringed the ‘743 fratﬁrlt. Upsher

' maintained that its product did not infringe the patent, in particular because the coating it used:

Ii’ CX 13 ' SEIRFAFSAREA FEERFERFAEE G d A Ayt bk nreaw ALY I LIE T TR Ll Py L LN LR LTI YL )

LT T T T e r P AT L) T "(hppcnﬂix 'D-'[}

17



(1) was ethylcellulose with a viscesity of approximately 2¢ centipoise, and thus outside the
patent {which claimed a viscosity of greater than 40 centipeise); and {2) did not contain any
hydroxypropylcellulose nr polyethylene glycol {ingredients that the “743 patent specifies).

As the litigation progressed, Upsher-Smith became a more imminent threat to Schering’s
K-Dur 20 profits. Upshier-Smith received tentative FDA approvat' for its product in March 1997
and was making plans to lannch its preduct in late 1997 or early 1998.7 Upsher-Smith and IPC,
a contract manufacturer that would have produced certain aspects of Upsher-Smith’s generic K-

Dut 2(} pmduGL a_gl-ﬂed_ AVEEFEE AN AU PSRN F TR A A A R R Al A RN h R AR G

arddddd bbb bdREVSEd b ik ddBd dna kB iR F AN R AT P AN NV SR FA P FEE S FEE VSN FEF FA RS US4 ANV RS FEF SSE NS A S S A S PR AS R EE S

shudnnindd g naibbppanridbidnnsdbid bl dasnann ren [T 1] AN R A FARN AN S SN SN F AN RS AR E RN

(LI LI IR L LT ]) ] i#

% After the FDA concludes that all components of an ANIYA are acceptahle, it issues
eithes ap approval or a tentative approval letter to the applicant. A tentative approvat letter is
issued if the ANDA is otherwise approvable, but cannot receive final approval because either (1)
the [80-day exclusivity period granted to a first ANDA filer has not expired, or (2) the statutory
3-month stay on FDA approval in cases of patent challenges has not expired. Under the Hatch-
Waxman Amendments, the NDA holder with a non-expired patent, upon receiving notice of an
ANDA filer’s certification that it does not infringe a vahid patent or the patent is invatid (the
“Paragraph [V cortification™), has 45 days to initiate & patent infringement suit against the
applicant. Ifa patent infringement swuit is filed within the 45-day window, FDA approval of the
ANTIA is sutomatically stayed until the eartier of {1) the expirztion of 30 months trom the
patcntes’s receipt of notice of the Paragraph IV certtfication, (2} a final determination of non-
infrinpement or invatidity is entered in the patent infringement litigation, or (3) the date the
patent expires. Final approval is delayed until all exclusiity/30-month stay perieds have
expired. A tentative approval does nol allow the applicant to market the generic drug product.

7 Cx 255’ SRR VR SRl p

" See, e.g., Troup Investigational Hoaring at 64; CX 266, asrrresenssvrrnvarstasrransins

T RTINS AR N M F T R B E R R RS IR PR AR A B tar eI e b eand s ntnnanenns IS ﬂﬁ.'}"d,'?" USL aT48.
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With & June 1997 trizl date approaching, in May 1997 (he parties began to nepotiate a
settlement. The evidence will show that Upsher-Smith's CEQ, Ian Troup, told Schering he was
willing to leave the patent dispute unresolved and accept an entry date seversl years in the fiture,
it that he wanted to he paid $60-70 million in exchange.

On the eve of rial, the parties reached 2 settlement agreement.” Schering apreed to pay
Upsher-Smith the $60 rmillion it had requested, in three unconditional payiments over a two-year
pericd. Upsher-Smith in hom agreed not to launch any genenc competition o K-Dur 20 for aver
four years, nntil September 2001, In additfon, the parties agreed to a series of licenses from
Upsher-S8mith to Schering, and granted marketing rights ontside the United States, Canada, and
Mexico for Niacor-SR {a sustained-release niacin product designed to treat elevated cholesterol)
apd certaint other products.

y AHP

American Home Products’ ESE-Lederle, Inc. (heremafter “AHP") imit filed an ANDA
sccking FI¥A approval for & generic version {}-fK-DI.II 20 in December 19952 AHP cortified to
the FDA that its product did not infringe Schering’s *743 patent, and stated that s produocet did
not use the coating mixtire claimed in Schering’s patent.?'  Shortly thereafier, Schering brought

a patent infringement suit agamst AHP.

¥ Cx 34 H_’ B P R ——— (AP'PEH.GIX D_q,} .

* AHP has been withdrawn from the adjudication of this matter to permit the
Commntission o consider a proposed consent agreement.

i CX 419,
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As m the case of Upsher-Smith, AHP"s generic product presented a threat to Schering's
K-Dar 20 profits. There was greater uncenainty, however, in AHP's case, particularly because of
Schering’s apreement with Upsﬁﬁvﬁmiﬂl. Upsher-Smith, the first ANDA filer on K-Dur 20, was
eligible for the 180-day exclusivity period under Hatch-Waxman. But recent court decisions had
made it unclear whether Upsher-Stith had 1ost its exclusivity rights when it settled with
Schering.® U Upsher-Smith retained it exclusivity rights, then its agreement not to kpnch its
product could prevent AHP from entering the market until March 2002 (180 days after the
agreed-to entry date in September 2001). There was, however, some possibility that AHP could
win the patent suit and enier the market before March 20022 | |

The partics scttled the case in January 1998, with an agreement similar in several respects
to the one Schering had entered into with Upsher-Smith aix months earlier.®® The agreement,
which was finalized i June 1998, provided for payments from Schering to AHP of $15 mitlion,
witlt-$5 million to be paid up front and an xdditiopat $1¢ millivn conditioned on AHP’s
obtaining tentative FDA, approval by June 19997 The agreement, like the one with Upsher-
Smith, 2iso set an entry daic several years in the future: AHP sgreed not to launch its genetic
product nmil 2004, The parties also apreed to a variety of ather restrictions harring AHP from

supporting or promoting any generic competition to K-Dur 20. Finally, as in the case of Upsher-

#Z See discussion at Section IV. D, infia.

¥ See, e.g., Dey Investigational Hearing at 138%; Schering Sceond Admissions at Nos.
133-135; gee afve Doscoll [nvestigational Hearing 2t 106-107.

2 CX 474,

I CX .134, T P L T P e P L T P T A P P T R P A P e P D P e P L T
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Smith, Schering purchascd a ticense to ecrtain products held by AHP, and Schering agreed to pay
ah afdditipnal AHP $£15 million for these licenses.

V. The Challenged Agreements Were an Anticampetitive Strategy Involving Payments
to Delay Generic Entry

The key issue in dispute in ths case is whethert these agreements between competitors
wete for the pmpﬁse of delaying market entry, with the generies accepting payments in exchange
for their agreerment to delay. We will pruve, through the axreements themseives and a variety of
gther evidence, that these were in fact payments for delay — delay that benefitted the parties but
diractly harmed consumers. The evidence will show that in both cazes Schering’s payments were
comnpensation for the generics’ agreeing to stay off the market fc}_seweral years, and that those |
agreements harmed consnmers, whether analyzed as horizontal agrecments in restramt of trade or
acts of monopolization,

A, Schering Paid Upsher-Smith to Secure Its Agreement Not to Enter Until 2001

. The Terms of the Aereement Show Payment for the Entry Date

The terms of the Schering/Upsher-Smith agreement directly link Schering's $60 million

payment to Upsher-Smnith’s agreement to the 2001 entry date:

. The consideration is expressly linked to Upsher-Smith s agreement fo the enfry date:

SRl IR SRS A AR AT P AU NS VA VRN PSPPI NEV SRS E N N AR AR At e p ey ARy RSy il A B R i
LA AL R L Ll d b Ll b Ll Ll Rl LA Ll LR LR Ll L LIl Ll L L Ll Dbl b Ll Ll iyl Ll )]
AR AR RE A AR R AR AR A R F RN SRR i'liti'llll‘iml'l'lll LLUL LRI LLE L LR LU UL L Ll Ly LLL L]
Ay A A RS EF A R RS AT RA S AT VS RE S T VAP SN P EET YT A N NS A R VRSN EA AN
AT PR AN AT I PPN TR T I I P AT Y R I TR YT PR PR R U PR YR PRIV PN AR PR R EE T

AR AR SRR ARG RN AP RIS N F SR N NS NS SN PN S NS DA TN BN

. Upsher-Smith s obligarion to abide by the eniry date is condirioned on the paymenis:

AR R R [ TTT L] AN S FSN AN RN FA RSN ASEEEREN
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dknbdhiddbddbdbnbd bbb bba sl il U P PR S SR PRI A PSS AN R A NG AR AN AR R SR R VA SN R R

SERSERAU NS GNP U F U PN AR

Tke force majeure clause is consistent with payment for the entry date; seeererreasinaansas
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2. Other Lvidence Confirms That Schering Paid for the Entry Date

Complaint covmse! will offer respondemts” own business documents and othet evadence to

show that:

Schering had the incentive and ability to pay Upsher-Smith o forpo enfry until 2001, and
Upsher-Smith had an incentive to agree to such an arrangement;

Unpsher-Smith negotiated for compensation in exchange for agreeing o stay off the
market; :

Schernng understood that it needed to compensate Upsher-Smith [or staying off the
market,

The payment amonnt was calevlated with reference to the impact on Upsher-Smith of
giving up its challenge to Schering’s patent; and

Schering saw a problem with a naked payment and so sought to cast the payment in the
guise of a purchase of licenses to various Upsher-Staith products.

For example, a June 1997 memorandum from a Schenng Vice-President 1o the Schering

Boand of Directors corceming the proposed license agreement with Upsher-Smith states that

Upsher.gmht] was Seﬂkj-ng AFSESSFENSA SN FSE AN FA NS RSE R FEFSEANSA FEEANSA AR A U RSASRAREARES REA R EAFRRFARP

1 CX 348, 2t USLO3184,
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Even more striling is another Schering document, entitied simply
PP T TTI T PR PEFFFETFFT PP \"i’hlﬂh iﬂ]"ﬁ out the mHIPm}r's Stmtﬁg}f for dﬂﬁ].l.'ﬂg with UPShET'S]I]ith

Ii notes the need 1o sevsavrserissenmtessssres:

AN ARSI AN NI RSN NRF ARNH R 0T RRR v M iR kv il v ndd dvad bap v i andinded dnvsddandv iwabdd e

SSRGS SN AN EFAGA AL BN FARS Ay Adbyddiduiibhgiptdgy b yridbnarrnr sy s rAnsa vhvanidnr sl el

0

R RN R R R A R Ay Ay g T

In other words, payment would last enly for so long as generies are kept out of the market. Once

genetic cornpetition arrived, the “royslty stream™ contd stop:

addisiidddd dBubbRdandddnuRTU NS #E N L] [ 1 SHREANSYSFENSRRPANSNNEE RRE RERFFEENE FARE TR

vhivndbiadiddininrinddiinrerinnsvinrsusrans ]
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T T T T L e T e (Appendlx D_j)_
® CX 338 at SP 12 00270.

™ CX 283 at SP 018780 (Appendix D-2). Although Schering disclaims any knowledge
as to the identity of the author or other circumstances surrounding this document, it does not
dispute fhat it was produced from Schering’s own fites. See Schering’s Response o Complaint
Connsel’s Cerrected First Set Of Interrogatories (November 16, 2001), at 3.

ail Iﬂf
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This document belics any claim éhat the payment was for anything other than an
agreement ot to compete. Indeed, the reesasssenssassacrsassncse specifically identified the masking

mechanism that Schering acuially chose to emplay, noting that Schering could sssrsnsersanvsasssns

AR RAR RN AN A SR AR A R NS AR AR AN NSRS N F A R A SR n

Finafly, the document includes a calculation of the ssevsssssnssasssssssrssnrvsssssssrrvarsseres
R A AR R VRSN AR R R TR SRR SRR TR A A A

T T e P S T TR P P
N surprisingly, Schering’s apreement with Upsher-
Smith tracked the roodet laid out in the awsvesar=r virtually to the penny. thering a:mged to pay
Upsher-Smith $60 million over a two-year period —an amount that Professer Bresnahan wil)
{eRtif}y ssssveaterassunenansrennancesasronnensonnsanssosansonassassanss, [0 exchange, Upsher-Smith
agreed to forego competition with Schering pntil September 2001, and Upsher-Smmth licensed a
bundle of products to Schering. |
3. The $60 Million Payment Was Not [or the Niacor-5R Licénse

Schering attempis to defend the $60 miflion payment as-par{ of the compensation thar it
paid for a license to a different product, Niacor-SR. Although the Niacor-SR license had other,
cotventional moyalty tertns, Schering has claimed that the enommous nop—cuntingmt payroent —
vittually unprecedented in size in the pharmaceutical indusiry — simply was further compensation
for Niacor-SR. O case-in-chief and anticipated rebutial evidence will refute that argument.

The evidence will show that Schering’s $60 million payment to Upsher-Smith was not part of the

n i
* I at SP D18781.

24



license fee for Nizcor-SR. Not enly do the agreements on their face show consideration was patd

for the-entiy date, but alse a variety of documentary and testimonia} evidence, including an

analysiz by complaint counsel’s pharmacetical licensing expert, Dr. Levy, will demonstrate that:

The E60 millicn toem of the agreement is anomalous in light of Schering s licensing
practices and praciices in the industry generally. We will show that one fem of the
license — the $60 million non-contingent payment — preatly exceeded simitar fees paid in
other fransactions by Schering, including those wath far greater value than the products
regeived imder the ScheringUpsher-Smith agreement.™ Furthertnore, the apreement
lacks the erdinary protections that would be expected inr such an agreement, such as
provision for substantial “milestone” payments upon completion of specific tasks.

Indeed, the agreement does not require Upsher-Smith, the Meensor, to de anything further.

The due-difigence process carried out by Schering in the evaluation of Niacor-S& was

-afsg anomalous, because, far from being exdtroordinarily difigent (as might have been

expecied in a deal where the amount of cash commiited by Schering was unprecedented)
Schering failed to follow the procedures ordinarily followed by Schering and those
generaily followed in the pharmaceutical indusiry. A single empioyee, James Audibert,
carrted out the purported due-diligence in less than five days.® He did so without input
from the groups ordinarily involved in licensing decisions, that is, Schering’s rescarch
and development proup, patent counsel, regulatory group, manufacmring group, finanee
grozp, or any of the normal due diligence groups with responsibitity for marketing and
selling the product, *

The behaviar of Schering and Upsher-Smith afler execution of their agreement was
inconsistent with the respondents ' comtention that they were serious about Schering s

- development of Niacor-SR. The time lines that were presented to the Schering Board of

Directors, after the “due diligence,” for the development and marketing of Niacor-SR.
would hiave required the company to immedialely mount an enormoous effort to gain
regulatory approval, manufacture, and market a new pharmaceutical.’” The evidence
shows no soch effort was made. In addition, there was almaost no communication

¥ (X 753, Expert Report of Nelson Levy, at FTC 0020527-34; CX 125%; CXi253; CX

759, Expert Report of Walter Bratic, at Exhibit 6.

* See, e g, Investigational Heanng of James M. Audibert, at 31-32.

* Id, at §9-91.
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between Schering and Upsher-Smith regarding Niacor-SR after execution of the

agreement, which would have been unuenal if the parties had a sincere jnterest in the

development of a pharmaceutical product.®

In addition, Professor Bresnahan will diséuss evidence that shows that Schering was
anwiljing: to make any non-contingent payment for another niacin product that Schering believed

was equal to or better than Niacor-SR. He will also describe the evidence that Upsher-Smith

contacted 49:companics in an effort to license the rights to Niacor-SR. Most showed no mieres,
and u-;m'e offeted a non-contingent payment. On the basis of this and other evidence, he
conciitdes thit 1veesesssarserisrsnsssserssernreirerssnstransevassnrananns **

The evidence with respect to {he Niacor-3SR. license is nof — as respondents ciaim -
offered to show that, given 20-20 hindsight, the Jicense was not worth the $60 miltion that
Schering paid. Rather, the findamental point is that Schering's anomalous behavior - paying
extraordinarily large, non-contingent payments without the type of due diligence that wonld
ordinarily be conducted, and then virmalty ignoring the product afterward — points to the same
conclusion as the agreernent terns and the cuntemparm;wus business documents: that the
Niacor-5R hicense arrangement was a veil for compensating Upsher-Smith for agreeing to stay
off the market wntil 2001.

B. | Schering Paid AHP to Secare Its Agreement Not to Enter Until 2004

1. The Terms of the Agreement Show Payvment for the Entry Date
The link between the payment and the entry date in Schering’s agreement with AHP is

evenclearer than in the case of Upsher-Soiith. On its face, the agreement ties the compensation

* See eg. CX 753, Expent Report of Nefson Levy, at 31-32; CX 796, CX 1113,
- ¥ CX 751, Expert Report of Timothy Bresnahan, at 27-31,
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to-AHP directly to the length of time AHP forgoes entry once the FDA has #pproved its prodoct.
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words, under the agr&mﬂm, AHP would get more money the eardier it established it was a
congrets threat to Schering's monopoly.

Becanse the agreement so clearly shows that Schering paid AHP for the future entry date,
we need not inquire into Schering’s additional $15 million payment for the licenses to a bundle
 of AHP preducts. It is sufficient that Scheriny paid at least $15 miltion for dtlaf.

Y. Other Evidence Confirms That Schering Faid AT for the Entry Date

Thers i3 a vaniety of evidenee that confirms what the terms of the agresment show. For
exarnple:

* AP, like Upshar-Smith: wanted to be paid to give up its challenge to Schering’s patent
and o forestalt introduction of its generic product, and it proposed a settlement whereby

Schering would compensate it for agreeing to delay its entry. !

. The amount paid to AHP was proportional to what AHP thiought it would forgo by not
entering, the macket sooner,™

a0 CX ig# rdddbd A AR A PR AR PRI P F A NS AT FE PR PN NSRS AN FUE S PN FA NS A NA A R FE PR raddan

P TP u.u.-ru. (Appmdlx D_d}

41 SEE- e-'g_ . Cx 459 RS ISR S A R RN A A EEG AR F A NS A NS R AR RSN NSNS A NS RPN RER RSN AN
ARSI Fr AR AR F TSRS NS AT NS N at ﬁHP {}5 m 1 gl} AR R R R R R AR

# See, e.p., Dey Investigational Hearing at 137, 139, 143.
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. AHP executive Dr. Dey testified that he may have been willing o accept an earlier entry
date in cxchange for forgoing some of Schering’s up-front money,

. Mr. Driscoll of Schering testified that he settled to avoid a possible negative result in the
patent snit.

C. The Agreements Harmed Consumers.-

If Schering’s 360 mllion and $15 millton payments werc not for license nghts, there 15
little doubt what they were for: to delay generic entry. As such, these agreements piainty harmed
CONMSUMETS, in viclation of the antitrust laws.

Ta begin with, as discussed earlier, it 3s virtualiy undisputed that generic entry means
lower prices for consumers. The evidence will show that +e» percent of customers have
purchased generic K-Duar 20, at half the price of Schering’s branded product, since genenics werc
introdeced into the market. Every day that generic entry has been postponed, therefore, is 2 day
coztsumers paid higher prices.

As complaint counsel’s econotmic expert, Professor Bresnahan, will explain, however,
what is good for consmers is vot so good for Schering and its genenc competitors. With
respect to the »=+ percent of K-Dur sales lost by Schering as a result of generic entry, Upsher-
Smith (hecanse it charges lower prices) has captured some, but not ali, of the profits that
Schering otherwise would have eamad.  The rest has been “lost™ to consumers. Az Professor
Bresnahan will explain, this “lost” profit gives the parties — particttlarly in the case of a highly
profitable diug like EK-Dur 20 -- a strong incentive {o agree to delay commpetitive entry, extend the

periad of monopoly profits, and then split the profit among themselves.

* See, eg., Dey Investigational Hearing at 141-142.
# See CX 751, Expert Report of Timothy Bresnahan.
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Urofessor Bresnahan will testify that the parties acted in accordunce with these incentives

i the present case.  As discussed earlier, Professor Bresnahian has concluded that ssserersesrrseria

N RSNt IR AR SRR SR Tt DU SO NP ROE OO FORD S HENEE VAN PRI SRSE AR RS POPEIY A REEEIINS NI IPOIE VES
P P
PO,

Professor Bresniahan also has considered the post-hoc explanations provided by the
respondents’ experts and found none of them applicable to the circumstances of this case.
Instead, his economic analysis confirms what common 5en56 suggests, which 15 that Schering did
not pay something for nothing. If Schering thought that, thoough litigation, if was likely to
achieve a berter onteome than peneric entry in September 20¢1, it would not have paid Upsher-
Smith $60 million to achi¢ve that samme result, Similarly, if Schering thought that Upsher-Smith
would agree to settle for a September 2001 m&y date without a payment, it would have done so.
Schering’s payment in this case only makes sense if it secured a later entry date than it believed it
conld obtain withont the cash.

The complexity of the models that respondents’ economists propose reflects their need to
obscure the plain facts about respendents’ behavior. But respondents” efforts are in vain: as the
eviderice at trial will show, the plain facts are that these competitors entered into agreements for
the putpose of postponing competition in the K-Dar 20 market; and the expected and ﬁkcly
consequence of this delay was to ennch the parties, af the cost of mitlions of dollars of hamm to

COMSUIMETS.
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. Schering’s Agreement with Upsher-Smith Had Additional Anticompetitive
Effects

Schering's agreement with Upsher-Smith not only affected entry by Uipsher-Smith, but
alsp served to create an obstacle te entry by other pofential peneric competitors. This effect on
third parties arose because Upsher-Smith was the first to file an ANDA centifying that it did not
infringe Schering’s patent on K-Dur 20. Thus, Upsher-Smith was eligible for the 180-day market
exclusivity period provided by the Hatch-Waxman Amendments. The agreement, by securing
Upsher-Smith’s promise to forestall its entry, ensured that Upshcr-Smith would not frigger its
Hatch-Wazman exciusivity right. Entil that nght expirsd, additions] entry would be blocked,
vnless Upsher-Smith chose to waive this lnghly valuabla excfusi;.fity right.

At the fime of Schr:ﬁng‘s Tune 1997 agreernent with Upsher-Smith, there was some
unccrlamt}r abowt wheather this blecking effect would actually arise. The focus of the uncertainty
was the continued vizhility of 2 1994 FDA regulation that a ferst filer had to successfully defend a
patent infringement suit to qualify for the 180-day exclusivity period (applicetion of which wounld
wiean that 2 settling fiest fifler would not block entry by other generics). The “successful
defense™ requirement had been challenged as contrary to the piain languape of the statute, and in
Ianuary 1997, the court in Mova Pharmaceuticals Corp. v. Shaiala, 955 F. Supp. 128 {D.D.C.
1997}, agreed. By the time Schering settled with Upsher-Smith in June 1997, it appeared that the
successful defense requirement might be cn the way out.

Shortly after the settlement, however, the July 1997 decision in another suit, Granttec,
fnc. v. Shalafa, 1997 WL 1403894 (ED.N.C. 1997), rev'd, 1998 U.S. App. LEXIS 6685 (4% Cir,
1998], increased the likelihgod that Upsher-Smith’s settlemnent with Schering would mean thar it
wonld lose its olaim to the 180-day exclusivity period. Ttﬁs raised the possibility that AHP couid
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enter the market before Upsher-Srmith. In addition, during this period FDA begzn to take the
position that a court victory by a subsequent ANDA, filer {(such as AHP) would trigger the first
filer’s exclusivity period ¥ In that case, even if Upsher-Smith retained its exclusivity, an AHP
vicsory in the patent case wonid mean AHP coutd enter the market 180 days from the date of its
victory. Schering’s agreement with AHP provided soime assurance that generic entry would not
ocoiuruntil 2001 repardless of developments in the courts.

Ultimately, the demise of the successfii de:fense requirernent became clear™® Upsher-
Smith continued to enjoy mghts 1o the exclusivity period. When AHP received tentative FDA
appraval in May 1999, it was not eligible for final FDA approval because there was an earlier

tiler (Upsher-Smith) who possessed umexpited rights 10180 days of market exclusivity. ¥

% See CX 752, Expert Report of Joel E. Hollman, at 16-18.

% Mova was upheld on appeal {140 F.3d 1060 {D.C. Cir. 1998}), and the contrary district
court decision in Grrannrec was reversed by the Fourth Circuit. Granutec, Inc. v. Shalala, 1598
U.8. App. LEXIS 6685 (47 Cir. 1998).
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defense requiremtent im the context of the challenged agreements:

The time lite betow depicts the chronclogy of legal developments regarding the successiul

Successful Defense Chronology

ecibid Aprii 3 April 14
decising In Mova Nowvember 11 appellats court | 1 appellate court
enjining July 3 FDA Clarification decision in dadision in
erforcementof | | disticl court decision | | Soung itwousd | Granttee hotding || Mova hoiding
FOA's guccesshul | |in Qrpmatec: upholding apply successiul successiul surcresssiul
defenee sireaseful defansa defense defense dﬂfm
. . requremart to al requiramaty
t ANDAS irvalic |n'.ralrd

1997

AR NAYE

I Jant Feht Ml Apc T Moyt Al uw T oaugl Sep'ﬂleuleecl Jar |Fau|h'!‘ar1 Frdl

Jume 17 January 1958
Schering/Upsher Schering!AHP
Agréement Agrevmnent

I surm, while thers was uncertainty conceming the cffeci of settioment on Upsher-Smath’s
continned nght to the exclusivity period at the time it was entered into, Schering’s agreement
with Upsher-Smith eliminated the possibility that Upsher-Smith would launch its product and

trigger its exclusivity period prior to September 2001, In this respect, the agrecment can be seen
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as a-way of purchasing some insurance against entry by all generic applicants. Even if it was not
a perfect barrier to generic entry,® it provided Schening with a significant degree of protection.

E. The Agreements’ Restraints on Entry with a Non-Infringing Product Also
Evidence the Scheme to Delay Generic Entry

Thic plain language of each of the challenged agreements bars entry with ny gensric

version of K-Dur 20, not merely the atlegedly infringing product that was the suhject of the

- patent litigation. Paragraph 3 of the Schering/Upsher-Smith Agreement states in part that:
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# There might still have been the possibility that another applicant could trigger Upsher-
Smithi's exclosivity by obtaining a favorable court decision in a patent challenge brought by
Scliering, or even at teast a theoretical possibility that Upsher-Sarith could waive its exclusivity

cights.
® CX 348 at LISLO3Y8T {ﬁppaﬂdjx D...:{} (gmphasm addgd) T T T TS PR TR TP L
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% X 484, Para 3.1(a)ii}), Para. 1.2 (Appendix D-6).
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Respondents have attempted to defend these rcsttictii:;ns by suggcstipg that they did niot
intend to prevent competition from nen-infringing products. But the presence of such elear
.la.ngu:age in these detailed legal contracts — particularly when viewed in light of the evidence that
Schering’s objective was to delzy generic competilion as lony as possible — obviates any need for
Your Honar to consider respondents’ sugecstions that this broad lanpiage docs not means what it
says. These provisions are not only anticompetitive standing alone, but are also further evidence
that the chalienped agreements were a scheme to delay generic competition.

Y. The Agreements Are Unlavwfol Horizontal Restraints of Trade

Schering’s agreements with Upsher-Smith and AHP included payments not to compete
' that had the purpose and eﬂmt of assuring the delay of generic competition. The dim:t consMmer
harm that flows from defayed generic entry is beyond dispute. Consequently, the zgreements are
untawfis] horizontal restraints of trade.

The legal principles to be apphied to the agreements are straightforwant. Agreements
~ berween competitars or potential competitors that govern the way they cnmﬁctn with one another
ate horizontai restraints of ttade ™ Schering’s agreements -- with two companies that were

secking to market low-cost generic prodacts that would compete with Schenng's K-Dur 20

5' CX 484 at 5 {A_ppmdi x D..-E] PSS FEN NS AR PN AN RS FFFSE R ORI F RN PR NI RA N TN TR F SAEY P EE AR
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M See, e.g., Nut Collegiate Athletic Ass'n. v. Bd. of Regents of the Univ. Of Okla_, 468
11.5. £5, 59 (1984) [heremafler NC.44].
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potassium supplement — are thus horizontal restraints. Such restraints are unlawful if they
unreasonably lirut competition.

The antitrust inquiry into the reasonableness of a restraint fums on the competitive
significance of the conduct in question. The central question is whether thn; conduct appears 1o
be a practice that wonld “always or almost always tend to restrict competition and decrease
output” or instead is “designed 1o increase sificiency and make markets more rather than loss
competitive ™

When the anticompetitive character of the restraint is clear, the restraint is deemed per e
unreasonable, unless there is sufficient reason to believe it might have offseiling beuefits to
cormpetition. Where thereis 2 plausilﬂa justification for the restramt, or where the
anticompetitive character of the restraint is not sufficiently clear, then a closer look is neaded to
assess its likely competitive effects. The extent of additional scrutiny needed to assess the
cnmpﬂﬁtivn significance of the restraint will vary, depending on the nature and character of the
conduct in question and the strength of justiﬁcatiﬁns offered. As the Supreme Court explained in
its most recent horizontal restraints case, California Dental Association v. FTC, 526 1.8, 7556,
780-81 (1539):

there is generatly oo categornical line to be drawn between restramts that give nac

to an intuitively obvions inference of anticompetitive effects and those that call

for more detailed treatment. What is required, rather, 1s an inquiry meet for the

case, looking to the circumstances, details, and logic of a restraint.”

The purpose of the inquiry, however, always is to "iorm a judgment about the competitive

* Broadcast Music, Inc. v. CBS, 441 U.S. 1, 19-20 (1979) fhereinafier BAZT).
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significance of the restraint.™

As is discussed below, Schering’s agreements with Upsher-Smith and AHP are plainly
anticopmpefitive in nature. Accordingly, they can be summarily condemned unless they appear to
be capableof producing of-setting procompetitive benefits. The justifications asserted by the
parties are pretextual, implausible, or are rial suppored by the eﬁdénﬁﬂ, and thus can be rejected.
On that basis alone, the agreements are unlawiul, Morcover, because of ﬂm ¢lear impact that
genetic entry has on the prices that cﬂnsume.rs must pay, payments to defay generic competition
cause serious and ditect consumer harm. Thus, the agreements afzso are illepzl under a more
searching rule of reason inquiry. Finally, the agreements are uniawful even if t.h;m i5 umcertainty
reparding whether and when potential competitors wouid actually enter the mark-:t, and without
regard to the relattve merits of the parties” positions in the inderlying patent cases.

A The Agreements Give Rise To An Obvions Inference of Anticompetitive
Effects '

At issne here are two agreements under which pntentiﬁ] generic entrants received
payments of tens of millions of dollars in conneciion with settlement of charges of patent
infringement breught against them by Schering, and in cupsidﬁaﬁﬂq of their agreement not to
enter the market wntil a date several years in the future. In light of the economic realities of
generic drug competition in the pharmaceutical industry, cormnmon sensc suggests that the
agrecments challenged here are by therr very nature anticompetitive. That is, payment by a
branded drug maker to a potentiel generic rival in exchange for the weuld-be entrant’s agreement

to forestall entry is a practice that would “always or almost always tend fo restrict competition

$ NCAA, 468 US. at 103, quoting Nat 'l Soc’y of Prof Eng’s v. United States, 435 U S.
679, 692 (1978).
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and-decrease output.™* Indeed, courts faced with agreements in which a branded drog maker
paysthe allegedly mnfringing, would-be genenc entrant have repeatedly observed that such
pavments logically in&jcate that the payment was for delayed generic competition. ®

Application of basic economic principies to the apreements leads to the same conclusion.
Where a potential gﬂnﬂﬁc entrant threatens the monopoly prefits of the brand drug company, the
payment by the band company to the allegediy-infringing genenic firm n order to secure a
promise to stay off the market is inherently likely to injure competition. In the zbsence of a
payment, a sertlement or decision not to settle implicitly reflects each party’s expectations about
the gutcome of the litigation. Payments to the entrant necessarily alter the coripetitive
relatiomship of the parties, aligning their interests and distorting the generic firm’s previous
incenmtive to compete. The parties can always be made better off by preserving and sharing the
brand’s monopoly profits. We can confidently predict that the payment will result in an entry
date that is later than either party expected from the litigation, or than would cocur tn a

gettlement withount 2 payment.

ey

% BMT AL LS. at 19-20.

' See, e.g., Andrx Pharm., fnc. v. Biovail Corp., 256 F3d 799, 309-10, 813 (D.C. Cir.
200T) (explaining that it is reasonsble to conclude that absent the agreement, generic wounld have
entered the market and that the brand’s payments were in return for the yeneric’s agreeing to
delay marketing its product); i re Cardizem CD Antitrust Litig., 105 F. Supp. 2d 682 (E.D.
Mich. 2000), appeal docketed, No. 00-2483 (6% Cir. Dec. 19, 2000} (finding agreement per se
unkawtul); frn re Ciprofioxacin, 166 F. Supp. 2d 746, 750 (ED.N.Y. 2001) (noting logic in
allapation that payment was for delay in genene entry and intended to share monopaly retums on
the drog, given incentives in Hatch-Waxman context); Biovaeil Corp. It v. Hoechst A.G., 49 F.
Supp. 24 750, 766 (1. N.J. 1999) (explaining that a reasonable trier of f2ct conld conelude that
an agreement between twa competitors to delay niniing of the Hatch-Waxman exclusivity period
{or (e purpose of keeping another competitor ouf of the market is an unreasonable restraint of
trade or a wilifu] attempt to maintain or obtain a monopoly).
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There is ample evidence to demonstrate that this theory, which rests on established
economic principles relating to the consumer effects of entry juto monopoly markets and dispute
tesclution, 1s sound in the particutar cireumstances of this case.  For example, the trial will show
that the parties had obvious incenttves to make and sccept a payment to delay genenic
competition. In the case of the Upsher-Smith agreement, the possibility that it would block entry
by other generic manufaciizers provided additional incentive. Each of the potential generic
entrants — Upsher-Smth and AHP -- made 1t clear that they expected to be paid to end the
{itigation, and in particular that they wanted to be compensated for the revenues they would loge
by egrecing to refrain from entry; and Schering, theugh it sought to avold the sppearance of a
naked payment not to compete, rﬂcngniza& the need to provide such compensation. The
itherently anticompetitive nature of these agrcements is apparent. Thus, smless there is some
reason {o think that the agreements offer offsetting he;neﬁtﬁ io competition, they can be quickly
condermmed.

In sury, logic, economic theory, and record evidence demonstrate that the chalfenged
agreements give Hse to an intuitively obvious inference of amticompetitive effects. Established
legal: grinciples confirm that conclusion. Each agreement on its face contains a promise not 1o
compete for some period of time. In purpose and ellect, each agrecment is a tempora] market
.aﬂﬂcalinn. reserving sales of K-Dur 20 te Schering for several yesrs, and requirimg Upsher-Smith
and AHF to refratn from selling their generic versions of K-Dur 20 during that time. As such,
each constitwies & irorizontal market allncaﬁ;nn agreement. As Profzsser Hovenkamp has noted:

[hjorizontal market division agreements come in a variety of forms. They may

require participants to refrain €1) from producing one another’s products, (2) from
selling m one another's temmtones, (3) from soliciting or selling to one apother’s
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customers, of {(4) from expanding into a market in whick another participant is an
actual o potential rival ¥ '

Agreentents not to compete :u‘e particularly suspect umder the antitrust laws, hecause they
“atways or almost always tend to restrict competition and decrease output.”™® Horizontal market
allouation agreements, the Supreme Court cbserved in Palmer v. BRG of Georgia, 498 U.8. 46
{1990) (per curiam), have consistently been found to be per se illegal because of their inherent
anﬁmmpctitiw;ra character.

Paimer also made clear that market ailocation agresments among potential competitors
ﬁ as unlawfil as those berween firms that are current competitors at the time the agreement is
cntei':d into. As the cases discussed below demonstrate, the law does not require either actual
competition among the parties to the agreement ot certam enttry it order to find an agrecment not
to comipete. Professor Hovenkamp points ouf that in many cases one of the parties to a non-
compele agreemient aay be gncertain as to the likelihood of entry by the other, and wish to have
“mnsurance” agamst such entry. As Palmer reflects, however, “the Jaw does not condone the
purchase of protection from tmeettam competition apy mere than it condones the elimination of
actural-competition.™

Two district courts have held that agresments involving generic drug potential entrants
gimtjlar fo those challenged here — where an alIcgéd infringer agreed to stay off the market for

some petiod of time in exchange for a payment from the patent holder -- were, in economic

 {I. Hovenkamp, X Antitrust Law 9§ 2030a at 172 {1599).

% N.W. Wholesale Stationers, Inc. v. Pac. Stationery & Printing Co., 472 U S. 284, 289.
90 {1985).

® H. Hovenkamp, XTI Antitrust Law § 2030b at 175 (1999).
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substance, horizontal market allocarion agreements and per se illegal under the artitrust laws. [n
Irtre Cavdizers CD Antitrust Litigation, 105 F. Supp.2d 682, 701 (E.D. Mich. 2000), appeal
dackered, No. 00-2483 (6™ Cir. Dec. 19, 2000}, the court held that an agreement between HMRI,
the brand namhe manufacturer, and Andrx, the gcn_r:ric ertrant, was “a strmght forward horizontal
marke! sllocation apreement and thus fits within .the category of business practices wiuch have
long been held fllegal per se under section 1 of the Sherman Act.™ Andrx received at least $40
wmillion per year fm;, among other things, a promise not to market its generic product until it
received a final unappealable judgment in the patent inhingemmt case, and not to relinquish its
180-day exciusivity. The comrt rejectedt the arpnment that the apreement was not horizontat
because HMRI and Andrx were not actual competitors, holding it was sufficient, to estzblish a
horizomta! matket allocation agreement, that the parties were potential rivals, and that potential
rivalry was climinated. fd. at 700. The court also rejected the claim that the companies could not
be potential competitors because the generic had no right to compete untit the patent claims were
resolved, or that the sgreement had no actual effects becanse Andrx could have made a unilateral
decizion to stay off the market until conclusion of the patent litigation. Jd. at 700-01.

Likewise, in Jn re Terazosin Hydrochloride Anfitrust Litigation, 164 F Supp 24 1340,
1342 (8.0, Fla. 2000), uppeal pending, the cournt found thal a similar armangement was a classic

example of a per se violaticn in the form of “an agrecment betwesn competitors at the sarne level

* The D.C. Circuit in Andrx Pharmaceuticals, Fnc. v. Biovail Corp., 256 F.3d 799, 811
(D.C. Cir. 2001), considered the FMRIfAndrx agreement in a different context and noted that the
alleged agreement “could reasonably he viewed as an attempt to allocate market share and
preserve monopolistic conditions.”
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of the market structure to allocate termitorics in oxder to minimize competition.™' The court
rejected theclaim that the agreemients could not restrain competition because the generics weuld
oot fiave becn in a position to enter the market amy earlier than was permitted under the
agreements. Jd. at 1349, It 2lso rejected a clatm that patent settlements are not subject ta the per
Se treatmett, nofing that the Suprerne Court has condembed paient settiement agreements per se.
fd 2t 1352,

Becmize the “preat Yikelihood of anticompetitive effects™ from settlement agreements in
this case “can eastly be a&ccﬂa:ined,“‘j lhe agreements can be summarily condemned unless
respondents offer a plausible procompetitive justification.

B. Justifications OUffered By Hespondents Are Neither Sonnd in Theory Nor
Supported by Evidence

Onee plamiifls make a prima facie showing that ap agreement 1s anticompetitive, it is
defendant’s burden ta come forward with a plausible procompetitive justification ®
Justifications for anticompetitive conduct are cognizable under the antittust laws only il they are

baged on a ¢laim that the restriction enhances competition. The challenged practice may enhance

‘' Twr separate apreernents were af issue in thal matter. Geneva, the ANDA first filer,
received £4.5 million per month for its agreement not to market its product unti! after it obtained
a final; unappcalable judgment that its product did not infringe Abbott's patents or vniil after
enother drug manufacturer marketed a generic product, and not to transfer rights to its generic
praducts to another company. Zenith, a subsequent ANDA filer, accepted $3 million up front
and. $6 million per quarter to dismiss its iega! challenge to Abbott’s’ having listed two patents
with the FD}A and thus subjecting Zenith to the 30-month Hateh-Waxman stay, smd not to market
its genetic product until (1) another generic product was on the market, (2) Abbott allowed
Zenith to-enter, or (3) the patents expired. Zenith atso agreed stot 1o assist anvone else in
developing a generic product. 164 F.Supp.2d at 1345-47.

® Cal. Dental Ass'mv. FTC, 526 U.8. 756, 170 (1995) [heretnafter CDAJ.
9 I4. at 769-70, quoting NCAA, 468 1.8, at 116,
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competition by, for example, reducing the cost of producing or marketing a product, cnabling the

" competitors to offer a new product, or improving the functioning of the markel. Justifications

that rest on the premise that competitiot: is not in the public interest in the particular
circrensiances are not cognizable *

The mere assertion of a legitimate poal, morcover, will not serve to establish a plausitie
justification for anticompetitive conduct. The tnquiry iato justifications also focuses on whether
the restraint-actually serves the claimed legitimate objective, and whether the objective can be
actiigved as well without restraining competition so much.® Courts reject proffered justifications .
that ate that are pretexmal;® that are not logicaily connected to achievement of the purported
goal:”” and that do not achieve or are not necessary to achieve their purported goals %2

in this case, the justifications that respondents offer for the challenged agreements shonld
be rejectad becanse they are pretextual -- that is, they are aot supporisd by the evidence, or
cotsist mainly of post-hoe mationalizations. To begin with, respondents” pnincipal defense — that
the payfient to Upsher-Smith was for the licenses — is not suppotted by the evidence. Moreover,
respondents” claim that the agrcements were procompelilive because they pernitted generic entry

ptiot to expiration of the patent can be summanty rejected. Not only did the payments here lead

® See, g, NCAA, 468 U.5. at 104; Nat I Soc'y of Prof. Eng’s v. United States, 435 U S.
479, 696 (1978}).

“ P. Areeda, VII Antirrust Law ] 1505 at 384 (19R6).
% See, c.g., Law v. NCAA, 134 F.3d 1010, 1024 (10® Cir. 1998).

¥ CDA, 526 U.S. at T70-71, citing Chicago. Prof Sports LP v. NBA, 961 F.24 667, 674-
76 (T Cir. 1992} (quick look adequate afier “assessing and rejecting logic of proffered
procompetitive justifications™).

% See, e.gr., Chicago Prof. Sports LP, 961 F.2d at 674.
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to later entry than otherwise would be expected absent the payments, but the suggestion that
Schering would pay Upsher-Smith $60 million and AHP at least $15 million in order to promote
edrlier competition to its prodnet is implausible on its face. As the court in the Ferazosin
Hydrochloride case recognized, “the sugpestion that Abbott handsomely paid Geneva ta spuy
competition is patently unreasonable.” 164 F.Supp.2d at 1351,

The fact that the sgremments anise in the context of scitlement of patent litigation does
not, e respondents suggest, make per re condemmation inappropriate, Thé Supreme Court has
previonsly held anticompetitive agreements settling patent disputes to be per se inlawfal .F;'EE
Uatred Srares v. Masonite Corp., 316 U S. 265 (1942) (condemning settlernent agreements
betwreen patent koldey and alleged infringers, where patents assemed io be valid and infringed),
Although respondents have also argued that the agreements are procompetitive because they
conserved resources by ending litigation, they cannaot demoensirate that settiements with paymenis
fo comipensate an alleped infringer for refratning from competition are reaserably necessary to
obtajf the procempetitive benefits of sattiqmmts, This case does not challenge the seitlement of
patent disputes by an agreement on a date of entry, standing atone, ar the payment of fair marer
value in cenhection with “side deals™ to such an agreement. Rather, our chatlenge istoa
substantial payment by the patent holder to the alleged infringer 1o consideration of a settlement
ggreenient with delayed entry.

Finally, 2 number of economic experts retained by respandents have submittad reports
that posit post-hoc “plausible circumstances™ in which a payment for a future eniry date :r;iglux
uot result in delayed entry. But respondents point to ne significant evidence that these theories

are relevant to the specific circumstances in this case. The asserted reasons are implausible, or
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arc: inconsistent with the available evidence. These speculations arc merely that, and had nothing
to do-withthe factors that actually motivated the agreements that were reached inr this case.
Thesa theories, then, are not connected to the actual circumetances presented here, and in the end
should have ac bearing cu this case.

Moaoteover, if the mm'ins bypothesized in the expert reports were realistic, then one
would expect that litigants would find it difficuit to settle in the absence of payments, and that
apfeerments in which payments were made to the purported wrongdoer would be widespread. 'In
fact, the evidence will show that reverse payments from the plaintiff to the defendant are unheard
of except it cases Mvelving genenc drug entry, where monopoly returns can be shared in a way
that makes it worthwhiie fm: the generic 1o delay enfry.

1 the sbsence af plausible justifications, the agresments can be condemned as per se
illegal. And even if per se treatment is noi indicated, the Supreme Court made ctear in NC.44
that igherently anticompetitive restraints ¢can be condemned under the rule of rcason if, upon
examination, the offered justifications are found to be inadequate.*® Under these standards, the
BOrcements -:a;n be summariiy condemned.

C. The Apreements Clearly Are Highly Likely To 1larm Market-Wide
Competition And Are Unlawful Under a More Searching Rule of Reason

Inguiry
Even if 3 more searching examination of market power and the likely competitive effects

of fhe agreements under the rule of reason is warranted, they still are unlawfil. The purpose of

- logking at market power is “to determine whether ap arrangement has the potentiat for genaine

adverse effects on competition.” Ind Fed'n of Dentists, 476 1.5, 447 (1986). The central

® See NCAA, 468 UK. ar 100-01..



question w-wndlyzing the agrsements 1 this matter under the rule _uf reason is whether an
dgregruent to delay generie competition to K-Dur 20 is capable of harming competition as a
whole, g5 opposed to merely competition between the parties. In other words, would the
exclusion of generic competition to K-Dur 20 foree consumers to pay higher prices than they
would if a generic version were aviilable? Or, on the other hand, would the avaiiability ol other
potassiar chloride products prevent such an agreement from causing competitive harm?

Schering's agreements with Upsher-Smith and AHT are unlawfu! because Schering's
position i the market and the competitive dynamic between branded pharmacenticals and their
genetic versions show that the apreements plainty had the capacity 1o cause serious competitive
harm. As was discussed at the outsef of this brief, generie drugs present a untque kind of
compatition to their branded comierparts. The forecasts by Schering, Upsher-Smith, and AHP
2l show that these market participants believed that delaying generic entry would allow Scheting
to maintain high prices for K-Dur 20 withowut loging sales. And the direct evidence of the effect
of getteric emtry on sales of K-Dur-28 since Upsher-Simith entered with its genenie product in
September 2001 leaves ne doubt that the exclusion of generic competition caused consumers to
pay higher prices for 20 mEq potassium chloride products

Thus, paying a competitor to refrain from competing is plainly anticompetitive, and
Schering clearly had the power to hanm consumers through such ap agreerient  Absent an
efficiency jnstification, that is all that is needed to show harm to competition under the rule of
reason. There is no need to show that Upsher-Smith or AHP would in fact have entered the
market but for the scttlements, or when such enfry would have occurred. Ungertainty about

whether such actual anticompetitive effects will cocur, or even subsequent events that may thake
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the challenged conduct ineflective or umnecessary, do nol undermne the anticompetitive nature
of conduct that, at the tin-le it was entered mto, was likely to cause competitive harm.

Three recent decisions illustrate these prnciples. In United States v. Microszoft Corp.,
233 F.3d 34 (D.C. Cir. 2001) (per curiam}, the Court of Appeals for the D.C. Circuit heid that the
plaintifl in & monopolization case need not present direct proof that the defendant’s eontinued
aronapoly puﬁsr is precisely attributable to its anticompetitive conduct. Rejecting Microsofl's
argument that the povemment did not establish a causal link between Microsoft’s foreclosure of
Netseape's and Java’s distribution channets and the maintenance of Microsoft’s uperat.:ing gystem
monopoly, the court hetd that — in an action for injunctive relief — the court could infer causation
when “a defendant has engaged in anticompetitive conduct that “reasonably appear[s] capable of
making 3 significant contribution to . . . maintaining monopoly power.™ 253 F.3d at 79, guoting
Areeda & Hovenkamp, I Artirust Law Y 631c at 69 (1996). [t spezificatly held that this
mference of causation applied even when the exclusionary conduct is aimed at nascent
compretitive technologies. “Admittedly, in the funnf:r case there is added uncertainty, inasmuch
as nascent threats are merely potentral substitutes. But the underlying proof problem is the same
~ petither plaintiffs nor the court can confidently reconstruct a product’s kypothetical
techinological development in a werld absent the defendant’s exclusionary conduct.” 253 F.3d at
To (emphasis o orzpnal). It was not the gnvernﬁlmt’s burden to establish a “ but [or” world — to
show that Fava or Netseape would have developed into viable substitutes for Microsoft’s
opcratmyg systemt.  Rather, the central question was whethier “as a general matter the exclusion of
nasecent thigat is the type of conduct that is reasonably capcablﬁ of contributing sigmificantly to the

defendants’s continued monopoly power” and whether the potemtial entrants constimted nascent
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thrents at the time the conduct was undertaken. As the court recogmzed, * it wonld be inimieal to
the purpose of the Shierman Act tn allow menopolists free reign to squash nascent, atbeit
unproven, compames at will . .. .7 253 F.3d at 79.

A decision of the D.C. Circuit in Andrx Pharmaceuticals, frc. v. Biovail Corp., 256 F.3d
7094D.C. Cir. 20011, a case arising in the pharmaceutical industry, reflects the same principle.
The case considered the agreement between HRMI and Andrx {that was held to be per se illegat
n thie Cardizem CD litigation discussed above) in the context of a ciaim by Biovati, a subsequent
ANDA filer for generic Cardizem CD, that the HRMI Andrx agreement unlawfully blocked its
entry itito the market. The Distriet Court rejected Biovanl®s ¢laim on the pleadings, hased on its
coneluston that Biovail had not, and could not, establish antitrast injury causally related to the
HMRFAndrx agreement, because its product had not yet received FDA approval and there was
np assurance that it would enter the market if approval were granted. 256 F.3d at 806, The
Coutt of Appesls reversed, holding that, in a suit for equitable relief, Biovatl need only show 2
threatened injury. Although Biovail’s product had not received the necessary FDA approval at
the-time the action was filed, the appellate court niled that Biovail could adequately ailege
threatened injury by pleading facts sufficient to indicate its intention and preparedness to enter
the market, and that FDA approvai was probable. fd. at 806-08.

The court also rejected the theory that Biovail could not show that any injury io it fowed
from the agreement, rafher than from Andrx’s urzfateral decision to stay ofT the market and
thereby avoid triggering the Hatch-Waxman exclusivity pericd. The court noted that the plaint:fl
need only show that the illegal conduct isa material cause uf the imjury; it need not eliminate all

other possible sources of injury. 47, al 808, Mi the court held, the facts alleged would support

47



a finding that the delay was attributabie to the agreement. “A reasonable juror ¢ould conclude
ikt Andrx’s argument contradicts the very premise of the HRMI-Andix agrecment. . . . One can
fatrly-infer . . . that but for the apreement, Andrx would have entered the market.™ 7d. at 809,
Thecourt noted that HMRI’s ten million dellar quarterly payments were presumably in return for
sume[hmg that Andrx wounld not otherwise do, that is, delay marketing of its genente. “Andrx’s
argoment that any rationat actor would wait for resohition of the patent infringement suit is
belicd by the quid of HMRI's quo.” Id. at 813.

Microbix Biosystems, Inc. v. BioWhittaker, inc., No. M3G-97-2525, 2000 W1 33405473 .
(D). Md. Mar. 28, 2000), af"d on other grounds, No. 00-2262, 2000 WL 603416 (4* Cir. Jim. 4,
2001}, srose out of a brand name manufacturer®s entry imto an exclusive supply arrangement with
BioWhittaker, the only approved mamufacturer of an essential raw material for the product,
thereby denying a generic would-be entrant m:ces; 1o 2 necessary materiat. Subsequently, an
FDA investipation of BioWhitlaker Jed the apency to prohibit the use of the firm’s matenal. ‘The
court denied summary judgroent to the defendant on the genenic drug maker’s Sectiop 1 claim,
bolding that even though subsequent events had made Microbix’s entry into the market

impossible, the exciusive supply agreement conld still be condemned under the tule of reason,

essuming it created a significant barrier to competition at the tme it was entered into. AMicrobix,

F00WL 32405473 at *6. The court specifically rejecied the argument that the anticompetitive
effects of the agreement were minzmal because of other factors that also prevented the plaintiff
fram successfully entering the market, emphasizing that the anticompetitive nature of the conduct
was determined at the time it cccurred. While subsequent events that prevented Microbix’s entry

intg the market may be relevant to causation inquinies relating to damages, the court held these
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factors *are oot pertinent in assessing the effects of the alleged anti-competitive conduct on the
market.™ AMicrekix, 2600 W1 33405473 at *9.

These cases demonstrate that establishing who would have won the infringement actions,
and whether or when Lipsher-Smith er AHP would have entered the market tmt for the
agreements (or quantifying the possibifity ef thase occumences), s not an element aof establishing
that the agreements violate the Sherman Act under the rule of reason. Microsoff demonsirates
that actions reasonably capable of preventing the ernergence of compettion to a monopoly are
anticompetitive, even if the potential competition might have bern -I.I]’.'l.':lblﬂ 10 develop successfully
in any event. Andrx v. Biovail confirms that ¥ is proper to infer — from the fact of the substantial
piyments thade to Upsher-Smith :md AHP to secure their agreement to an entry date -- that there
was i significant possibility that the generic companies woulid win the patent suits and enter the
market. Microbix shows that the possibility that Upsher-Smith and AHP might have lost the
patent suits, and in the end been wable to enter the market prior to expiration of the patents, does
not eliminate the aﬁricﬂmPeﬁﬁve effect of the payments for the agreements that eliminated the
risk of earlier entry by establishing an entry date. It is & sufficient demonstration of
anticompetitive effects in this casc that the scttloment aprcements, at the tims they were entered
into, appaared reasonably capable of significantly restriieting competition from Upsher-Smth and
AHP.

D. Showing That The Agreements Are Anticompetitive Does Not Require
{nquiry Iato The Likely Ontcomne of the Patent Infringement Litigation

We anticipate that one of respendents” principal arguments at tmal will be that complaint
commse] cannot establish that the challenged agreements are anticompetitive, absent proof of the
likely outcome of the patent suits or the su-called “objective” probabilities that Upsher-Smith
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and AHP would have won. While it is not clear precisely how respondents witl articulats the
burden they assert that complaint coumset bears, it is clear that antitrust laws do not require any
guch inquiry. Moreover, the impossibility of reliably conducting the inquiry that respondents
contend is required confirms that assessing the anticompeiitive effects of the challenged
agrecment without regard to an afier-the-fact attempt to weigh the merits tﬁ' the patent suits
dispute is wrell-grounded both in law and sound antitrust policy,

1. The Comrts Have Condemned Patent Settlements Without Assessiag the
Patent [ssucs

The courts have found patent settlements unlawinl withont an inguiry into patent
invalidity or ﬂon-iufﬁ;:lgﬂment. For example, in United States v. Masonite Corp., 316 1.8, 265
{1942), the Cotxt expressly assumed the patents in guestion were valid and infringed, bt
condemmed the challenged agrecments between the patent. holder and aileged infringer. The case
involved srrangements whereby competing mannfacterers of walthoand entered into agreements
with Masonite seitling its claims that their products infringed its patents, withdrew their products
fom the rharket, and distnbuted Masonite's products, at prices set by Masonite. The district
¢t found that the manufactuzers had tried to design around Masonite’s patents and had not
been able 1o do so, and the Supreme Court therefore assumed Masonite’s patents wera valid and
infringed. Nonetheiess, the Court held that the arangement between the patent hoider and the
alleged utfringers was illegal, because it ﬁat “a pawm’ﬁxl nducement to abandon
competition.” Id. at 281 See alse United States v. Singer Mfp Ce, 374 U S, 174 (1963)
(condernning agrecments amoitg commpetitars setiling a patent interference proceeding (hat served
tor avoid possibie invalidation of their respective patents); Unired States v. New Wrinkle, Co.,
342 1.5, 371 (1952), (condemning licensing agresment that settled a patent interference
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proceeding without resolving patent dispute); United States v. Line Materials Co., 333 U.S. 287
{1945} {licensing agreement formd to viclate the Sherman Act without a determination of patent
mvalidity or non-infringement).

As these cases demonstrate, patent holders — regardless of the mernits of their patent
infritzement contentions — may not induce éumptﬁtnrs 1o abandon competiton with their own
products through an arangement o share menopoly profits. That principle is sound, whether the
sharing of profits is achieved through a price-fixing agreement or, as in this case, a market
allocation agreemeni. Such egreements not to compete are economically equivalent.™

More recent decisions addressing antitrust challenges fo settlement agreements arising in
a Hatchi-Waxman context have directiy and soundly dismissed arguments that patent law or |
antitrust law requires the plaintiff to establish the likely outcome of the underlying patent case.
Both the Cardizem CI and Terazasin HydrochIoride cases, discussed above, squarely rejected
such arguments.” And more recently, another case, based on allegations of payments not to
compete similar to the charges here, reached the same conclusion. fa re Ciprofloxacin
Hydrachloride Antitrust Litigation, 166 F, Supp. 2d 740 (E.D. N.Y. 2001), involved charges that
Bayer Corporation, the patent holder, paid over 5100 million to a potential genenc entrant to
settle its patent infringement suil. The court addressed the question whcthn;.:r the plaimtifis’

challenge would necessarily depend on questions ol patent law. The court ruled that the

™ See, e.g., General Leaseways, Inc, v. Nat. Truck Leasing Ass'n, 744 F.2d 588, 594-95
(7 Cir. 1984) (raising price, reducimg output, and dividing markets have the same
anticompetitive effects). :

" In re Cardizem CD Antitrust Lirie., 105 T. Supp2d at 700; in re Terazocin
Hydrochloride Antitrust Litig, 164 F.Supp 2d at 1352.
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plaintiffs had alleged a theory of lizbility that did not depend on a showing of patent invalidity —
that absent the settlement agreeraent sharing profits with the potential generic entrant, Bayer
would have permitted generic entry father than nisk a possible finding of patent invalidity. fd at
748 in so doing, the court diréc.ﬂ}r rejected the argurnent that the existence of a valid patent
farecloses the possibility of antitrust effects flowing from the agreement. Id. at 749, The court
wlso dismissed the assertion that sﬁuwing ron-nfringement was essential to establishing liabitity
because consumers have no right to purchase a non-infringing produet. The crux of the case, the
court noted, was not & claimcd right te buy infringing products, but rather the “right {o a market
in which manufacturcrs and distribitors of generic drugs make their decision about challenging
patents and entering markets free from the influence of cash payments amounting to

' unreasonable restrzints of trade” Jd.

Respondents apparently intend to rely on a section of a treatise written by Professor
Hovenkamp as the legal foumdation for their argument that coroplaint counsel must prove the
merits of the patent case.” Relying on Hovenkamp’s analysis for considering whether a
settlement is a reasonable accommodation of a bona fide dispote, Upsher-Smith arpues that a
settlement 15 ¢learty lawill s0 long as entry under the agreement occurs earlier than the
expiration of the patent (because a2 win by the patent-holder is one possible outcome of the
litigation). Schering makes a different argument based on the same passage in the treatise: that

1o establish that a seitlement agreerent is anlicompetitive, it musi be shown that the split of the

7 Ser H. Hovenamp, XII Antitrust Low Y 2056 at 267. Respondents relied extensively on
Professor Hovenkamp’s analysis in their motions to dismiss the complaint. In addition, several
of respondent’s expert witnesses rely on the discussion in the ireatise,
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patent kife does not correspond to the parties” “objeciive™ chances ﬂf prevailing m the patent
caseg, es Schering asserts, Both arguments are misplaced. |

To begin with, Hovenkerp's diseussion plainly does not address the kind of agrecments
at iSSt_u: here. His analysts assumes the settlement is a reasonable compromise of the parties”
respective posittons, unlike here where a “reverse pavment™ fo the alleged infringer distorts the
defendant’s incentives conceming settlement. Indeed, 1n the honizontat restramts section of the
2001 Supplement to the Areeda & Hovenkamp treatise, he discusses with apparent aﬁpmwﬂ the
decision in fr re Cardizemt CI Antirust Litigation that the agrecrnent involving pa},rmﬁts to the
alleged infringer in a patent infringement case was per se unlawful.”

Professor Hovenkamp’s more recent cornments are hot surprising, becanse neither his
carlier analysis ner the cases he cites supporis respondents’ contention. What Hovenkamp says
i5 that in cases invelving “reasonable accomnmodation” of & hona fide dispute, analysis under the

_ille of reason, including an inquiry into power and anticompetitive effects, is usually called for.™
The cases that he cites for that eanclusion invelve an inguiry inte the effect of the restriction on
market-wide competition. That is different from a comparison of the challenged conduct and the

likely or possible outcome of the litigation.™ The most that Professor Hovencamp’s analysis

ey

? H. Hovenkamp, 4nsizrust Law 2001 Supplement at ¥y 1509.
™ H. Hovenkamp. XTI Antitrust Law § 2056 at 267 (1999).

™ See Standord Ol Co. {ind ) v. United States, 283 U.5. 163 (1931) (2greement sertling
patent inkingement and interference proceedings relzting to a particutar methed of refining
gasoline with cross-licensing and royalty-sharing arrangement {ound io be lawful becanse it did
not restriet competition in the market for gasoline); Clorox Co. v. Sterling Winthrop, Inc. 117
F.3d 50 (24 Cir. 1997) (seltlement of trademark infringement Ltigation Yawful because it did not
restrain competition in the dismfectant clesner markets in question),
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suggests is that an antitrast court reviewing a settlement agreement - that otherwise appears to
be aveasonable accommodation of a hona fide dispute — needs to look at whether the settlement
hiad afr impact beyond just competition among the parties.

In sum, there is ne authority that supports the claim that an inquiry into the merits of the
“pate.nt cases is required in this case. On the contrary, the courts have summanity condemned
mherently anticompetitive atrangements even when they were part of a settloment or partial
settlement of patent litigation. Maoreover, such an mmsﬁmt is not needed to shaw the requisite
canzal link bietween the agreement and competitive harm. Ag was discussed sbove, in an
injunction action the existence of uncertainty as to a poteatial -:umpn;.:titur"s ultimate entry into the
market does not precinde a showing of competitive karm,

2. The Inquiry That Respondents Urge I.s Neither Feasible Nor Refiable

Althongh respondents claim that the tens of millions of dallars in non-contingent
paymerits that Schering made to Upsher-Smith and AP were not consideration for the agreed-
opon cntry. dates, ﬂey have proffered numerous expert witnesses in an e{_:furt to make a further
arpument. [n essence, lhﬁ}f argue that, aven if it is shown that Schering’s payments were to
securg the generic firms” agreement to entry dates several years in the future, such payments not
to cummpete coutd serve uscful purposes and might not in fuct delay entry. Accordingly,
respundeﬁts have made various argummta regarding the need to inguire into the relative merits
of the parties’ patent claims. Sometimes they have argned that we need to prove that the Upsher-
Smith and AHTP products did not infringe Schering’s patent, or suggested that we snust prove the

iikely ontcoine of the patent case. Other times they have contended that we must prove the
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“objective” probability of the parties prevailing in the infringement suits and compare that to the
parties’ determination of when competitive entry would be permitted.

Mone of these tests is possible to carry out in a meamingful way., We will never know
who wquld have won the patent cases. Respondents, through their challenged agreements,

- withdrew the matters from the courts. And there is no way to go back and recreate the conditions
ofthe original law suits. The potential entrant ne longer has the same incentive o delend its
product against the clam of infoingement. Plaindy, we can never know how those judess and
juries wonld bave decided the cases.

Still less can we quantify each party's cﬁmce of success. There simply is no known
methodolegy for handicapping: trials or for testng the reliability of predichions. Indeed,
Respondents mtend to offer the testimony of a namber of expernt watnesses who will explain why
the ooteome of patent iitigation cannot reliably be predicted. James P. G’Shauglmess:.r, for
example, » patent Gal lawyer and gne a.f Schering‘s experl vﬁmggsm, SITESSES thl verrrrrevees

SIS RE R A FA S A A4 A FARESFEAFEA R AN SIS FAASARRAREE md thal in thc cascs in wi]ich hc has bccn invnlvﬂi, hﬂ

frequently has been

ARk PR R b E bR A e A R PN R MR AR AR RN R R R R R AR R RN
dbkd b Rhdddknd b Bedddd dad b bhd AR ddavindinddrrianrrunsnisvasinmivdivbbvkopdivdbrrH Elddbirkiw
AT A PR R AR E R A P R T F R S AN AR AN R R TR PR PR TR P TR R PR S R R R N e R R R

LLLL LY LI IL L DE L LRl L]

For this reason, M1, O Shaughnessy states,

AR SRR AR A A RIS SR P EERAEA F RS RSN F AR AR A A AR AR ARSI RS AR N A FRA AR AEA R
TR RN R ERE NI AR FEE SRR AR DR F A A IR A AR SRR NN PSRN RN F SN RSN EUNEYR

Fk AR R T AR N DB R R RN R E R e

*® (¥’ Shaughnessy Expert Report at 4, 6, 9.
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Dr. William O. Eerr, one of Upsher-Smith’s economic experts, makes a similar point:

AR ARSI FRA RSN AR NN AR A NSNS N F U NFNF RN R PN FA NN U N PE NSRS N FA NN AR FA RS DR F R DA E T b E
AR R R R AR T RN AR TR A R R AN R AR AR AR AR R AN NS AR A AR R

dindkudkidkisdbiadiavidkiddididbinsliasurasrsarnaruusn e snr ivndsnrbrdinevenn dnndnndbnrinrd idd b
b

velbaidéd navsarindd vaddardan ."'-I"‘I"‘"'.

And &lnst remarkahbly, respondents assert that such an assessment is essential while hiding

behind the attomey-client privilege to shield their own conlemporanesus assessments from
examination.

The analysis that we will present during the tnai is famly based on established evonomic
principles and methods. The task that respondents” experts urge on this court, by contrast, is not
based om established or testable principles and methods, and is not reliable. Although
rcsgundcnts inzist what is necded is an “uhjcctive;‘ assessment of the pmbabiiiﬁcs- in the patent
case, what they actmally appear to call for is a subjective retrospective evaluation of the evidence
énﬁ arguments assembled in the patent case, by a third party or by this cowt, based on his ot her
own opinions and estimates. There is no way to make an “ﬁbjacﬁvc” assessment of the
probabilities in a statistical sense (such as can be done when tossing # coin or throwing dice)
because we cannot do a controlled experiment of the trial. ‘What respondents are offering — in
the form of experts on patent issues wh.u seek to opine on the merits of the parties’ patent cases -
are merely subjective opinions based on a very hmited unrverse of infornmation. For example,
respondents have ehsed to mnduse a great deal of inforrmation about their perceptions of the
likely outcome of the patent cases and ahout the negotiation of the agmerﬁents, pursuant to

claims of ettomey client and work product privilege. This information presumabiy is not

7 Kerr Expert Report at 20,
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availablc to respondents” experts, and it certainly is not available for use on ceoss-examination to
test the basis and validity of the expert teshmony. In short, there is no satisfactory way to 1ost the
teliakility of these assessments of the likely or possible outcomes of the patent cases. While
complaint counse! intend to offer rebuttzl witnesses if these patent experts testify, we do so
tnerely to show that Upsher-Smith and AHP each had 2 reasonable possibility of winming the
m, end thus posed real threats to Schering’s monopaly power at the fime of the settlernent
agreements.

Respondent’s experts assert that the competitive effect of the agreements can enty be
evalnated by comparing the agreed upon-entry dates to some benchmark linked to the merits of
the patent cases. Each proposes a test for assessing the competitive impact of payments in
congideration of settiement agreements, but the tests are meonsistent, and none can be
implemnented satisfactorily. Indecd, the Respondents apparently do niot intend to offer any
witnesses whe will even attempt to apply any of these tests to the facts of this case, or to quantify
gity patty's chance of prevailing i the lavwsuits.

For example, Schering’s expert, Dr. Robert Will-ig, discusses a number of complicaterd
hypothetical situations in which parties might reach a seitlement agreement that contained a net
payment to the gencnic potential entrant that would not be anticompettive (in the sense thai.it

‘would contain an entry date that was consistent with the “probable™ outcoms of the litigation).
These factors inctude the cost of bearing risk, concern about the entrant’s ability fo pay damages
if it erttered prior to final determination of the palcﬁl case and later was held liable for
infringement, different discount rates, information asymmetrics relating to factors such as the

econamic life of the patent, and the effect on the genenic company’s earnings of possible entry of
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subgequent generic products. Nothing in the available evidence pomts to any of these factors as 2
teason for the payments to Upsher-Smith and ATP. Nonetheless, on this basis, Dr. Willig clamms
that g-deterrhination of the anticompetitive nature of agreements requires consideration of all the
EVIEITEE, iNChIdingsssressaarassronseassorsasrauarsarssns vssnsrrsrenssussvesns ruvearnt ses sasssestaennensnns
sesusansstensirensenisnrasssne’® a5 well as other factors, including the character of the agreement, its
comimercizl setting, and the business needs of the parites.” Such an open-ended and standardless
test would geither offer a seliable guide in adjudication nor provide guidance 1o businessmen in
the settlement of future cases. Moreover, Dr, Willig makes no effort to analyze the agreement
under this stanidard.

Upsher-Smith’s expert, Dir. Ordover, in contrast, argues that there is no one precige entry
date that can be deemed reascnable or legitimate ™ Indeed, at iis deposition he testified that it
wzs likely beyond the capabilities of the legal svstem to attempt fo determine, with any degree of
precision, the probable date of entry under litigation.®'  Instead, he would seek to determine a
range of seassnsasramsnnens eiry dates to which the date agreed vpon in the settlement would be
compared.” This range of entry dates would be based on the evidence available in the litigation

and {hﬂ pmiesi o o o o O e O O o e oo o o o e oo ol e g ol ol el o By --” In his depusiﬁgn,

" Willig Expert Report at 3.

™ Willig Deposition at 16:15 - 12:11 and 35:12 - 36.6.

* Ordover Expert Report at 8,9 17.

B See, e.g., Ordover Deposition at 91:11 - 24, 93:5 - 94:1,
2 QOrdover Expert Report at 8,9 17,

Y a9, |19,
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however, Dr. Ordover conceded that in order 1o implement his proposed test, it was necessary to
know tlie parties’ own contemporaneous assesstnents of the odds of their prevailing in the
filigation.* Thus, to implement his test a court would either have to compel disclosure of
privileged attomey-client information, or draw adverse inforences from the parties’ failure to
produce that information. Indeed, Dr. Ordover’s test suggests that, since Upsher-Smith has
steadfastly refused to provide the information that its own expert says is essential to determine
the legality of the settlement agreements, that adverse inferences should be drawn i this case.
And-of course, there is 2 rigk that in futare cases, parties anficipating possible antittust seristiny,
as Schering did for the agreements chalfenged here, conld simply generate dt:;cumcnts tailored to
the test that Dr. Ordover proposes.

Both Dr. Willig and Dr. Ordover concede that setilements like the one challenged here
coufd hamn competition. As we will show, consideration of the agreements challenged in this
case, in the specific context put of which they arose, will show that the payments werns for the
assurance of delayed entry, and did not grow out of the factors about which respondents’ experts
speculate. Indesd, Dr. Ordover expresses a number of opinians that support the conclusion that
the agreements in this case were in fact antcompetitive. For example, he agrees with complaint
counsel: (1) that it is critical to rely on the parties’ conterporaneous assessment of their chances
in the litigation and the reasons the parties sttnctured the ammangement as they did, rather than “ex
post rationalizations;™ (2) if the amount of the payment were closely related to the profit that the

gemeric would have eamed during the period between the seitlement and when it was permitted

¥ See, e.g., Ordover Deposition at 49:5 - 54:11.
8 Id at 52:7-8, 49:5 - 54:11.
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onthe market -- &s 15 the case hers — that would be cause for further inquiry into the basis for the

Pmmu“ {3) ﬁﬁde’nﬂﬂ tha‘t FAESEIEEd FEREFEE SRR SN SN S RGN RGAE N AR AR AN RRA RN AR R NSRSy SRE bd b hEd ik Baddd b

SRS AROTES EL SER NN PRI R P EReaneues [ [TLA] 44000 0ARvEs t00t AT eI tIvEsIPIIerIne ursturtastishitases
SreNIeRIREIERS NIRRT RN ISR TR Tsva snasanenannaranss Wioti]d SUppOrt & conclusion that the entry date
would have been earlier but for the payment;*” and (4} in the absence of a precise determination
as to the expected Litigation cutcome, a fact finder contd reasonably select the earliest possible
date of entry (based orrthe range of entry dates comesponding to the parties” assessment of the
tikely outcome of the fitigation) as the benchruark against to which o compars the entry date m
the scttlcment agrecment.”

While respondents’ own experts concede that settlemnents with payments to the alleged
infringer can be anticorapetitive, by advacating tests that 2re irnpassible to apply they adopt a
tile that wourld effectively immunize such settlements, Given the undeniable incentives for
branded drup manufachrrers and potential generic entrants to reach patent settlements that
involve payments for delay, cansumers are far better served by an analysis that places the burden
on defendants fo show that 2 reverse payvment was not for delay, than one that would penmnit
reverse payments for such settlements as a matter of course. The threat of serious harm to
colsuiners is too great, and the likelibood of deterring procampetitive agresments is too small, to

justify the approach advocated by respondents.

* Id. at 49:5-50:7.
¥ Ordover Expert Report at 21, § 44.
¥ Qrdover Deposition at 148:17 - 149:20.
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V1.  The Agreements Constitete Monopoly Maintenance and Conspiracies to
Monopolize

Because the challenged agreements in this case were designed te delay entry of generic
versions of K-Dur into the market and this to extend Schering’s monepely power, the
agreements also constitute monopoly maintenance by Schering and were in furtherance of a
conspiracy by Schening and Upsher-Simith, and Schenng and AHP, to mencpolize. -

Al Schenng Had Monopoly Power

Schering has mopopoly power with respect 10 K-Dur 20 - thai is, “the power to raise
price above cost without losing so many sales as 1o make the price rise unsustainahle.™
Monopoly power may be shown through direct evidence of an ability to control prices, or
indirectly through demonstrating that the firm has a dominant share of a relevant market ™ The
putpose of defining 2 relevant antitrust product market is to identify which products constrain the
exercise of market power. The finctional interchengeability between products provides only “the
outerhoundiries of a product market.” Whea products, like pharmaceuticals, can be used for
the same purpose but differ significantly in ierms of price, quality, consumer preferences, or

other significant sttributes, the prodects are differentiated. While differentiated produocts

¥ In Re Brand Name Prescription Drugs Antitrust Litig., 123 F.3d 599, 603 (7® Cir.
1997) (Posner, 1.), cert. denied, 118 S.Ct 1178 {1998) {noting that patented phammaceuticals may
be close but not perfect substitutes, so that the seller of each product has sotie monopoly powet).

: N See, e.g., United Stares v. Microsoft Corp., 253 F.3d 34, 51 (D.C. Cir. 2001) (per
curiam; Re/Max Fit't. Inc. v. Realty One, Inc., 173 F.3d 995, 1016 (6® Cir. 1999).

"I Brown Shoe Co. v. Untited States, 370 U.S. 254, 325 (1962).
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compete at some level, a relevant antitrust market should include only those products that “have
the-ability actal or potential to take significant amounts of business away from each other.”
The evidenice amply shows that Schering possessed monopoly power. The courts and the
Comraission have found that a demonstrated ability to charge sigmificantly different prices for
functionaily interchangeable products is sufficient to prove that the products are in separate
antitrust markets.® In Smith Kiine Corp. v. £ Lilly Co., 575 B.2d 1056 (3d. Cir. 1978), for
exampie, the court of appeals upheid a finding by the district court that cephalosporin antibiotics
constituted 2 scparate market from other anti-infeetive agents, even though those agents were
used o ireat many of the same conditions as were cephalosporins, because the amounts of
cephialosparing and non-cephalosparin agents purchased were not related to the relative prices of
those products. fd. at l.ﬂﬁ}ﬁd-. Likewise, in Federal Trude Commission v. Stuples, Inc., 970 F.
Supps 1068, 1077 (D.D.C. 1997), the court held that the sale of consumsble office supplics
through office superstores constituted a relevant market, even though other sellers of office
supplies did, 1o some extent, compete with the snperstores: “[T]he mere fact that a firm may be
termed a competitor in the overall marketpiace does not necessarily roquire that it be included in

the relevant product market for antitrest purpeses™ Id. at 1075, The court found that evidence

2 SmithKline Corp. v. Efi Lilly & Co., 575 F.2d 1056, 1063 (3d. Cir. 1978), cert. denied,
439718, 838 (1978).

% Sez e.g., Coca-Cola Bottling Co. of the Sowthwest, 118 F.1.C. 452, 542 {1994)
(excluding generic carbonated soft drinks and all non-carbonated soft drinks from a brand
catbonated soft dnok market); Ofin Corp., 113 ET.C. 400, 604 (1990) (excluding liquid pool
sanjtizers [rom a dry pool sanitizer market), United States v. Gillette Co., B28 F. Supp. 78, 83-84
(DD.C. 1993) (separating preminm wrting instruments from other wnting instruments). See
also FTC v. Cardinal Health, Ine., 12 F. Supp. 2d 34, 4050 {D.D.C. 1998) {excluding non-
wholesale distribotors of prescription drugs from the relevant market of wholesate drug
distributors).
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that the supersiores charged significantly more in markets where there were no other superstores,

than in tarkets where one or two other superstores operated, among other evidence, established

& low-cross-clasticity of demand between the superstores and other office supplics sellers, aﬁd

thus the existence of a separate supersiore market. id. at 1078.

There is ample evidence to show that S.chcﬁng’s prcing of K-Dur 20 was not effectively

constrained hjr the availability of other potassium chlonde supplements. As complaint counsel’s

econariic expert, Professor Bresnahan, will explain at trial,™ Schering’s monopoly power is

shown by evidence that:

L

sales of K-Dur 20 have continucd to grow relative to lower-prnced petassung: chloride
supplements even in the face of price increases;

Schering, Upsher-Smith, and AHP al! forecast increasing K-Dwur zales and profits so long
as Schering could keep generics out of the market, and sharply reduced zales with lower
overall consinner prices once generic entry eccurred;

consumers znd physicians do not regard other potassium chioride suppiements as close
subatititas for K-Dur 20;

" K-Dur 20 has clear therapeutic advantages over other supplements, and a unique dosage

strength;

emipirical research on the pharmeceutical industry shows the unique efTect of generic
eniry on sales of branded drugs, io particular that sales of the genenc drug come almost
entirely at the expense of the branded counterpart, and have little or no impact on sates of
other products, ever those used for the same therapeutic purpose;

when Upsher-Smith finaily entered with its lower-priced generic K-Dur 20 product in
September, 2001, Schering’s sales suffered a rapid and dramatic decling, lesing ncarly 70
percent of new prescriptions for 200 mEq potassivm chloride supplements.

Since other potassium chlaride products did not constrain Schering’s pricing, 20mEqg

potagsivm chloride products is 2 relevant market for putpeses of evaluating the effect of

# See Bresnahan Expert Report at 23-26,
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excluding gereric versions of K-Dur 20. Schering’s monopoly power in that market, prior to the
introduction of generic K-Dur 20, is clear.

B. Iﬁnnupuly Maintenance

The offznse of monopelization condemned by Section 2 of the Sherman Aet has two
clements: {1 the possession of manopoly pnﬁrer, and {2) the wiilful acquisition or mmntenance
of that power through exclusionary conduct.™ Thus, when a monopelist uses its povwer to
loreclose competition, it viofates Section 2, for “[t]he antitmst laws are as much violated by the
prevention of competition as by its destruction ™™ Actions taken to preserve monopoly power
are “'exclusionary’” if they invalve “conduct, other than competition on the merits or restrainis
reasonably ‘necessary’ to competition on the merits, that reasonably appear capable of making a
signiicant confribulicn to . . . maimﬁmg monopoly power” Barry Wright Corp. v. ITT
Grinnell Corp., 724 F.2d 227, 230 (1" Cir. 1983).

As was discussed above, the evidence establishes that Schering had menopoly power,
The evidertee that we will offer to prove that the agreements unreasonahly restrained horizontal
competition satisfics the exclusionary conduct element of the test. The agreements were
desighed to delay generic competition to Schering’s K-Dur 20. As the Court of Appeals for the
D.C. Circuit held in Tnited States v. Microsoft Corp., 253 F.3d 34, 79{D.C. Cir. 2001} {per
curiant), a violation of Section 2 i< estabfished by a finding that the defendant engaged in

anticompetitive conduct designed to exclude potential or nascent competition, without any need

% United States v. Grinnell Corp., 384 U.S. 563, 570-71 (1966).

% Lorain Journat Co. v. United States, 342 U.S. 143, 154 n.7 (1931}, guioting United
States v. Griffith, 334 U.5. 100, 107 (1948).
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to show that such potential competition woutd have succ&ssﬁllly constrained the menopolist™s
power in the ehsence of the anticompetitive conduct. Thus, the evidence will show Schering’s
agreements wilh Upsher-Smith «nd ﬁ.HP were acts of monopolization. _

. Conspiracy to Monopolize

Thé complaint also alleges that Schering and Upéher—ﬂmiﬂy and Schering and AHP,
conspired to monepoelize the relevant market. The elements of a conspiracy to monopolize are:
1} the existence of a combination or conspiracy, :md 2) an overt act in furtherance of the
conspimcy, and 3) specific intent to monopelize.”’

The agreement element of the conspiracy to monopolfize is satisfied by the written
seltlement agresmnents that Schering entered .iﬂtﬂ with Upsher-Smith and AHP. The second
element, an overt act in furtherance of the conspiracy, is met by Schering’s payment of $60
millionto Upsher-Smith and $15 million or more to AHP, the acceptance of those payment by
Upsher-Smith and AHP, the voluntary dismissal of the patent litigations, and the delayed launch
of Upsher-8mith's product after it received tentative fDA approval.

The third eletnent, specific intent te monepolize, may be shown cither by direct svidence
of the defendant’s state of mind, or by inference from the defendant’s conduct,”™ Parties are
ptesurngd to intend the natural consequences of their actions. *[I}f the ordinary business conduct

of a dominant firm leads to the acquisition or mainienance of muncpely power, that conduct is

" See, e.g. United States v. Yellow Cab., 332 U.S. 218, 225 (1947), Velvo N. Am. Carp.
v. Men's Int’f Prof | Ternis Couneif, 857 F.2d 55, 74 (2d Cir. 1988); Kellogg Co., et af., 99 FTC
8. 263 (1982).

B See Am. Tobaceo Co. v. United States, 328 7.5 781, 509 (1946).

%]



presumed to reflect the requisite willful monopolistic intent.” MCY Communications Corp. v.
ATET TOBF.2d iﬂﬁl, 1108 (7" Cir. 1983).

Schering’s statements and actions demonstrale its specific intent to mammtain its monopoly
of the K-Bur market, and Upsher-Smith’s and AHP's actions show their intent to share with
Schering the returns from doing so. Through the Upsher-Smith agreement, Schering delayed the
possibility of competition from its generic product and, with the agreement with AHP, cemented
Schering’s control of tha market until September 2001, Upsher-Smith’s specific intent is
evidenced by actions and statements, including its offer to Schering to stay off the market in
return for compensation, that show an intent to preserve Schering™s monopoly in cxchang;: fora
share of Schering’s monepoly profits. Likewise, AHP's specific intent to suppress generic
competition and share Schening’s monopoly profits is demonstrated by its willingness to stay off
the market unti! a later date as long as Sciering paid AHP to do so, and its statemenis that it was
entitled to paythent Gom Schering 1o replace the revenues il was {onegoing by not launching its
competing product.

VII, Respondents Have No Noerr-Pennington Defense

In their answers to the complaint and motions to dismiss, Schering and Upsher-Smith
have made various ctaims to antitrust immunity under the Noerr-Penningron doctrine, which
protects competitors when they seek povernmental action, even when they intend anticompetitive

results. If is clear, however, that respondents have no Noerr immunity.
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The Noerr doctrine protects petitioning for governmental action.™ As the Court of
Appeals for the D.C. Circuit recently observed in Andrx Pharmaceuticals v. Biovail Corp. |
Imemational, 256 F.3d 799, 817-19 (D.C. Cir. 2001), settlement agreements among private
- litigants do wot constitute petittoning or conduct "‘incidmtal” thereto, and are not Neerr
protected.!™ And slthongh Schering has suggested that its agreement with AHP might still be
protected on the theory that the magistrate supervised or, ever implicitly approved, the
agreement, this claim does not-advance its Moerr argument. The anticompetitive hé.rm
challenged here stems from the agreement between Schening and AHP, and not any act of
. government. |

Furthermore, as we discussed in our opposition $o respondents” motions to dismiss the
cotaplaint, equally unavailing is respondents’ claim that the Neerr doctring bars the charge that
the agrestnent had_ext;lusianary effects on other potential penenc entrants, because that effect
flows fiom the kaw rather than fiom the agreement. First, this argument has nothing to with

petitioning government, and thus does oot presend any Noerr issue. Second, as various courls

¥ See, e.p., Prof. Real Estate Investors, Inc. v. Columbia Pictures Indus., Inc., 508 U.S,
49, 56 (1993) (Noerr immunity applies to those who petition the government), AfC{
Comanmications Corp. v. AT & 7,708 F.2d 1081, 1159 (7* Cir. 1983) (" The Noetr-Penmington
dogirine is concerned solcly with the right to attempt to influence goverrmnent action.™).

1% The D.C. Circnit, considering the Hoechst/Andrx agreement, rejected the argument
that.a private settlament was incidental to litigation, and stated:

The Agrcmént is not unlike a final, private settlement agreement resalving the
patent infringement litigation by substituting a market allocation agreement. Such
z settlement would not enjoy Noerr-Pennrington immunity and neither dogs the

Apreement here.

256 £.3d at 819.
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. statutory schemne does not.

have cecoghized, a branded drug maker's payment o the first ANDA fifer to secure an agrecment
that serves to delay the triggennyg of the 180-day exclusivity peniod that the Hatch-Waxman
conters on Orst generic applicants directly harms competition and consurrers — in a way that the

i 1

Respectfully sobmitted,

oo Bits (Lt

Karer (G.. Bokat
Philip Eisenstat
Complaint Counsel

Dated: Janvary 23, 2002

W See Andrx Pharm. v. Biowail, Inc., 256 F.3 799, 208-810 {D.C. Cir. 2001) {reversing
district court deciston that any injury to Biovaii (the sccond generic filer) could not be attributed
to the agreement between first filer Andrx and Hoechst, given the delay period prescribed by
Hatch-Waxman); Biovail Corp. International v. Hoechst A.G., 49 F.Supp.2d 750, 768 {D. N.).
1999} {rejecting defendants’ argument that antitrust claim against the Hoechst/Andrx agreernent
was merely “frustration with the statutory exclusivity period™ and finding that the complaint
challenged an alleged “abuse of the statute.™); Ju re Cardizem (I Antitrust Litig,, 105 F. Supp.2d
618, 658, 663 (E.D). Mich. 2000) (Hatch-Waxman Amendments permit certain unilateral action
but do not authorize agreements fo restrain trade),
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Appendix As FT'C Casc in Chlef Witnesses

Professor Timothy F. Bresnahan

Professor Bresnahan is a professor of Economics at Stanford University, where he has
field that position since 1979. He is an established industrial organization and expirical
economist, and haz published vumerous articles about patent intcnsive industnies, entry into
unconcentrated and monopoly markets, and the valuation of new products. His extensive
antitrost expertize includes two vears as the chief economist at the Anhtrost Division in the
Department of Tustice. Ile has been an editor of leading economic and industrial organization
journals, including the leading economic jourmal and the official journal of the American
Ecoromic Association, American Economic Review, as well as the Rand Journal of Economics,
Journal of Industrial Econamics, and Quarterly Review of Economics. He is an expert in the
econpittics of patent settlement, litigation, and mediation.

in his testimmony Professor Bresnahan will apply peer reviewed, published, and
empitically validated economics which shows that generic entry threatens the branded drug
menapolies, and that entrants and moncpotists have the capability and the incentive to delay that
enlry. Flowing directly and naumxally from this peer reviewed Titerature, Professor Bresnzhan will
tesﬁﬁ! ﬂlat if PR ARRE IR R A RFAAR AR F R RN E R E Db aniianvanderniidindiavEn nra nrnnddandardb pd B A EE RN FEE K

AR g R R A A NSNS N RN AN ARSI R N NS NSNS EA NIRRT RN AR AR

wadbinEidEk ik bd ek el s ndn b rkben

phhdbdbbhslpaEngESL RSN FE

BERFARFARR I E N RA AR TR R RS APy R R Ry Ry Py P yhypd g F iy dyy ARy b by b R A R R R AR
LRI IET IR I LI L LR L L LI LR LRI TR TR TR LI e LY I Rl IR JLT LI RIRTITIRTTRRlTRL I 1Al IRt anTl Ta) Ity
AR R AN RSN AN A AN AT S F NS SN RS RS S AR A A A R A AR AR R AR A A R AR AR
T R P AR AR R I YT F TR I TR PR TR T TR TR T FE T P VAT PR T AN PR AR N AR P AT F NN F RSN PN
LTI ETTLIE DAL I S LY LI LRI LI R T TRE T PR LT eI I IR T I eI IR I I I IEl I I by ey Il I Tl ] )11

A AR N NS NS RTINS RN SN A P EENA A RN NG PR AR A A A F A A A BN SN A R A AR AR RS RS F AR A RS

Shad A bR ana bk be 11 ]] tegﬁf'}.l about the use anﬂtﬂsm]mI chioride to treat Pﬁftlﬂnts w1th
abnormally low potassin fevels and the differences amoeng potassivm chioride supplements. He
will explamn the process for selecting potassium chioride supplements for sssersessszsna’s
formulary. He will also testify about the impact of generic entry in reducing drug prices and how
veneric drugs save money for patients and payors.

Joel E. Hloffiman
Joel E. Hoffman is a practicing lawyer who has had extensive experience since 1964,

representing and advising business clienis on matters of FDA regulatory law, including the
Hatch-Waxman Act, smee its enactment in 1984, He also teaches DA reguiatory law as an
adjonet professor of law at two law schoots, and has besn an invited presenter at numercos
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Confinuing Legal Education programs on FDA regulatory law.

Mr. Hoffiman will testify that in his expert epinion:
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Dr. Nefson L. Levy
[r. Nelson L. Levy reecived his M.D. from Columbia University in 1967, served as a

medical resident at Duke University fiom 1972-73, and then jater received his Ph.D. in
immunology from Duke in 1973, He conducted research at the Mational Institutes of Health tm
the ereas of virmlogy and immunology prier to receiving his Ph.D. He fater became an associate
professor with temre at Duke University (from 1973-81), instrecting medical and graduate
stodents,

Dr. Levy exttered the private seetor in 1981 as vice president of pharmaceutical research
for Abbott Laboratories. He then formed CoreTechs in 1984, an organtzation involved in '
providing consulling services (o the healthcare and pharmaceutical indusiries and aiding
developing companies to evatuate dand market their technologies. From 19%2-93, Tir. Levy was
CED of Fujizawa Pharmaceutical Company™s U5, subsidiary, with responsibility for all aspects
of pharmaceuticat development. He returned to CoreTechs in 1993, where he presently serves as
itg Chattrean and CE0, continuing to provide consnlting services to the pharmacentical and
healthcare industries, and developing companies. Dr. Levy serves on the boards of directors and
seienfific advisory boards for several pharmaceutical and biotech companies.

Dr. Levy’s testimony will address whether the $60 million non-contingent payment by
Schering to Upsher was for the Niacor-SK product. Dr. Levy’s expects to testify that e1eresees
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Aeraan il g e bne il b an r el b AR A PP PPN PR N IR R LTI F R R TR PSR PRI P TRV FE ST S NS RT T N E SN AR A R

sesresssssssssans Wil] tostify that s=esee=s gubmitted an ANDA for its genenic of K-Dur 2014n
1999 and that sewssseeserss cannot obtain finat approval from the FDA unti] Upsher’s 180-day
exclusivity expircs. ssevssssrens pri]] testify that sevssssesses gepenic will compete direetly with
Schering®s K-Dur 20 and Upsher’s generic version of K-Dur 20, and that «»s=ses+s generic will
cOMpete on price.

ApssEpsddy adarinbanbusaranideadennian

2 AR F A ARRIAEFSFEAFE SR ESAERE A NGRS FE AR A A A S A AR AR AR EASEABSAFEEAE GRS S S -
LIY TR IR L TR LR LE DL L LRI TR DI R LD IR Ly L Ly DR LT Lyl LI LI LT e R LIl b L1]L} I.ll-'-ﬁ‘ LLIRL I LYY T 1Y] )

AR NN AN R RV AR R R RS A A N SN AR NS R SRR F RS DA NP AR RN PR FE RN BN

sprippiaansarahma wi]]_ tesﬁfy genmll}r ahuut FARFI TP ET AR IS PREFFREY ‘3 p‘rﬂsmpnu‘n dmg
COVERZe programn, the cost-savings represented by generice drugs, and cost-containment
strategics. In aiddition, ====*=+a»= wil] festify about the use of potassimn chlaride in the treatment

of patients with low potassium levets.
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Appendix B: Identification of Individuals

NAME TITLE/POSITION

American Home Products Corporation (AHP)

LIRS LIl R LR L] L] LELLIEL Lo LRl ]] L1
LI ITIEY TR PR EE FEES SN RN AR RS AN E RN R FARE RN RN

SRR R AR R AR R R AR R R AR AR Sy by byl kg hkyp Rk a v Ar b AR R R A v AR Bk A A PR A R RS

SRR PR THREA Tl Y SE A F P PR T YR PV PR P AR AW

Key Pharmacenticals, Inc. (Subsidiary of Schermg-Flough Corporation respensible for ﬁ-Dur 20y
Dilascia, Chris Former Semior Product Manager

Driscoll, Martin Farmer Vice President of Marketing & Sales for Primary Care
Hermyan, Tony Outside Patent Counsel to Key in Key/ESI Litigation

Rulg, Rick Cutside Antitrust Counsel to Key in Key/ESI Litigation

Ak VAR A BN R PR AR AR N R M i e du vl vunsaviarbavhu rnrnrsE r ki n bl andanbasnnau b nd Bnudu N A A by bad a1
(LI IRl E e vy ] FRATEFSEFEETERFEFRTE NS FER A AR AR

slvdnvraddridbavdwbsdy FANFUFEF YRR AN FVEF RN FANEE VSN NS S EFEUNE

Schering-?lmlgh Corporation

Audibert, James Senior Director of Cotnmereial Optimization
Becherer, Hans W Member of Board of Dirtectors

Cesan, Raul Farner President & Chief Operating Officer
DeMola, Artonia Director of Field Information & Sales Force Strategy
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NAME

TITLE/POSITION

Schering-Plough Corporation

Qarfielit, David C.
(zast, Karin
(Genito, Anthony
Grewcock, David
Hoffman, John

Ksapur, Baman

Eogan, Richard

Laudz, Thomas

Mitlet, Dr. Eawrence (.

Mottey, H. Barclay
Mundy, Carl E. Jz.
Poarvin, David
Rursso, Patricia F.
Russq, Raymond
Sclireyer, William A.
Wasgerstein, Jeffrey

Weintraub, Harvey

Former Member of Board of Directors

Senior Director of Business Dievelopment

Staff Vice President-Assistant Controiler of Accounting Operations
Senjor Director of Global Marketing

Staft Vice President & Associate Generzl Counsel

Head of Werldwide Genenies Schermp-Plough; President of Warrick
Pharmaceuticals (Subsidiary of Schering that sells generic pharmeceuti
produets)

Chairman & Chief Executive Officer

Executive Vice President of Global Marketing

Former Senior Direcim‘ of Pharmaceutical Eesearch

Memnber of Board of Dircctors

Member of Board of Directars

Vice President of Business Development

Mermter of Board of Directors

Senior Director of Marketing for Cardiovascular Producta

Member of Board of Directors

President & General Manager, Schenng-Piough Canada

Caonsultznt, Former Vice President of Marketing & Sales Support, Formn
Vice President of Warnck Pharmaceuticals



NAME

TITLEMTOSITION

Upsher-Smith Laboratories, Luc.

{enella, Micholas M. -

Coleman, Bob
Dotan, Derise
Dristsas, Phillip
Ereese, Lon

(ould, Scott
Halvorsen, Mark
Hirschiberg, Andrew
Eravolec, Paul
Q’Neill, Vigkie
Robbins, Mark
‘Cooup, John A. ({an)
Valazza, Mike
Wnc-ldmfﬁ Chuck

Other Witnesses

LTI IL I IRl I L]

Outside Patent Counsel to Upsher in Key/Upsher Litigation
Director of Marketing

Froduct Manager

Vice President of Sales & Marksting

Professtonal Services Manager

Pinchasing Manager

Director of Clinical & Regulatory AfTairs

Consultant o Upsher durmg patent Litigation wath Key
Chief Finaneial Officer & Vice Presidcm of Distribution
Vice President of Business Development & Project Management
Vice President of Scientific Affairs

Presidt & Chief Operating Officer

Vice President of Business Departnﬁent

Vige President of Cperations

SARFEERE IR AR SR A A A R AN A BN A S RN PR AN PN N P RN F R AR Rk
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Appendix C: Glossary of Terms

FDA/Hatch-Waxman Terms

L

ANDA - Abbreviated New Drug Application. An applicant seeking to marke? a peneric
version of a pioneer drug may submit an abbreviated new drug application. Under the
Hatch-Waxman Amendiments to the Federal Food, Drug, and Cosmetic Act (FDCA}, an
applicant is no longer required to submit safety and effectiveness data, but instead may
ety on the FDA’s prior findings of safoty and efficacy of the referenced drug product,
sa long 2s it can demensirate that its generic drug is hioequivalent to the referenced drug

prodizet.

Bioequivalent - A generic dmyg is bioequivalent (o 2 referenced drug product when (1)
it has the same active mgredients as its brapded counterpart, and (2) the rate and
extension of absorption of its active ingredienis fali within established parameters when
compared to that of the referenced drug product.

NDA - New drug application. Under the FDCA, any applicant seeking to market a
“new” or pioneer drug must first abtain FDA approval through the filing of a new dnug
application. An NDA applicant is required to provide, among other itergs, “full reports
of the mvestigations™ that demonstrate a drug product fo be safic and effective for its
intended use. The NDA applicant is required to submit to the FDA information on any
patent covering the drug, or any method of using the drug for treatment of disease, for
which & claim of patent infringement conid reasonably be asserted against an
unauthorized party. The FDA then lists the approved drug and related patents in its
publication entitled “Approved Drug Products with Therapentic Eguivalence
Evaluations,” also known as the “Orange Book.”

Orange Bopk - Aiterative name for the FDDA poblication “Approved Dirng Products
with Therapeutic Bquivalence Evaluations.™ The publication identifies drug preducts
approved by the FDA on the basis of safety and effectiveness, and includes a List of
refevant patents for each NDA. Inclusion of a product on the list creates no
presumprtion as to the vahidity of its relevant patents,

Paragraph IV Certification - The ANDA applicant must provide a certification with
respect to each patent listed in the Orange Book. A paragraph IV certification asserts
that “such patent iz invalid or will not be infringed™ by the manofacture, use, or sale of
the drog produet for which the ANDA is submittcd.

Successful Defense Regelation - Regulation promulgated in 1994 by the FDA,
requiring the first ANDA applicant with a paragraph [V certification to successfully
defend patent litgation aver patents listed in the Orange Book for the referenced dmg
product as a prerequisite for the applicant to be elimble for the 1BO-day exclustvity
period. This regulation was challenged and questioned in the Mova case, and was
subsequently shandoned by the FIDA in June 1998, after two court of appeal decisions
holding that
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the FIDA’s imposition of the requirement was improper,

Tentative Approval of ANDA - After all components of an ANDA are found to be
acceptable, an approval or tentative approval letter is issued to the applicant. If the
approval oceurs prior to the expiration of the 180-day exciusivity or 30-ronth stay, a
tentative approval letter is issued and final approval is delayed until the exclusivity or
stay has expired. A tentative approval does nat aliow the applicant to market the
geaeric drug product,

30-month Stay - Under the Hatch-Waxman Amendments, if the patentee, upon
receiving notice of a Paragraph IV certification, files a patent infrmgement swit against
the certifying ANDA fiter within 45 days of szch notice, FDA approval of the ANDA is
automatically stayed until the earlier of (1) the expiration of 30 months from the
patentee’s receipt of notice of the Paragraph IV certification, (2) a final determination of
non-infringement is entered in patent infringement hitigation (currently interpreted by
the FDA a5 including litigation invelving any AMDA fiter), or {3) the date the patents

expire.

180-day Exelusivity Right - Under the Hatch-Waxmap Amendments, as cirrently
implemented by the FDA, the first applicant submitting an ANDA which contains a
paragraph IV certification is frotected from competition from snbsequent generic
versions of the same drug product for a period of 180 days after the earlier of the first
comimercial markeling of the first applicant’s drug, or a decision of 2 court holding the
patent that is the subject of the paragraph IV certification to be tnvalid or not infringed.

Prodnct-retated Terms

1.

Ethylcellnlose (EC) - A water insoluble polymeric material that is used extensively asa
coating materiat for the conirolled refease of drugs. It is available commercially i »
number of melecular weights and is ctassified aceordingly by viscosity grade. Selection
of a particular viscosity grade of EC is an imporiant consideration in determining the
release rates of a particelar produci.

Hydropropyleellulose {(ITPC) - A water seluble poiymeric matenial thae tends to

mcrease the permeability of an EC coating and therefore the rate of the drug release
HY'C greates charmels in an EC coating which allow for the release of 2 coated drug.

Hypokalemia - Potassium deficiency treated with potassium supplements such as K-
Dur 20. :

K-Dur 20 - Brand name of widely-prescribed potassinm chlonde supplement sold by
Schering.

Klor-Con M20 - Upsher-Smith’s generic equivatent of Schering’s K-Dur 2¢.

Niacin - Class of pharmaceutical agents used for lowering cholesterol. This class
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includes Niagor-SR and Naaspan,

Niacor-SR - Upsher developmental product antended te be used as a sustained- refeass
oizcin product for the treatment of elevated cholesteral.

Niaspan - Sustains_d release ntacin product of Kos Pharmaceuticals.

“743 Patent - Patent held by Schering that relates to specified amounts of coating
materials (EC and HPC or polyethylene glycol} used in potassium chloride supplements.
The coating slowly releases the patassium chiaride over time, making it & sustained
release praduct. ;
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CERTITICATE OF SERVICE

I, Andrew 8. Ginsbuzg, horeby certify that on Januaryil 2002;

I caused bwo copies of the public version of Complaint Counsel’s Triaf Bncf to be
scrved upon the following petsen by hand delivery-

Hen. D. Michael Chappell

- Administrative Law Judge
Federal Trade Commissiom
Room 104
600 Pernsyl vania Avenue, N.W.
Washington, D.C. 20580

I caused one origmal and one copy of the public version of Complaini Counsel’s
Trial Brief ta be served by hand delivery and one copy to be served by elecironic mail upon the

following persoa-

Office of the Seceretary

Federal Trade Commission
Hoom H-159

600 Pemmsylvaniz Avenue, N.W.
Washington, I.C.. 20580

1 caused copies of the public version of Complaint Counsel’s Trial Bricf to be
served upon the following persens by electronic mail and Federal Bxpress-

Laurz 5. Shores, Esg.

Howrey Simon Amold & White
1299 Pennsylvania Avenue, N.W.
Washington, D.C. 200042407

Cliristopher M. Curran, Esq.
White & Case LLP

G0 ] 3h Strest, NUW.
Washington, D.C. 20005




