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Enclosed please tind the original and one copy of the public version of Upsher-Smith's
Ttial Brief, as wetl as a copy of the proteciive order in this matter, The confidential version of

Upsher-Smith’s Trial Briet was filed yesterday.

We will provide an electroatc copy of the above-referenced pieading by e-mail later

today.

Sincerely,

Peter I, Carney
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ci: Laura & Shores, Esq.
Karen G. Boekat, Fsg.
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UPSHER-SMITH'S TRIAL BERTEF

Through substantisl investment and dogged determination, Upsher-Smith won the right
to introduce generic competition to Schering’s K-Dur 20 on September 1, 2{N01 —— more tham
five years before the September 5, 2006 expiration of Schering’s *743 patent.  Contrary to the
allegations of the Complainr, Upsher-Smuth did not accept any money frem Schering to “delay™
generic competition. In fact, Upsher-Smith did everything in its power to accelerate generic
competition as mi:ch as posstble.

Upsher-Smith looks forward to the opportunity to vindicate itself at wial In this brief]

Upsher-Smith previews the facts that it will prove ai tria) and the legal princaples that govern this

proceeding.



L AT TRIAL UPSHER-SMITH WILL ESTABLISII THOAT IT ACCELERATED
GENERIC COMPETTYION

Consumers today are enjoying low-priced gerneric alternatives 10 Schering’s K-Dur 20,
even thaugh Schering’s patent covering the product does not expire until 2006, Consumers have
Upsher-Smith to thank for this generic competition.

A, The Seitlement Cut Schering’s Patent By More Than Five Years

Upsher-Smith 15 a small, family-owned pharmaceotical company based in Plymouth,
Minnesota it has for years marketed potassiom in a variety of dosage forms and strengths
through its Kior-Con preduct line. In the catly 19903, Upsher-Smith set its sights on developing
a generic version of the leading U.S. polassivin chloride product, K-Dur 20, K-Dur 20 is
manufactured and seld by Schering, s major intemabonal pharmaceutical  company
approximately one hundred times favger than Upsher-Smith,

After vears of research and development, Upsher-Smith m 1995 filed with the FIDA an
Abbreviated New Drug Applicatton {(*ANDA™) for a generic alternative to K-Dur 26. Schering
prompily sued Lpsher-Smith for infringing Schering’s ‘743 patent. The ensuing Imgation was
intense and hélrdd'nught ~— even acsimonious — marked by numerous discovery disputes and
sfforts to disqualify counscl. For Upsher-Smith, the stakes were high, as a Schering victory
wonld bar Upsher-Smith from the market until Schering’s patent expired on September 6, 2006

. Upsher-Smith hired one of the leading patent law firms in the country and spent more than $
io legal fees — by far its biggest legal expense ever. The cash drain, diversion of
executive attention and uncertaimy were damaging to Upsher-Smith’s business.  Yet Upsher-
Smith stood toe-to-toe agamst Schering for cightoen months,
in June 1997, on the eve of trial, Upsher-Smith reached a settiement with Schering nnder

which Upsher-Smith: cbtained a royaity-free license to sell its generic version of K-Dur 20



beginming September 1, 2001, Thus, through its years of determination and its investment of
mitlions of dollars, Upsher-Smith was able to accelerate genenc competition to K-Dur 20 more
than five years ahead of the expiration of Schenng’s patent, This settlement was truly a tenfic
outcorne for Upsher-Smith and consumers. 1t aftowed Upsher-Smith to introduce peneric
competition five vears carlier thas it conld have if it had lost the lawsnit with Schening and even
eartier than it could have if it had won the lawsuit, given the appeal process and the logistics of a
smal) company fzunehiog such @ muor product.

The settlement alse lefi Upsher-Smith free to compele with K-Dur 20 throggh any
existing product in te potageiom line — incloding its Klor-Con 8 and 10 mEq tablets and its
Klor-Con 20 powder — or even through any possible new product that did not use the
“microencapsitlaton” process covered by Schering’s pateat. And Upsher-Smith did indeed
compete vigorousty with Schering and K-Prur 20 at all relevant times.  Typical of this, Upsher-
Smith conducted an advertising campaign encouraging substitution of twe of is cheaper Kior
Ceon 10 tabiets for Schering’s larger and harder-to-swaliow K-Dur 20 tahicts.

Caonsistent with the setilement, on September 1, 2001 Upsher-Smuth began commercial
nrarketing of its generie product, Klor-Con M 20. Klor-Con M 20 sells at a substantial discount
to K-Dur 20, and sales have been brisk. 1n response 1o Upsher-Smith's intreduction of Klor-Con
M 20, Schering has intreduced its own generic version of K-Dhur 29 through #s Wamick
subsidiary. Upsher-Smith has also licensed its Klor-Con M 20 to an warelated company,
Qua]ittﬁl:, which scils a private-label version of the product comperng against Upsher-Smith,
Schering and Warrick. Thanks to Upsher-Smith, consumers now have no fewer than three
generic atternatives to K—Dur 20 — where previously they had vone, and mght have had none

tefore 2006,



B. The Complaint Rests Entirety Upon An Alleged “Sham”

Although the Upsher-Smith/Schering settlement introduced gencric competition more
than five years ahead of the expiration of Schering’s patent, the Cnmp]a.int in this proceeding
contends that the settlement was gaticompetitive and unlawlul. This contention rests entirely
upon the aflegation that a licensing agreement between Upsher-Smnth and Schering, entered into
simuttaneousty with the patent settlement, was & sham: “The $60 million payment from
Schering 1o Upsher-Smith was unrelated to the value of the products Upsher-Smith licensed to
Sefigring ™ Cmplt. §45. The Complaint alleges that the $60 million Schering paid for licenses
of Upsher-Smith products were, in reality, disguised payments by Schering to mduce Upsher-
Smith 1o “delay” generic competition. Cmplt. § 64. And the Complaimt alleges that, but for the
pavment for delay, Upsher-Smith would not have “agreed to delay i1s entry for so fong.” Cinplt.
1 64.

Complaint Counset have candidly acknowledged that to prevail at tnal they amst prove
that the June 1997 licensing transaction was a shamn.  In open couwst, Complaint Counsel

responded to & question fom Yoeur Honor as follows:

hodge Chappetl: 1 gness 1 need to ask you one more question. Then are you

saying the Government has to prove the payment was for delay in order to win

this case?

Complaint Counsel: Absolutely. That’s what we will prove at triai. . . .
Juty 25, 2001 Tr. at 34. Complaint Counsel then argued that the “entire payment™ of $60 million
was “for delay” rather than for the hicensed products. Tr. at 37-38.

The Comptaint also alleges that the settlement has the effect of delayinp entry of other

potential generic competitors, through the operation of the 180-day exclusivity provisions of the

Hatch-Waxman Act. According to the Complaint: “By avoiding a court deciston that would



have either (a) tnggered this 180-day Exclusivity Period {in the evemt Upsher-Simith prevaited)
or {b) resnlted in its forfeiture (in the event Schering prevailed), the chalienged agreement delays
the start of Upsher-Smith’s 180-day Exclusivity Period until September 2001 and, as a resuly, the
eritry of competition from other generic manufacturers unhl March 2002 Cmpit, ¥ 66,

Cm the basis of these ailegaticons, the Complaint asserts 1wo courts agrinst Upsher-Smith,
one for wmreasonable restreint of trade and one for conspiring with Schenog with the “speatic
imtent” to allow Schering o monopolize “the manufacture and sale of potassium chlonde
supplements approved by the FDYA and rarrower markets comtained therein” Cmplt. §f 9-10.
As rehef, the Complaint 3ccks an order containing various cease-and-desist provisions and
requiring Upsher-Smith 1o relinquish its right to 180-day exclusivity for Klor-Con M 20, Cmplt.
9 H-i2

C. The Lirensing Agrecmc:nt Was Bona Fide

At trial Upsher-Smith will disprove the Complaint’s allegation that the Upsher-
Smith/Schering licensing agreement was a sham intended to disguiise a payment 1w delay zeneric
competition. Upsher-Smith wiil prove that the licensing agreement was a separate, bona fide
transaction, and that the six products being licensed — most notably Niacor SR, but the others as
well — and Upsher-Smith’s production commitments had value in line with the consideration
recerved from Schernng.  In particular, Upshoer-Smath will prove that pnor to the Schenng
transaction it spent well in excess of dotlars on R&D for Miacor SR over several
years and was commpitted to recouping that expense by licensing the product ovtside the United
States.

Months befere discussing any licensing transaction with Schering, Tipsher-Smith retained
a UK consyltamt to wdentity a European licensing pariner for Miacor SR, specifically

contemplating substantial upfront payments. Upsher-Simith had already undertaken substantive



discussions with major pharmaceutical companies about licensing Miacor SR in Europe, at least
one of which indicated a willingness {0 pay substanttal upfront payments.

Complaint Counsel appear intent on demerating the value of Niacor SR and the five other
pharmaceutical products licensed to Schering, exaggerating side effects and regulatory hurdles.
This strategy will fail. At trial Upsher-Smith will prove — through fact and expert testimony —
that. the drugs licensed to Schering had substantial value, commensurate with the consideration
paid by Schering, and that the terms of the licensing agreement were otherwise reasunable.

Complaint Counsel also appear intent on using 20:20 hindsight to second-guess the
- consideration paid by Schering,  This strategy, too, will fail. A licensing transaction — like any
investment — can be fairly assessed valy on the basis of the facts and circumstances prevaiting
at the time that it was formed; many investments may look unwise years later with the benefit of
new information and markeiplace developments. TUpsher-Smith will prove that the drugs 1l
licensed to Schering in june, 1997 had a valuc reasonably in the range of what Schering agreed
to pay at that trme.

Evidence of the market value of KOS Pharmaceuticals, for example, provides powerful
corroboration of the value of Niacor SR in June 1997, KOS went public in March 1997
essentially as a one-prodict company. The product was a sustained-release niacin formmiation
known as Miaspan, which was still awaiting FDA approval in June 1997, On the basts of high
hopes for Niaspan, KOS achieved a market value of approximately 5400 million by June 1997
See Chart below. Both sides negotiating the Upsher-Smith/Schenog heensing agreement were

well avrare of KOS’ s valuation, and took that inito congideration in valung Niacor SR,
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Later in 1997, after the Upsher-Smith/Schering licensing agreement was consummated,
KOS8"s market value ptummeted, reflecting disappointing sales of Niaspan. KOS’s ¢xpenence
with Niagspan was a significant reason why Schering and Upsher-Smith reconsidered their

strategies ot Niacor SR in late 1997 and 19958,

The evidence at trtal will establish that the heensing transaction was bona fide o atl
respects. The negotiations were arms-length and consistent with legitimate business couduct;
there is no evidence of code-names, secret meetings or other furtive conduct associated with
illegat conspiracies. The consideration paid by Schering was commensurate with the prodocts
being licensed 2nd the manufactoring obligations Upsher-Smith was assuming.  The
documentation of the agreement was businesslike and all corporate formafities were fotlowed.
As of kme 1997, Schering’s executives and directors believed that the heense and anufacturing
agreement was worth mere than the present value of the upfront royalty payruents
{approximatety $54 miflion} and the other consideration paid by Schering. And the parties’ post-

signing conduct and communications were consistent with their bona fide intentions.



Evidence from the negetiations between Upsher-Smith and Schering will squarely refinte
the Complaint’s allegation that Schering patd for time off the market. The evidence wiil show
that Upsher-Smmth and Schering agreed upon the September 1, 2001 entry date well before they
negotiated the financizl terms of the licensing aarcement. There was never any trading of money
{or detay. Every participant in the nepotiations, including Upsher-Smith’s outside counset, witl
cemfiren under cath that the licensing transaction was negotiated after the entry date for Upsher-
Smith’s K-Drr 20 generic had already been established.

At tnal Upsher-Senith will ajso prove that it never conspired 10 mamipulate any “18G-day
Exclosivity Periad.™ At the time of the June 1997 semiement, FDA regulations did not provide
any exclosivity rights to a first ANDA filer who setiled irs patent-infrincement soit with a brand-
name company. Upsher-Smuth officials believed they would not have any exclusivity upon a
scitlement with Schering. Exclusivity never came up in sefttement discussions with Schering,
and the settlement agreement does net allude to, let alone address, any exclusivity rights.

in any event, Upsher-Smith wifl prove at trial that no other potential generic competitor
has been kept off the markei by any exclusivity Upsher-Smith possesses.  Andrx, the only
patential competitor referred 1o in the Compiaint, still docs not have tentative approvel from the
FDA so it is legaily barred from marketing any K-Iwr 20 generic notwithstanding any
exclusivity that Upsher-Smith possesses. Neither Andrx nor any other company has ever asked
Upsher-Sonth to waive its exclusivity rights, and those rights will expire at the end of next
menth. T the mieantime, due to Upsher-Smith's aggressive conduct, consumers have no fewer

than three generie alternatives 1o K-Dur 20 during this se-calted “Exchisivity 180-Day Period.”



1. THE SETTLEMENT AGREEMENT COMES OUTSIDE THE REACH OF THE
ANTITRUST LAWS

The Complaimt acknowledzes that K-Dur 2¢ 15 covered by Schering’s 743 patent,
expiring on September 5, 2006. Compl. Y| 34. This patent gives Schering the legal right to
excinde atl others from the manmifacrire, use or sale nf goods covered by the patent. See Deawsorr
Chem Co. v. Rohm & Haas Co., 448 U.S. 176, 215 (1980), United Stotes v, United Shoe Mach,
o, 247 U832, 57 (1918).

The Supteme Cowi has carefully delineated boundaries between lawdful patent
exploftation and antitrust violations. Obly agreements that enlarge the scope of a lawfuf patent
monopoly beyond the patent are sibject to the Sherman Act. See Unied States v. General Flec.,
272 U8, 476, 485 {1926) (“But under the patent law the pateptee 15 given by statutc ¢ moenopoly
of making, asing, wnd selling the patented article. . . 1t is only when he adopts & combination
with others, by which he steps out of the scope of his patent rights and seeks to comml and
resttzis those whom he has sold his patented articles in their subsequent disposition of what is
theirs, that he comes within the operation of the Anti-Trust Act.”) {emphasis added). In Eifpd
Gasoline Corporation v. United States, 309 U.S. 436 (1940), Chief Justice Harlan Fiske Stone,
writing for the Court, articulated the dividing line between the patent law and the Sherman Act:

The patent law confers an the patentee a limited menopoly, the right or power 4o

excluds ail others from manufacturing, using or selling hs invention. The extent

of that nght is limited by the defimition of his invemtion, as its boundaries are

marked by ths specifications and claims of the patent, He [the patent holder] may

gram licenses to make, use or vend, restricted 1n point of space or fime, or with

any other restriction upon the exercise of the gramted privilege, save only that by

attaching a condition to his license ke muay not enlarge Iis monopoly and thus
acquire sume other winch the [patem] statute and the patent together did not give.

Id. at 456 {citations omitted, emphasis added). This articulation has withstood the test of time.
See, e.g., Brulotie v. Thys Co., 379 U.S. 29, 31-32 (1964); United States v. Mwomile, 316 U S

265 (1941); Carzer v. Varifiex, fne., 108 F. Sapp. 2d 1261, 1265 (C.D. Cal. 2000), Amgen, fre. v



Chupai Phegm. Ca Jd, 808 F, Supp. 894, 503 (D Mass. 1992), aff 'd sub nom., Orthe Pharm.
Corp. v. Genetics bistitute, Inc., 52 F3d 1026 (1st Cir. 1995); United States v. CIBA (eigy
Corp., 508 F. Supp. 1118, 1150-51 (D.NLJ. 1976).

At tiial the evidence will establish that the Upsher-Smith/Schering settlement agreerment
gave Upsher-Smith a royalty-free bicense to market a K-Dur 20 peneric more than five years
before expiratton of Schering’s “743 patemt. The evidence will also establish that the settlement
agreement gives Upsher-Smith unfettered rights to sell its product anywhere in the United States
at any price. There will he no evidence that the settdemesnt agreement extended Schering’s
patent, erther by setting psher-Smith’s entry date afier Schering’s patent expiration or by ihe
setting the price at which Upsher-Smith’s product would be sold, Thus, the evidence will show
that the Upsher-Semith/Schering setitement agreement does nol fail cutside the four corners of
Schering’s patent and therefore is cutside the reach of the antitrust laws.

l. IIFTHESETTLEMENT AGREEMENT FALLS OUTSIDE THE PATENT
MONOPOLY, IT IS GOVERNED EY T1IE RULE OF REASON

If the June 17, 1997 Agreement somehow “erlarges” the *743 patcol monopoly granted
io Schering, so as to fall within the scope of the Sherman Act, then the Agreement must be
judged under the Rule of Reason.

Al No Basis For Per Se Review OF Settlement Agreement Exists

Corgplaint Counsel argee that the agreememt settling the patent htigation between
Upsher-Smith and Schering is per se illegal vnder the antitrust laws — this desprte a lesion of
Supreme Court precedents imiting and even disfavoring application of the per se ruie and scores
of cases extolling the procompetitive benefits of patent settlements.

The Supreme Court has made clear that conduct is per se illegal under the antitryst laws

only when such “conduct [] is mamifestly anticomperitive, [] that is. conduct that would always



ar almost atways tend to remnict competition and decrease output.” Business Elee. Corp. v
Yhegp Flee, Corp., 485 V1.5, 717, 723, 726 (1988) (citations omitted) {emphasts added). Scch
conduct must have (1) a “perniciens effect on compeiition” and (2) “lack [] any redeening
value . 7 Comtinental TV, Inc. v GTE Syfvemig fne., 433 UK. 36, 50 (1977) {quoting
Northerm Puc. Ry, Co. v. United States, 356 U.S. 1, 5 (1958)} (emphasis added). The Court has
bcld that the per se rule should not apply “to ‘rostraints imposed 1n the context of business
relationships where the economic impact of certain practices is wof immediately obvious.” Stale
il v Kingm, 522 U8, 3, 10 {1997 (citing FTC v. Indiana Fed'n of Dentists, 476 U.S. 447, 458-
59 (1936)) (emphasis added). Tlus, the Court has held that conduct is per se illegal only if it has
“nor purpose except stifling of competition.” White Mafor Co. v. United Stares, 372 US. 233,
763 (1963).}

In the present case, it is undisputed that az a direct reault of the settlement agreement, the
life of Schearmg-Plough’s K-Dur 20 patent was cut by more than five vears — necessarity
increasmg competition and increasing output. Respondents’ four economice experts — Drs.
Addankt, Wiilig, Ordover and Kerr — have analyzed patent seitlement agreements that penmit

garly entry of gencric competition to determine their competitive effects and their potential harm

! The Court has severely imfied the types of conduct il dre per se illepat.  See, cg, United Stares v.

Tremton Patteries Co., 273 US. 192 (1927) (price-Sxing), Linited States v. Topeo dsvocr, 105 TS, 596 (1972)
(horizotitat market divisiom)y. [6 a mumber of cazes, the Coert bas svermmed application of the per e mie. See e p.
Simte Oifv. Fhan, 322 V.83 (1997} (overtummg A fhrech’™s per pe bim on tespic price mammersmee and sohatimting
the xale of reascny, Nor | Coliegimie Aihletic Ass'n v. Bd. of Regents gf Univ. of (Xfohioma, 468 1S §3 (1982)
(overturming per s¢ male applicd in joint venmore case). Courts have even restricted applicatios of the per se mile i
such iraditionully odioos mactices as boycotls, tying ammgements and even poce=fixane. e o2, Mortwes!
Wholesalz Stativeers, Ine v Poeific Sfationery & Printing Co_, 72 T 5, 284 ($933) (refusing 1o apply per s= mie to
boyvoott atmed at yurchasers rather than rivals); Jefferson Darish Hasp. Disi. Noo 2 v. {hwde, 466 U5, 2, (1984)
{doclaning that per <= vole applicd (o tying arrangements enly whon seller had murke power),



to consumers. Based on their analysas, each of these experts concluded that such agreements
may be procompetitive.

Furthermore, ihe Supreme Court has clearly held that the per se rule only applies to
condues that nnambiguons judicial experience has demonstrated has no purpose except to
foreclose competition. See State 4 Co., 522 U5, sl 10 {*Per se treatment i3 appropnate ‘[u]nce
experience with a particular kind of restramt enables the Court to predict with confidence that the
ule of reason witl condemas it."”) (citations amitted). See afso Hroadeast Music, 441 118 at 10
(appl¥ing mle of reasvn to pove-fixing License because it differed sigmficantly from other price-
fixing apreements and because Cowrt had “never examined a practice like this one before™).
Thus, business practices with which courts have rot had “considerable experience” and which
have pot inevitably resulted i a finding of enticompetitive cffects, fali outside the per se
standard and are subject 1o a nile of reason analysis. United States v Topeo Assoc., fore., 405
U8 596, 607-08 {1972). In fact, very few business practices have “such predicable and
pernicious anticompetitive effect, and such limited potential for procompetitive benefit,” that
they are per se illegal, mstead per se treatment is justified only when “expenence with 2
particular kind of restraint emables the Court to predicf with confidence that the rule of reasen
will condemu it.” State Oif Co., 522 11.8. at 10 (emphasis added) (quoting Arigoma v. Maricupa

Conmty Med, Soc'y, 457 US 332, 342-43 (1982).°

2 in wrgming for per se westment, Compiainlt Counse]l misplace relisnce upop cases arismg from the
AbbottiGeneva and Hoedst/Apdrx fransacdons. See In re Terozosin Hydrochioride dntisresy Lidgation, 104 F.
Suppr2d 1340 {5.D. Fla. 2000Y, fn re Cardizern CI Antiirusd Litigation,, 105 F. Sypp.2d 682 (E.B, Mich, 2000),
Ent those twa mansactions took place i different circamstanees and were devoid of e procompetitive feamees that
characierize the Schermp/psher-Smmh senlement Weither seftled patent litigarion  Mefther cut time off a patent.
Meitticr aceclerated peneric cntry.  Thesc transactions also had anticompetitive featores net mesent here, such as
comtmotmal commitments not to waive or refinguish 180-day exclimsvity dghts.



The Supreme Court has never applied the per se standard t¢ an entry-enhancng, patent-
shortening patem infringement settlement agreemeat.  No court hay considered a paternt
settlerment sgreement that has reduced the life of 2 patent monopoly. Nor has any court hetd that
such a senlemem is “manifesily anticompetitive,” by “alwuys or almost always tendfing] to
restrict competition and decrease output.” Business Elec, Corp., 485 U.8. at 725 The courts’
lack of experience in applying the per se rule 10 entry-enhancing patent settlements militares
agamst a per s analysis. Without this “‘considerable experience™ 1n this area, courts are unablc
to presumptively determine the anticompetitive aflacts of patent settlements, See Stare Oif Co.,
522008 at 10,

Finally, public policy favors the setilement of litigation, and mn particular the settlerent
of patent litigatien, Cowns have noted that “[slettlement i3 of particular value in patent
liigation, the nature of which is often inordinately complex and time consuming ™ Areo Corp. w.
Alflied Witm Ce., 531 F2d 1368, 1372 (6th Cir, 1976) (emphasis added). “{S]ettlement
zgreements should therefore be upheld whenever equitable and policy considerations so penmit.”
Jd  See McDermatt, e, vo AmClyde, 511 U.S. 202, 215 (1994} (“[clompromises of dispured
claims are favored by counts™), Pruplan Corp. v. Deering Milfiken, fac. 540 F.2d 1215, 1222 (4th
Cir. 1976) (to declare settlement as an antitrust violation could “uvnnecessarily place the parties
imvolved in patent {itigation in such a position . . . contrary to sound judicial policies which
require that settlements be encouraged not discouraged ™) Even the FTC and the Department of
Justice have declared that patent settletnent agresments involving cross-dicenses are
procampetitive: “Settlemems involving the cross-licensing of intellecial property rights can be

efficient means to avoid litigation, and in general, courts favor such scitlements™  Antitrust



Guidelines of the Licensing of Inteliectual Property, 5.5 {emphasis added) The universaily
recognized benefits of patent settlements forecloses any operation of the per se standard,

B. Rule of Reason Analysis Vindicates The Seftlement Agreement

The rle of reason, “consists of three components: (1) the persons or entitzes to the
agreement ixfend to harm or restrain competition, (2} an actual ijury to competition oecurs,
and {3) the restraint is #nareasomable as determined by balancing the restraint and any
justifications or procompetitive effects of the restraint.” California Dental Ass'n, 224 F.3d at
947 {quating Americen Ad. Mgmt. v. GTE Corp., 92 F 34 781, 789 (9th Cir. 1996))

At trial, Upsher-Smith widl show that the June 17, 1997 Agreement fostered a number of
procompetitive ends:  {irst, cutting more than half of the 116 mosiths then remaining on the 743
patent {Jume 17, 1997 1o Sepiembar 5, 2006); second, ensuring entry of Upsher-Smith’s Klor-
Con M20 tablet on a date certain; third, ending the drain of tegal focs and executive fime in the
deadweeight loss of litigation, fourth, secusing for Upsher-Smith a European marketing pariner
{or six of #ts pharmaceutical products; fifth, obtaining for Upsher-Smith's owsaers a needed
finangial retorn after years of capital eutlay which totated in excess of § for just one of
the six drogs, Niacor-SR.

A further point bears mentioning. Under the nsle of reason, it 15 not problematic for a

setilement agreement to contain ancillary restrictions which prevent the alleged infrmger from

? ader the tole of roasonr, a count nmst weigh ““alt of the cooumstances of a case in deciding whether 2
Justrictive practioc should be prolibdted as imposing an voreasonable restromt on competition ™ Business Flees
Corg, v, Shiarp Blees, Corp., 485 U8, 717, 723 {1983) (quoting Continental TV, Inc. v. GTE Sylvania fuc., 433
.5 36, 49 {1077 The factors to consider inchude: “specific idformation abogt the relevam bnsiness, its condition
thefore and afler the restraint was impoeed, and the restraimt’s history, nanire, and effect”™ Stgfe Oif Co. 322105 at
0 {citing Maricops Cewnty, 457 1.8, at 343 n.13). Moreover, the condunt at issme mist be reviewed within the
tite. frame it was adopted — hme 17, 1997, See, eg, Palk Hros., Ine. v, Fores! Citv of Faters., fac., TH F.24 185,
189 (70 Cir. 1985} (a proper rale Gf yeason anilysis assesses whethes a “restraim viswed of the time i wes adopled,
may promote the siccess af . . . more cxiensive cooperation”) {emphasis addod).



simply modifying the product thereby cviscerating the purpose of the settlement agreement.”
The Fune 17, 1997 Agreement provides: “Upsher-Smith agrees thal it witl not market in the
Umted States its KLOR CON® M 2¢ potassium chloride product, or any other sustoined
relense microencapsulated potassivm chloride tahfer, prior 10 September 1, 2001”7 Agreement
(emphazsis added). This rype of language is necessary and standard in settlement agreements, and
was mersly intended to prevent Upsher-Smith from making a cosmetic of immailerial chanpge $o
1ts product and then reintroducing the product claiming it was not the Klor-Con M20 product
covered by the settlement agreement. Whatever restraimt such language creates — and the
evidence will establish that this caused no restraint whatsoever — is entirely ancillary to the
overal! procompetitive apreement, and furthered a competitive settlement that accelerated
Upsher-Smith’s entry and shortened Schering’s patent by moze than five years *

IV, COMPLAINT COUNSEL CANNOT ESTAEBLISH ANY INTENT OF UPSHER-
SMITH TO CONSPIRE 10 MAINTAIN SCHERING'S “MONOPOLY"

The Complaint further alleges that Upsher-Smith conspired with Schering to maintain
Sehenng’s monopoly. (Count Four). Te prove this count Complaint Coonsel most demonstrate
that Upsher-Smith and Schering acted with specific intent to achieve an unlawfiz monopoly. See
Great {oseape, Inc. v. Union City Body Co., Inc., 791 F2d 332, 540-41 {7th Cir. 1986); in re

Keflog Co., 99 FT.C. & (1982). Oune is said 10 have acled with “specific intem™ if one

* As the court wxplained in Rothery Storage & Van Co. v. Atias Van Lines, 792 F.2d 210, 224 (D.C. Gir.
1980y “To be mcillary, and hence excmopt from the per se male, an agreement eliminating competition most be
subordinate sl collateral 10 a scperate, lepithmate tmsaction ™ See alvo United Stetes v Addyston Pipe o Steed
Co., 85 F. 271, 282 (6" Cir. 1898),

3 Even Carnplaimt Counsel’s indusirial organization expert, [, Bresnahan, acknowiedpged: "
Bresmpfum Dep. at . Mor could
Complamt Comzsel’'s expert . See Bresnahan

Dzp. at 108-0% (Dir. Bresnshan 1



“consciowsly desired” the result prohibited by law. See Uniited States v. Gracidas-Ulibarey, 231
F.3d 1188, 1196 (9th Cir. 2000) (err banc) (citations omitted), Thus, to establish specific intent,
Complant Counsel muost prove that Upsher-Smith “comsciously desired” that Schering
snonopalize the relevant market * The evidence will show Upsher-Smith had no such intent,

As g matier of law, however, Upsher-Smith could not have possessed the specific intent
required for conspiracy Lo monopalize. Tt is well estahiished that a defendant cannot specifically
mtend ta viplate a law when that law is unsettled or subject to multiple mterpretations. See
United States v, Crifzer, 498 F2d 1160, 1162 (4th Cir. 1974) (“when the law is vague or highly
debatable, a defendam — actually or imputedly — lacks the reguisite intent to vivlate it”). The
Supreme Court, and mumerons other courts, have reversed convichions and vacated civil penalties
on the groonds that the uncertainty of the law negated the elemeat of specific intent. See, e.g.,
James v, Ungted States, 566 U.S. 213 {1%61) {reversing conviction for tax evasion for lack of
specific intent becaose the taxability of embezzled fonds was uncertam}. In the present matter —
a case of first impresston, where the legality of Upsher-Smith’s conduct “was hitherto untested
by any sort of tribunal” — Upsher-Smith could not, as a matter of law, have possessed the
requisite specific intemt. See 4AFL-CF0 v, Federad Election Comm ', 628 F.2d %7, 101 (D.C. Cir.
1980).

Even 1f Complamt Counsel could as a matiter of faw show specific intent on Upsher-
Smith’s part, they would then face the factually nupossible hurdle of demonstrating that Upsher-

South’s specific purpese in stgmng the June 17, 1997 agreement was to mantam Schering’s

£ See Supertwrf Imc v Monwemity Co, 6600 F2d Y275 1283 (Rth Cir, 1981) (refecting consprmacy o
monopolize clzim where plamtHT failed to prove that allaged co-conspirators shared slleped monopolist™s “specific
intent4o create 2 menopoly for [isell]”).



manapoly in the potassiom chloside supplements market.” Upsher-Smilh’s continued sales of
competing potassium chlonde products like Klor-Con 10 — products that compete vigorously
with Schering’s K-Dur 20 product — and fis expensive defense of the patent infringement case
demonstrate the implaysibility of this claim.  See TV Communications Network, Inc. v. Turver
Network Television, Fac., 964 F.2d 1022, 1026-27 (10th Cir. 1992} {no specific mtent 10 conspire
where such a conspiracy would be contrary to the interests of that defendant). Upsher-Smith was
meitivated by the desire to sell its products to Schering’s detriment, oot to maintain Schering's
lawfid paternt menopoly.®

Similarly, Complaint Counset cammot establish that Upsher-Smith intended 1o use the
Hatch-Waxman “180-day Exclusivily Pesiod” to further the alleged conspiracy for Schenng 1o
menopolize the potassum chioride supplement market. Upsher-Smith was not entitled to 180-
day exclusivity at the time it negotiated and concladed the setilement agreement — thus, any
subsequent exclusivity Upsher-Smith obtained a5 a result of a change mn the law canoot be
considered an enreasonable restraint.  As Complaint Counsel admits, the “successiul defense™
requirement was the law of the fand until 1998, when two arcuit courts held it unlawful, see

Aova and Grapetee, and the DA revoked the requirement tn June 1998, See Hoffman Rep. at

; See In ve Microsoft Corp. Artitrust Litig.,, 127 F. Svpp. 2d 728, 731 (D. Md 20(1) (specific intert
“siFmifies something more thim willing, volunlary, and knowing participation in the illcgal comse of cenduct that
{defendam] is alleged to have pursoed. 1t wmeans participating io that course of conduct for (he specific, shared
purpose of maintaining [defendant’s} monopolies.™); see aler Rebed Od Co., Inc. v. Atlantic Rickfield Co., 51 F 34
1421, 1437 o8 (%th Cir. 1995) (“To prove a conspiracy to monopolize, Rebel wmst shery that the independent
deglers bad-the spocific inter to conspire o menopolize; it is tot encgh to show tha the dealers merely agmred 1o
go along with ARLFs pricing. ™).

3 Tt s Complaimt Comnsed’s buxdan te prove the relevam product morkel.  Upsher-Smith will show at trai
that the refovant antitrost product merket is an least the sale and mapefachore of all petassiom aupplements. Compl
at 4 The evidence will show that ether potassinn chleride products that compete fo (he potassiim chloride markes
inctode at lzast: K-Tab, Micre-K, K-Lyte, K-Lor, Slow-k, Keachior-SF znd Upsher-Smith’s portfalio ol Klor-Can
products.



-As a result of this chanpge in the fawr — 2lmost one year after the settlement agreement —- the
FDA subsequently determined 1n November of 1998 that Upsher-Smith was entitled to 180-day
exchysivity. At the time of the settlement, Upsher-Smith had no notion that these future events
would afford it 180-day exclusivity. Thus, it was a legal impossibihty for Upsher-Smath to bave
acted with any intent, much less specific intent, to harm competition via the 180-days”

V. THE COMPEAINT'S REQUESTED RELIEF IS MDOT

As if to demonstrate its procompetitive nature, the .]une 17, 19597 settlernent agreement by
ts own force has already accomplished what the Complaint prays for: Upsher-Smith’s generic
entry.  That entry occurmred September 1, 2001, thereby cendering this case moot. Once an
allegedly illexal conduct has discortinued, the party bringing an action has a duty to show that
“there exists some cognizable danger of recurrent violation, something more than the mere
possibility which serves o keep the case alive™ {nifed States v. W.T. Grart Co., 345 U8, 629,
633 {1953}, see afvo Borg-Warner Corp. v. FTC, 746 K 2d 108, 110-11 {2d Cir. 1984) (reversing
and dismissing Commission order because company was no longer infringing by e tme the
Commission issued iis order, and the FTC staff failed to.prm?e: “a ‘cognizable danger of
recurrent violation” in this case ™). In this case, Complaint Counsel ean adduce no evidence that
Upsher-Smith will in the future enter into any agreement like the June 17, 1997 Apreement —
which 15 a singular falure given that Complaimt Counsel has long kaown that the trzal would
proceed after Upsher-Smith ntrodeced its Klor-Con M20 product. In short, as in Borg-Farmer,

the asques raised by Complaint Counsed are moot and “ne order fis] warranted.” F at 109,

? To the exta the law was so umssitled and wnelesr, Complaimt Counsel cannot establish tha Upsher-Smith
ha? the intert requited under Counts 1 or 4. As noted above, it is well established ot a defendant cammst possess
the gpecific infemt o violgte a Jaw when that law is vamae and hiphly debatzble. See, o.g, James, 366 LS 2t 221
{revensing comdotion ler tax evasiem despite finding defendant’s sctions viokated the tax tawve becanse defendant did
not possess Pspecific intent” to vinlate the tix codz where the taxahility of embessled fimds was ineertaing.



CONCLUSION

Through snbstamtial effort 1psher-Smith won the right to introduce generic competition
to K-Dhr 28 more than [ive years ahead of the expiration of Schering’s “743 patent. As a result,
ioday there are no fewer than three generic competitors on the market. Upshee-Smith should be
praised for brioping about this procompetitive resulbt, rot falsely accused of violating the antrtrast

laws.

Dated: January 16, 2402 Respectfully subgitted,

WHWE

By
J. Mak Gidley
Christopher M. Curran
601 Thirteenth Street, N.W.

Washington, D.C. 20005-3807
Telephene: (202} 626-3600
Facsimite: (202) 639-9355

Altorneys for Upsher-Smith Laboratories, Inc.
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