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L INTRODUCTION
A, I'ederal Trade Commissivn Complaint

The Federal Trade Commission issucd its Complani in (lus matter on March 30,
2001, The Complaint charges that Respondents Schering-Plough Corporation (Schering),
Upsher-Smith Laboratories, Inc. (Upsher-Smith), and American Home Products
Corporalion {AHP) engaged in conduct that violates Scetion § of the Fodoral Trade
Cornimssion Acl, 15 US.C, § 45. The Compiaint allcges that Respondents entered into
unlawful agreements 1o delay entiy of low-cost generie competition to Schering’s
prescription dreg K-Der 20 Before detailing the findings of fact and conclusions of Taw,
the following overview is provided.

Schering manulactures and markets two extended-release microencapsulated
potassium chlaride products: K-Dur 20 and K-Dur 10, both of which are covered by a
formulatton patent owned by Schering, palent number 4,863,743 {the **743 patent™,
which expires on September 5, 2006, On Aupust 6, 1995, Upsher-Smith filed an
Abbreviated New Drug Application ("ANDA™) with the U.5. Food ind Drug
Admimsiration (“FDA™) to market Klor Con M20, a zencric version of Schering’s K-Dur
20, Upsher-Smmith submiiled a certification to the I'DA, known as a Paragraph TV
Certification, with this ANDA certifying that its produet, Klor Con M20, did not mfinge
Schering’s K-Dur 20 and, on November 3, 1995, Upsher-Sinith notified Schering of tls
Paragraph 1V Certification and ANDA.

Schermy sued Upsher-Smith for patent infriingement m the Tinited States Distiict
Cowt for the Distriet of New Jersey on Necember 15, 1993, alleging that Upsher-Smiths
Klor Con M20 infritgzed Schening’s “743 patent. On June 17, 1997, Schering and
Upsher-Smith agreed 1o scillc their patent iitigation. The Complaint alleges thal throush
this settlement agreement, Schering agreed (o make unconditiona? payments of $60
million to Upsher-Smith; Upsher-Simith apreed not to enter the marlcet, sither with the
allegedly infringing generic version ol K-Dur 20 or with any other generic version of K-
Dur 20, until September 2001 ; both partics agreed to stipulale to the dismissal of the
liligation without prejudice; and Schering rcecived licenscs 1o market five Upsher-Smith
producis, Complaini at 9 44,

On December 29, 1995, ESI Lederle, lncorporaied (“EST™), a division of AHP,
submitted an ANDA to the FDDA to market a genetic version of Schering’s K-Dur 20.
ESI subtnitted a Paragraph TV Certification with this liling and notified Schermng of its
Paragraph IV Cerlification and ANDA. Schering sucd ESI [ur palen! infringement in the
United states District Court for the Eastern District of Pennsylvania on February 16,
1996, alleging that EST's generic version of Schering’s K-Dur 20 infringed Schering’s
“743 palent. The Complaint alleges that Schering and AHT reached an agreement in
princrple setthmg their [itigation in Janmuary 1998, ind they executed a final settlement
agreement on June 19, 1998, Complaint a1 § 54. AHP azreed that its ESI division would
not market any generic version of Schering’s K-Dur 20 until Jannary 2004, would not



market more than one gencric version of Schenng’s K-Dur 20} between January 2004 and
September 2006, and would not support any study of the bioequivalence or therapeutic
equivalence of a product to K-Dur 20 until Scptember 5, 2006, Complaint at % 55. AHP
received a payment from Schering of $5 million, and an addiional payment of $10
million when its generic product received FDA approval in 1999, Complaint at 55,

The Complaint allegss that the agreements between Schering and Upsher-Smith,
and between Schering and AHP, were agreements 1ot to compele that unreasonably
resrained commerce i violation of Section 3 of the FTC Act. Compiaint at | 68, 69.

The Complaint further alleges that Schering had monopoly power in the
manufacture and sale of polassium chloride supplementa approved by the FDA and
narrower matkets conlamned therein, and engaged in conduct intended to unlaw fdly
preserve that monopoly power, in vialation of Section 5 of the FTC Act. Complaint at
Y 70, And, the Complaint alleges that Schenng conspired separately with Upsher-Smith
and with AIIP to monopolize the manufacture and sale of potassium chloride
supplements approved by the FI'A and narrower markels contained therein, in violation
of Sectien 5 of the FTC Act. Complaint at § 71.

B. Respondents” Answers

In answers flled Apnl 23, 2001, Schenng, Upsher-Smith and ATIP denicd that the
agreements were unlawinl, and offered a number of affirmative defenses. Upsher-
Smith’s answer asserted that its patent scnllement apreement with Schering was lawful,
rcasonable, procompelifive and in the public intcrest.

In its answer, Schering asserted that its settlement agreement with Upsher-Smith
allowed Upsher-Smith to bring iis product to market in Sepiember 2001, five years before
patent expiration. Schering asserled its settlement agreement with ES1 was forged under
active judicial supervision and allowed ESI to bring its potassium chloride product to
market over two years before Schering’s patent expired. Schering further asserted that
the Complamt fails to acknowledge that Schering has a valid patent giving it a right to
cxclude mitinging products, the Cormplaint fails lo ullege thal the procompetitive
clfictencies of the settfement do not outweigh any actual or potential antcompetitive
ellects, and that ihe relief sought by the Complaint i3 contrary to pubhc policy because it
wterfores with settlemment of patent infringement litipation.

C. Procedural History
Ont October 12, 2001, the Complaint against AHP was withdrawn from

adjudication for the Commission to consider a proposed consent ugreement, The
Contmission approved the final consent order on Apnl 2, 2002, Althongh AHP is no



longerx a party to the case, the legality of the Schering/AHP agreement remains at issue
with respect to Schering.

Trial commenced on January 23, 2002 and cnded on March 28, 2002, covenny
8629 pages of franscript, with 41 withesses testifying, and thousands of cxhibits admitted
mie evidence, Closing arguments were heard on May 1, 2002,

Om February 12, 2002, Upsher-Smith moved to dismmess the Complani due to
Complaint Counsel’s failure to establish a prima faciz case. Pursuant to Commission
Rule 2.22{e}, the nulmyg on the motion to dismiss was deferrcd until all evidence was
reccived. Im a muling from the hench o March 22, 2002, Upsher-Smith’s motion was
denied on the grounds that the evidence presented created factual issues of dispute
sufficient to defeat the motion lo dismiss.

On March &, 2002, the parties filed a joint molion to extend the deadline for filing
the initial decizsion. By Order dated March 14, 2002, extraordinary cirgumstances were
found to exist sufficient to extend the deadlinc for filing the Tnitial Decision hy 6} days
until May 31, 2002 The record was closed on March 28, 2002, By Order dated May 29,
2002, continuing extraordinary circumstances were found to exdst and (he deadline was
extended an additional 60 days. This initial decision is filed within 90 days ol the close
of the record.

D. Evidence

The Initial Decision is based on the transcript of the lestimony, the exhibils
properly admitled in evidence, and proposed findings of fact and conclusions of law and
replics therete filed by the parties. Numerous exhibits were conditionally adnxitted.
Evidence, mcluding transenpls from mvestivational hearings, which was conditionally
admitted, was considered cven though Complaint Counsel failed to properly conncct up
the evidence againszt all partics, and was found nol to be dispositive to the determination
of any material issue in the casc.

The parties submitted extensive post-trial brrets and roply briefs. The Intital
Dectsion contains only the maferial issues of fact and Iaw. Proposed [indings of facts not
included m the Tmtial Decision were rejected cither becanse they were nol supported by
the cvidence or because they were not dispositive to the delconinaion of the allegalions
of the Complaint.

Many of the documents and testimony were received into the record in camera.
Where an entire document was given in cameru treatment, but the portion of the
document relied npon in this Initial Decision does not nisc Lo the level necessary for ix
camer? treatment, such information is diselosed in the public version of this Initial



Decigion, pursuani to 16 C.F.R. § 3.45(8) (the ALl may disclose such in comera material
to the cxtent necessary for the proper disposition of the proceeding).

E. Summary

Rased upon the theeries advanced by Complaint Counsel, for Complaint Counsel
to prove that the agreements to scttle the patent liigation between Schering and Upsher-
Smith and berween Schering and EST were anlicompetitive requires a presumption that
the “743 patent was not valid or that Upsher-Smith’s and ESI's products did not mfringe
the “743 patent. There is no basis in law or lact to make that presumption. [n addition,
Complaint Counsel has failed to meet its burden of proving the relevant product market
or that Schermg maintained an illegal monopoly within that market. Despite the
emotional appeal which may exist for Complaint Counscl’s position, an mitial decision
must be based on substantial, reliable evidence and well reasoned legal analysis. For the
reasona sel forth below, the violations alleged in the Complaint have not been proven and
the Complaint will be disnussed.

IL. FINDINGS OF FACT
A Respondents
1. Schering-Plough Corporation

L. Schering-Piough Corporation (“Schering™) is a New Jersey corparation
with tts principal place of business at 2000 Galloping Hill Road, Kenilworth, New Jersey,
Schering is engaged in the discovery, developmenl, and marketing of brand-name and
generic drigs, as well as over-the-counter healtheare and animal care products. {Schering
Answer at § 3; CX 174 at FTC 002224%-50 (Schering 12/31/99 Form 10K)).

2 Ecy Pharmaceuticals, Ine. {“Key™), a Florida corporation, i3 a subsidiary
of Schering. {(CX 174 at FTC 0022315). It produces K- Dur 20, a 20 millicquivalent
potassium chloride supplement, and holds the patent on that product. Schering Answer at
1 34. Warrick Pharmaceuticals Corporation {“Warmck™), a Delaware corporation, is a
subsidiary of Sehering., CX 174 at FTC 0022318, it produces generic pharmaceutical
products, and in some situations, produccs generic versions of Schering’s patented
products once another generic has cntered the markel. (Russe, Tr, 3429-3(),

3. Schering i3 a corporation, as “corporalion” is defined in Section 4 of the
l‘ederal Trade Commission Act, 153 US.C. § 44. (Schenng Answer aty 7).



12. On Octoher 10, 2001, Complaint Counsel and counsct for AHT filed a
Joint Molion 1o Wilhdraw Respondent American Home Products from Adjudication in
order for the Commuission lo consider an executed proposed consent agreerment. On
October 12, 2001, the Commmssion 1ssued an Onder Withdrawing Matter From
Adjudication as to Respondent American Home Products Corporation. The Commission
approved the final consent order Apul 2, 2002,

BE. The Pharmacentical Industry

13, Newly developed presenplion drugs are sometimes referred to as “pioneer”
or “innovator” or “branded” drugs. (Hoflman, Tr. 2206-07; Dntsas, Ir, 4621} Approval
for an mnevator dmg iz sought by liling a Now Drug Apphication (“WI2A™) with the U.S.
Food und Drug Administration (“FDA™. (Hoffiman, Tr. 2207).

14, Newly developed prescription drugs are oficn protected by patents.
(Hoffman, Tr. 2215). A patent is granfed by the federal government to the patent holder
giving the holdet exclusive mghts to make, use, vend and to import the subject matter
covered by the patent claims. (Miller, Tr. 3310-11:2; (Shaughnessy, Tr. 7064-65).

15, A generic drug contains the same achive mgredient as the branded or
maovator dnig, bat not necessarily the samc mactive ingredients. (Hoffinan, Tr. 2207;
Levy, Tr. 2186). Approval for a genetic drug may be sought by fling un Abbreviated Now
Prug Application (“ANDA™) with the 'DA. (Hoffman, Tr. 2209; Troup, Tr. 5403} The
ANDA applicant mrusl demonstrale, among other things, that the gencric drug is
hicequivalent to the brand-name drug (hat it references. {Hoftiman, Tr. 2208; Troup, Tr.

5403),

16. When a brand-name prescription drug s prolected by one or more patents,
ant ANDA applicant that intends to market its generic preseniption praduct prior to the
expiration of any patents may proceed to sesk FDA approval, but must cerify in the
ANDA cithet that (1) the generic version dees not infringe the patents on the brand-name
drug or {2) the palents are valid, {Hoffiman, Tr. 2215-16; Troup, Tr. 5404). This is
known as 4 “Paragraph IV Cerlification.” (Hoftinan, Tr. 2216; Troup, Tr. 5404).

17.  Abiocquivalenl drug conlains the same active ingredicnt as the reference
drug and is absorbed into the bloodstream at the same rate and cxtent, and remains at
certain levels for the same penoed of time as the reference drug. (Flollinan, Tr. 2208).

18.  Genenc drugs that are AB-rated to a refercncc drug are considered by the
DA to be therapeatically equivalent to, and substitutalile for, the relirence drug.
(Floffman, Tr. 2278).



4. Schering’s acts and practices, mmeluding the acts and practices alteged in
the Complaint, are in or affect commeree as “commerce™ is defined in Section 4 of the
Federal Trade Commission Act, 15 US. C. § 44, (Schering Answoer al 9 8).

2. Lpsh r;:r-SmiﬂJ Laboratories, Inc.

5. Upsher-Smilh Laboratories, Ing, (*"Upsher-Smith”) is a business
corporation organizcd under the laws of the state of Minnesota that has issued sharcs of
comunon stock. (CX 1 (Tpsher-Smith Articles of corparation); Upsher-Smith First
Admissions, Nos. 1, 2. Its poncipal place of business is Plymouth, Minncsota. {Troup,
Tr. 5397). Upsher-Smith is a privately-held company. (Troup, Tr.5398).

6. Upsher-Smith is incorporaled, has shares of capital or capital stock, and is
authorized to carry on business [or its own profit, and is, Lherefore, a corporation, as
“corporation”™ is defined in Scction 4 of the Federal Trade Commssion Act, 15 UL3.C.

§ 44,

7. Upsher-5mith mamifactures pharmaceutical products at its facalities m
Minneczota and ships products to the other 49 states of the United States. It purchascs
pharmacentical ingredicnts for its pharmaceutical products from suppliers located outside
Minnesota, and transtcrs lunds across siale lines tn exchange for those ingredicnts,
Upsher-Smith First Admissions, Nos. 12, 13, 14, 15,16, 1718, 19, 20 and 21.

8. Upsher-Smith markets its products to retail, chain, and hospital
pharmacics, and to key physician groups, primarily by means of whoelesale amd drug chain
distribution channels throughowt the United States. (CX 317 at USL 01643 (Upsher-
smith Finaneial Statemenits, 1/5/99 and 1/4/98%).

9. Upsher-Smith’s business activilies are i or affect coommerce as
“ommerce’ is defined in Section 4 of the Foederal Trade Commission Act, 15 U.5.C,
§ 44,

3 American Home Products Corporation

1. Amencan Home Products Corporation (“AHP”™) is a corperalion orgumzed
and existing under the laws of Delawars, with its principal place of busincss al Five
(Giralda Farms, Madison, New Jersey. It engages in the discovery, development and
marketing ol brand name and generic drugs, as well as “over the counter™ medications.
AP Answor at § 5, OX 484 at 03 00052,

1. Wyeth- Averst Pharmaceuticais, Inc. {“Wycth™), 1s a subsidiary of AHP.
ESI Ledetle, Inc. ("ESI”), iz 2 business unit of Wyeth, ESI engages in research,
manufaciure and sale primarily of generic drugs. AHDP Answer at 1 6.



19 (ieneric drugs can offer price competition to the branded drug. The generic
enters the market at a lower price than that of the branded drug. {Teagarden, Tr. 210-11;
(Goldberg, Tr. 137-38; Dritsas, 1. 4743, 4904-05),

20.  The pnice of genenc drugs falls even further as additional generic versions
ol the same brunded drog enter the market. (Schering Answer at 4 17; Goldberg, Tr. 120-
21; Eogenthal, Tr. 1543},

21. Sales of the branded product decrease after generic enfry bacauss generics
are substituted for the branded product. (Rosenthal, Tr.1538; Bresnahan, Tr. 462-63}.

22, In most states, a pharmacist is permitted to substitute an AB-rated generie
product for a brand name drug, unless the physician directs otherwise. (Hoffman, Tr.
2278, Teagarden, Tr. 197-98; CX 1493 at 81 {Dolan Dep.); Schening Answer aty 18). A
pharmacist cannot substitute a gencrie that is not AB-rated for a branded drug without the
physician’s approval. {Bresnahan, Tr. 491; Russo, Tr. 3468).

23, In some states, pharmacists are required to substitute an AB-rated generic
unlcss the physician derects otherwise. {Bresnahan, Tr. 1178; Addanki, Tr. 5998).

24, Ity addition to state mandalory subshitution laws, Medicaid policies and
mianaged cars plans also tend to encourars reneric substitution. (CX 18 at SP 23 (0043
(1997 K-Dur Marketing Plan); Bresnahan, Tr. 491-93),

C. Geopraphic Market
25, The geopraphic market 1s the United States. {1, 26-28),

26, Purchascrs of potassium chloride supplemnents in the Linited States can
purchase these products only from manulacturcrs who market in the Tmited States, and
whose products have been approved for sale in the United States by the FDA . (Hoffman,
Tr. al 2206).

27, Schertng has FDA approval to sell its K-Dur extended release potassiom
chloride lablets. (Kem, Tr. 6561). Schermg sells K-Dur throughout the United States.
{CH 18 at 3P 23 (04). Of the 3290 million in K-Dur 20 sales in 2000, Schoring nmde
$287 mullion of those sales in the U 8., and $3 million worth internationally in 2000,
(Audibert, Tr. 4212-13).

28, Epsher-smath has KDA approval to sell its Klor-Con M extended release
potassium chlonde tablets. (CX 39; lioffman, Tr. 2273-74). Smee Upsher-Smith begzan
Klor CCon M2{yin September 20¢}1, Upsher-Smith has been shipping it lo all the major
wholesalers and chain distribution centers throughoul the Uniled States. {Kralovee, Tr.



5076-77). Upsher-Smith does not sell Klor-Con M20 outside of the United Staics.
{Dritsas, Tr. 4620).

D. Relevant Produet Market

29 The relevant product markel 1s all oral polassium supplements that can be
prescribed by a physician for a paticnt in need of a potassium supplement. (K. 31-11%}.

30.  Professor Bresnahan incorrcctiy defined the relevant product market as K-
Dur 20 mHq. (14, 31-118).

1. K-Dur 20 is one of many potassium chloride products on the
market

31.  K-Duris a potassium chioride product marketed by Schering. (Russo, Tt
3410-11}. K-Dur1s pnmanly used to treat potassium depletion in coronary artary discasc
paticnis. (Russo, Tr. 3410-11). To treal a patient’s coronary artery disease, physicians
often prescribe products that are also diuretics, causing a. depletion in potassium, referred
to as hypokalemia. (Russo, Tr, 3410-11; Goldberg, Tr. 125-26).

32, K-Duris marketed in 10 mEq and 20 mEq dosaze strensths. (Russo, Tr.
3411). Ths 10 mEqg and 20 mkEq labels denote the amoumi of potassium withm the tahlet.
(Russo, Tr. 3415).

33, Therc arc al loast 23 potassiont supplements on the market. {Russo, Tr.
3414; §PX 2209-31: CX 17).

34, Reports from the IMS database reflect thal the potassiurn chlomde
supplement calegory includes a number of products, including K-Dur 10 and 20, Micro K,
Micro K 18, Slow K, K-Tab, Klor Con §, Klor Con L0, Klor Con M10, Klor Con M2(, as
well as othier peneral tablet/capsules and generic forms of potassium chloride. (USX 1010;
Bresnahan, Ty 8859-90).

33, Managed health care olfers many choices of oral potassinm chloride
supplements. Thore were at least 24 different combinations of brand and zengric
potassinm chloride products listed on the 2001 United Healthcare Preferred Diug List.
(Goldberg, Tr. |54 USX 277).

30, Asol2001, there were nemerous branded and generic potassium chloride
produects on Meorck-Medeo®s formulary. (Veagarden, v, 2007, 21617, CX 56; CX 57 A
formulary is a lts! of drugs that the physicians keep on hand to determine what products
and what portion ol the cost the managed care organization will reimburse to the patient.

Dritaas, Tr. 46485,



17 Medeo, & pharmacy benelit manager and Merck-Medco’s pradecessar,
regards 10 mEq and 20 mEg potassium chloride products lo be “competing.” ({Teagarden,
Tr. 226; LUSX 131 at Merck-Medeo 000206).

2. Potassium chloride preducis are therapeutically eyuivalent

38, Thedemand for a potassium supplement “beging whon a patienl gocs In to
a physician and they're treated for hypokalemia, so the doctor would writc a prescription
for KCL” {Dmitsas, 11, 4644; Bresnahan, "It 6%6).

39, IT a physician preseribes a specific amamnt of potassium, any potassinm
chloride product would be effechive. (Freese, Tr. 4951-52), A prescription for 20 mEBq of
potassium could be satisficd with a potassium chloride powder, effervescent, or liquid.
{Freese, Tr. 4933-34; TUSX 410 at 190301). Because potassinm products are all
therapeutically interchangeable, a pharmacist could dispense 20 mEq of potassinm
chloride in whatever product form is appropriate [or the patienl. (Freese, |I'T. 49563,

40, At mamtenance, a physician will typically prescribe approximatcly 40
mEqgs of poltassium per day. (Russo, Tr. 3423). If a doctor writes a prescription for K-Dur
20, a paticnt will take two tablels (one tablet two times a day, with mealz). (Rasso, Tr.
3423-24). If apatienl’s preseniplion ts wrtten for a 10 mHq product, the patient will have
to take four 10 mEq tablets, likely two in the moming and two in the evening. (Russo, Tr.,
3424).

41, Just because a potassium chleride product is not AB-rated to K-Dur 20
docs not niean that il 1s not therapeutically interchangeable for K-Dur 20, {Dnolsas, Tr.
4689-90; CX 740).

47 The FDA’s designation of a genenc pharmaceutical asz “AB-rated,” rated or
bivequivalent, to a pioneer drug docs nol necessarily deline the product market for
antitrust purposes. {Addanki, Tr. 5684). Prolessor Bresnahan incorrectly defined the
relevant market as consisting of 20 mEq tablcts and capsules; and a 20 mEq tablet is not
bwoequivalent 1o 4 20 mEq capsule. {Addanki, Tr. 3684; Bresnahan, Tr. 675; CX 1586).
An AB-rated genanc is substitutable for the branded produet, bul that does not mean that
the AB-rated generic is the only potential substitute for the branded product. {Addankt,
Tr. 5684).

43 K-Dwr 20°s 20 mEqg dosage does nod give il o therspeutic advantage over
other potassium chloride products. (Russo, Tr. 3421).



44, K-Dur 20 is therapeutically intcrchangeable with twa Kior Con 108,
{Dnisas, 1. 4655-56). "There iz no category of paticnts who can only take K-Dur 20 and
nol two Klor Con 10s. { Dritsas, I'r, 4661).

45, Two 10 mEq tahlets would effectively relcase in & patient’s slomach at
approximately the same rate as one 2{ mEq tablet. {Goldberg, Tr. 174-75) Il a
pharmacist wete to give a patient two Klor Con 1} tablets, rathcr than a K-Dur 20, Lhe
paticnt would simply lake the two Klor Con tablets at the time that he was supposed to
take the one K-Dur 20 lablel. (Dritsas, Tr. 4660-61),

45, Upshor-Smuik's 1996 marketing plan for jts Klor-Con potassium products
shows that the various rclease mechanisms for different potassinm chloride produets all
deliverad potassium, and thersfore were therapeutically equivalent and comparable.,
{Dritsas, Tr. 4693-94; USX 1549; USL 13859}

47 Dr. Addanki looked at whether there were side effect differences between
different potassium chloride products that affected their substilutabi liy for each other.
{Addanki, Tr. 5693). The primary side ettect associated with potassium chlonde praoducts
is the possibilily of gastromtestinal (G} imitation, (Addanki, Tr. 5693-95).
Gastrointesiinal irmitation is ool a substantiz! problem, however, as its incidenee is low for
all oral potassium chloride supplements. (Addanks, 'I'r. 6163). K-Dur 20 docs not
eliminate this potential Gl side cllvet. (Addanki, Tr. 3623-95). Thus, potential side eilccot
1ssues do not affect the subsiitutability of other potassiom chloride products for K-Dur 20,
(Addanki, Ir. 569351

48, Although Schering’s marketing strateoy for its K-Dhur 20 product was 1o
emphasize that it could increase pabient comphance, there is no significant dillsrence in
patient compliahce between K-Dur 20 and Klor Con 14, ((hritsas, Tr. 4662).

3. Customers viewed K-Dar 20 and other potassinm chloride
products as inlerchangeable

49, According to Complaint Counscl’s witncascs, orul potassium chloride
products are lherapeutically equivalent.

50, Dean Goldberg of United | zalthCare (“UIIC™) testificd that there is a
substantial “degree of choice™ in the potassiom chlovide market. Goldberg, Tr. 126-27.
Goldberg testified Lhal most, 1f not all, potassiuny chloride products are therapeutically
equivalent. Goldberg, Tr. 144 {discussing USX 277, United HeallhCare™s Preferred Drug
List). Goldberg also confinmed that reasonable substitutes exist to lhe 20 mEq sustained
release polassium chloride product and, that physicians consislently prescribe those
products. Goldbery, Tr. 144,

[0



31. Russall Teagarden, a licensed pharmacist, of Merck-Medco, the nation’s
largest Pliysician Benefits Manager (“"PBM") testilied thal there 1s no separate listing for
20 mEqg potassium chlotide products on its formmlary. Teagarden, Tr. 234 {discussing
USX 125, T 240 (discussing USX 127). Ile also testified that at many times, for
gxantple in 1993, 1994, and 19%5-96, Merck-Medeo did net cven sl K-Dur 20 as a
prescrplion drug onoils formuoalary. Teagarden Tr. 239-44. Instcad, Merck-Medco’s
formnularies al hose times stmply listed other potassium supplements sold by other
pharmacculical compames. UUSX 127 at 176; USX 128 at 186,

52, Merck-Medeo has consistently regardsd potassium chlonide products with
dillerent dehivery sysloms as climeally equivalent and therefore interchangcable.
(Teagardcn, Tr 249-30; (USX 123; USX 124; LISX 125).

3. Merck-Medeo cqualos microencapsulaled tablets and capsules with wax
matTix potassium chloride products. (Teagarden, . 232, 247-48, 250; USX 123-25).
Merck-Medco views branded and genenc liguds, sustamed release tablets and capsules,
effervescent tablets, and powder potassivm chloride supplements as alternative products
substitulable for one another. {l'eagarden, Tr. 233-34, 23738, 240, 243, 235-56; 18X
125, USX 127, USX 128; USX 12¢; USX 694}, In addition, 8 mEqg and 13 mEq products
consistontly arc listed as substitutable altematives on Merck-Madeo's formularies.
{Teagarden, Tr. 234, 240, 243-44, 256; TISX 125; USX 127; USX 128; USX 69,

54 All the potassinm chloride produets on Merck-Medeo™s 2061 formulary are
listed 1 the same therapentical class. (Tcagarden, Tr. 223-24; TISN 131).

53, All the oral potassium chloride products on United Healtheare’s Vreferred
Drug List are therapeulically equivalent. (Goldberg, Tr. 144-43),

36, [reeision-makers at HMOs do nol place a premivm on K-Dur's delivery
system or dosage form. (CX 13 at SP 003043; Addanka, Tr. 56%1).

57. Physicianz viewsd K-Dur 20 a8 a product for which there were numerouns
other altematives. {Dritsas, Tr. 4834). In 1993, 71 percent of the prescriptions {or
polassium chloride supplementation were being written [or produets other than K-Dur 24,
(Addanks, Tr. 6174; CX 13}, As of August 1997, 6 out of 10 polassium chlonde
prescatptions were for something other than K-Dar 20, (Brosnahan, Tr. 1279).

38, A company could compete with K-Dur 20 simiply by convincing a
physician Lo change his prescribing habits. (Dritsas, Tr. 46907

59, There was significant substitwion back and forth between Klor Con 10 and
K-Dur 20+ {Iritsas, Tr. 4752; Addankd, Tr. 5702). Pharmacists were substituting two
Klor Con 105 for one K-Dur 20, {Dnisas, Tr. 4834).



4. Schering viewed K-Dor 20 8z competing in the same market as
other potassium chloride products

60.  Schermg measures the sales perlormance of K-Dur 20 agmnst the entire
polassium chloride supplement market, mchiding other products such as 10 mEqg
potassiumm chlomide products as competitors to K-Dor 200 {Russo, Tr. 3420; CX 18 at 23
DOODAL; CX 17 at 003951 003954, CX 20 at 00424). Schering’s markeling plans indicate
thal there are over 20 different potassivm chiloride supplements, all compeling in Lhe same
market, (Russo Tr. 3414-15; SPX 2209-2231; CX |7}, Professor Bresnahan relied on
Scherning business documents that combined K-Dur 10 and K-Dur 20 in the same charts
and busipess plans. (Bresnaham, Tv, 816). Bresnahan did not consider key portions ol
scicring’s docnments that show Schenng considered K- to be a part of & larger
potassium chloride market. (Brosnahan 709-13, 721, 814-17, 824-25),

1, A 1986 Schering marketnyg backgrounder states that “K-Dur competes in a
crowded 5264 million potassiur markcl which centinues to srow. ... (Russo, Tr. 3412;
CX 17, CX 740; Bresnahan, Tr. 720-213.

62, Schenng’s 1997 K-Dw Marketing Plan lists comnpeling potassium chloride
tablets and capsules. (SI'X 977 at SPOO3E49).

3, Schering perecived that K-Dur's major compeltitors were Klor Con and
generic potassium chloride, (CX 20; Bresnahan, 1T, 827). A number of Schering
L

documnents characterize generic 10 mBq [omms of polassium chlonide as Schering’s “major
vornpelitors.”™ (Bresnahan, T 1170).

A Upsher-Smith viewed its potassinm chloride products as
competing in the same market as the other potassiom chloride
products

64.  Upsher-Smith belicved it was compeling against everyone selling
polussium chlovide, including -Tab, Micro-E, Ethex, K-Dur, and Slow K. {Addanki, Tr.
5711; 5P X 1030}, Upsher-Smith focused on ihe entire polasstum chlotide market and did
not differentiate between dosage strenpths, (Dritsas, Tr. 4692).

5. Upsher-Smith’s documents indicate that it was looking at the entire
polassium chlonde market in positioning 1ts Klor Con 10 potassiem chlmide product.
(Emitsas, Tr. 4692; Addanki, Tr. 5711).

B, mits 1996 market share projsciions, Upsher-Smith assumed that the

potassium market, which included K-Dur 190, K-Dur 20 andl all other potassium products,
was 2 $218 million market. (Dritsus, ‘17, 4700; LSX 1549 ar LS1. 13858).

12



67, A 1896 marketing plan for Klor C'on tablets indicates that the major
competrtors to Klor Con 8 and 10 were E-Tab, Micro-K 10, Ethex and K-Dur 2{),
(Dritsas, Tr. 4691-92, 4696; USX 1542 at 1JSL 13858).

o8, An Upsher-Smith training manual, dated Tune 3, 1967, hsted a variety of 10
mEq products competing in the potazsivm market, inclading Klor Con 10, K-Tab 10,
Klotrix 16, Kaon-Cl, Apothecon’s product Micre-K 10, ESI, Medeva, Elhex, K-Dur 10,
K-Dur 20 and K-Plus 190, (Dritsas, Tr. 4738-3%; T'SX 630 a1 TJSL 15331}, The manual
hsted a number of 8 mEq potassivm products in the market, including Klor Con 8, Slow
k, Copley 8, Warncr Chileott 8, Kaon-Cl 8, Abbott 8, Micro-K 8, and K-Plus 8. {Dntsas,
T 473%; LISX 630 at USL 15332). Potassium powdcrs in the market were Klor Con 20,
Klor Con 253, K-Lor powder, Kay Ciel powder and Klor-vess powder 20, {Dritsas, Tr.
4739; LSX 620 at USL 15333). K-Lor powder is marketed by Abbott Laboratonics, a
migjor, multi-billion dollar pharmaceutical company. (Dwritzag, Tr. 4738-403, Finally, ar
least two effervescent tablet products were in the potassium market, Klor Con/EF and K-
Lytc. (Dnisas, Tr. 4740; TTSX 630 at USL 15333).

0y, Upsher-Smith’s marketing documents reflect Lhe fact that K-Dur 20
“competes ditectly against the 8 and 10 mEBq strengths™ of Upsher-5mith’s Klor Con.
{Bresnahan, Tr. 845; Dritsas, Tr, 4682, 4696; CX 7400,

0. The substantial substitutability among potassiom chloride
products was reflected in actual competifion between them

(a)  Upsher-Smith direetly tarpeted K-Dur 20 hy
emphazizing the substitutability of Upsher-Smith®s Klor
Con 10 mEqg product

0. Lpsher-Smith built demand for its Klor Con potassium chleride products
bascd un therpeutic substitution. (Dritsas, T 4653),

71, Inorder lo compele agmnst Schermg’s K-Dar 20, Upsher-Smith’s salcs
representatives infomned physicians and managed care organizations that they could more
cheaply substitute two Klor Con 10 tablels for one K-Dur 20 (ablet. {Dritsas, Tr. 4622
23}

T2, In Angnst 1999, Upsher-Smith employed a lachc to encourage high
preseribers o K-Dur 20 1o prescobe two 10 mEg tablets instead of one K-y 20.

{Pritsas, Tr. 4765-66; USX 484 at TISL 03334}

73, K-Dar 20 tablels are scored. making them easier to break in halt. (Frecac,
Tr. 4955). Because many pattents had to break the lavge K.-Dur 20 tablet in half to
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swallow it anyway, paticnts could save money by taking rvo Klor Con 10z instead of one
K-Dar 200 (Dritsas, Tr. 4622-23), Upsher-Smath’s Klor Con 10 wax matrix tablet was
about the same size as halt a K-Dur 20 tablet. (Dritsas, Tr. 4624; Freese, Tr. 4955). Klor
Con 10 was easier to swallow, though, becavse a halved K-Dur 20 tablet was bulky with
rough edges. {Dritsas, |'r. 4624}, Klor Con 1} was round and aqueous coated, a good
alternative for patients complaining about swallowing a biy lablet. (Dritsas, T, 4624).

74, Lpsher-Smith implemented therapeutic switch incentive programs through
1ts lelephone sales force by targeting high volume K-Dur pharmacies, through visits to the
headguarters of chams, whelesaiers and managed carc organizations, wnd by targeting long
lerm care and select chains. (Dnitsas, It 4754-56; USX 1551 al USE 13795). Upsher-
Sruth also sent ditect mail 1o kigh K-Thar prescribers about the cost savings of using lwo
Klor Cen 10s mslead of one K-Dur 20. {Dritsas, Tr. 4756-38; USX 1551 al USL 13725},

75, Direct mailings emphastzed the quality of Klor Con and the 56 percent
savings. {Dritsas, Tr. 4766; USX 484 a1t TUSL 03328). These mailings contimued through
November 1999, (Driisas, Tr. 4766-67; USX 484 at US1. (03331).

() Schering competed against other potassinm
chloride products

76. Dunng the 1596 -1997 pariod, Klor Con 10 sales increascd 33 poreont,
moving from 12 perecnt o total prescriptions (o 16 percent. (Bresnahan, Tr. 831,
Generic potassium chloride aales mereased dunng the same period, moving from 29
percent to 30 percent of total prescriptions by 1997, (Bresnahan, I'r. 8323,

77 This growth was coming at k-Dur 2072 expense. (CX 746 at SP 23 00039;
Bresnahan, T 743-45, 477; OX 18; SPX 901). Geoeric compalilion was growing al K-
Dr 20°s cxpense, m parl because of Lhe generics” price advantane, in part because of
etforts to substilute iwo 10 mEqg tublets for one K-Dur 20), and also because of managed
care’s role i requinng the use of genencs. (Addanki, 11 3708, 3732-33; SPH 993 at SP
29038 CX 20 at SP 0040440),

78.  Schering expected that losscs to 10 mEq generics would worsen over time.
“As physiciang change their prescribing habits and as the senior poputation moves into the
managed care setiing, the branded portion of the market will decrease and the potential for
K-Inr volume growth will be limited.”™ (CX 13 at 877 003046). Documents from the
March 1945 time frame reficet conzerns that staff HMO “decision makers do not placc a
premium on K-Dur's unigue delivery systom and dosage form.” (CX 13 at SP 003047,
Bresnahan, Tr. 717).

79, In 1995, Schering developed a marketing strategy to address eompetition
from gencric [0 mEq products. {CX 15 at SP 003046, Bresnahan, Tr. 715-16). Schering
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soughl Lo develep brand awareness of, and brand allegiance to, the K-NDur hrand to prevent
an atiicipaled loss of market share to gencric competition. (Bresnahan, Tr. 714-715; CX
13 at SP 003044- 44).

80, As of July 1996, Schering was aggressively marketmg K-Dur to gain sales
from gencric polassium chionde products, (CX 718 at SP 23 00039; Bresnaham, it 742),
Schering began a targeted mail senies to promote X-Dur 20 [n an elfort 1o “blunt the
continued growih of genenic potassium usage.” (CX 718 at SP 23 00054); Bresnahan, 1.
738; CX 18 al 8P 23 00039). Schermg ran a significant nnmber of promotional programs
over a ten-year poried that heawvily promoted and marketed both its K-Dur products.
{Russe, Tr. 3418-19}.

e Brown Shoe factors not addressed in the preceding sections
a. No industry or public recognition of distinet markets
21, Complaint Counsel’s expert, Dr. Brusnahan, admitled that he could not cite

any pharmacentical irade periodicals that treat K-Dur 20 as a product that has unique
featurcs. (Bresnuahan, Tr. 711-12; 1271-72),

52 No studics ¢xist compunnyg patiant compliance for K-Dur 20 and the Elor
Con 8 mbqg and 10 mEBq wax matrix products. (Dritsas, Tr. 2662; Karr, Tr. 6207-08).

LEN IMS, the authoritative iodustry data source, hists a nuinber of products and
manufaciurcrs under s single potassium supplement calcgory numbered G014 ([Dritsas,
Tr. 470912, 45300-01; TISX 619 at 14884-240; USK 822 at 1-12). Schenng’s K-Dur 20
preduct is inchuded in the S listing wath all of the other potassium producls. {Dritsas,
Tr. 4704, USX 822 at 1), Professor Bresnahan concedes that “all sconomic rescarchers . .

- working m this industry use” IMS data. (Bresnahan, Tr. 471). Tn fact, Bresnahan hamself
relied on TMS data for the graph in CX L5326, {Bresnahan, Fr. 735).

b. No peculiar charzcteristics and uses
a4, There are ng peculiar characteristics or nses for K-Dur 20, {F. 38-39).
e No unique production facilities

85, 'Ibe K-Dur 1t and K-ur 20 mEg products are produced in the same
&chenng [acihity. (Bresnahan, Tr. 1272).

8o,  [psher-Smith purchascs [rom Rohers, the same company that supplies the
active ingredient for both the wax matrix Klor Con 8 and 10 and sustained relzase Klor
Con M0 and M2(L (CX 263 at 170356.).
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d. Mo distinet customers

BY. Thera is no distinctive class of customers hased on “demographics or other
classihication cntena” that prefer K-Dur 20 (Bresnahan, 1. 707} K-Dur 20, Klor Con 8
ind 10, Micro-K, K-Tab, Slow K, K-Lyte, Klotrix, Apothecon KCL and Fthex potassium
chioride producis are all prescribed for the same purpose of treating potassium deficicney.
{Bresnahan, Tr.1271; Dmntsas, Tr. 4662).

28, There 15 no special group of pahents that can only take K-Dur 20 and can
not take other potassium products such as Klor C'on. (Dritsas, 1T, 4661).

e, Mo distinet prices

S In 1297, K-Dur had the samnc relative pries as other polassiom chloride
supplements. {I'zagarden, Tr. 224, 215, 218). During this time peniod, branded potassium
products had “comparable” prices to K-Dur 20, (Bresnahan, Tr. 7307, K-Dur and olher
potassium chlodde supplements have “approximatzly the same”™ priec. (Russo, Tr. 3426).

90.  Dr. Bresnahan presented no slatistical pricing study (Bresnahan, Tr. 1274),
and did not even have priemy data for K-Dur 20, K-Dur 10, Klor Con U or for any other
cormpetitors {Breanahan, Tr. 834-35, 867} Dunnyg 1997, some potassium chlonde
products were more expensive than K-Dur 20, (Addacki, Tr, 5741-42; SPX 2009 a1 1)

91, Dr. Bresnahan conceded that a pricing difference alone does not suflice lo
prove a scparate produect market. {Bresmahan, Tr. 10H02). Prices of products that compete
in & relevant market need nod be close to one ancther because competition can cceur in
other dimensions. (Addanki, Tr. 6198).

02 Professor Bresnahan did not conduct the analysis necessury to determiine
the degree of price sensitivity between 20 mLqg sustaimcd-release products and other

polassinm productz. {Bresnghan, Tr. 659-90, 310),

93.  Professor Bresnahan did not study the price trend of K-Dur 20 since
Septemtber 1, 2001, when new entry cccurred in the market. {Bresnahan, Te, 10030,

94, Upsher-Smith laumched Kler Con M0 on September 1, 2001, (Drifeas, Tr
4827}

o5 (psher-Smith launched Klor Con M10 agpressively against K-Dur L0
simullanzously with the lauach of Klor Con M20 against K-Dur 28, (Troup, Tr. 5486-88).

e, Just prior to the launch of Klor Con 310, K-Dur 10 sales began to fall
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dramatically heginning in the swmmer of 2001 and continning through November 2001.
(Dritsas, Tr. 4827, USX 1557). K-Dur 20 zales foliowed the same trend in the summer of
2001 and continued though Novembar 2000, {Dritsas, Tr. 4823; USX 1586),

97, Ulpsher-Hmith launched Klor Clon M10 in the midst of K-Dur supply
probloms thal began earlier in Lhe summer of 2001, jwst prior o the launch of Klor Con
MLO. (Troup, Tr. 5488-859). Due to the lack of avarlability of K-Dur, Upsher’s potassium
chlorde sales were already on the nse, when Klor Con M1(and M 20 were launched into
the market. {Troup, Tr. 5488-89),

98.  Upon is crtry inte the market with Klor Con M1, Upsher-Smith had a
significant sales increasc in ifs potassinm chloride producis. (Troup, ‘[t 3289-94)).
Upsher-Smith had record sales of wax-matnx potassium chlonde produets in the year
2001 as well. (Tromp, Tr. 5490).

99, While Lpsher-5mith enjoyed strong sales lor itz Klor Con M10 product,
thes was due partially to the supply shortages Schering faced tor hoth K-Dur 20 and K-Dur
I, due to FDA compliance 1ssues that arose duning the summer of 2001, (Dritsas, Tt
4682, 4825).

104, Upon the launch of Elor Con M10 45 a genenic substitute to K-Duare 16,
mandated state substitution lor low cost generc altemalives leok offzci in several states.
(Drilsas, Tr. 4824-25). These laws trequently block the prescribed braaded product from
ben;z dispensed when a zeneric alternative is available, and thus provent competition [fom
the branded product completely. {(Addanki, Tr. 5748-49; Dritsas, Tr. 4824-25). Similarly,
m the K-Dur 20 market, state sabstitution laws that mandated sabstitution by 2 genenc
alternalive negatively affected Schering’s sales. ([Dritsas, I'v, 4682, 4825},

10l E-Duar 10 m June 1997 amounled to 5% ot the total prescriptions tor
potassivm chloride m the Unricd States, (CX 62 al SP 089326-27). K-Dur 10 sales
perfommed just as Schering’s K-Dur 20 porformed. Despite the price increases for K-Dar
0, k-ur 107 salea rose and in fact rose [aster than K-Dur 20Ps sales, (X 62-65).

1112, Protessor Bresnahan incorrectly asserts that K-Dur 20 1s 2 menopely
{Bresnahan, Tr. 8147), but he concedes that K-Dur [0 was not a monopoly. (Bresnahan,
Tr. 8146-47, Addanki, Tr. 5740).

103, While K-Dur 1{ wasz not a monopoly product, K-Dur 10 sales fell just as
dramalically &s K-Dur 20, when Klor Con M1O became available on September 1, 2001,
{(Addank, 'I'r. 3739-40); Diritsas, Tr. 4823-28; USX 1586, USX 15587

k. Price sensitivity



4. Price is a major competitive factor in the potassium supplement market.
(Drisas, Tr. 4715-16, USX 626 at 152243,

105, Generie potagzium products competed vigorously on price with branded
potassium products, taking away sales and market share. {Dritsas, 1x. 4713-18, 4724-25,
4752-53, 4770-72, USX 626 at 15228 TISX 1551 at 13797; USX 425 at 1002552},

106, K-Dur 20 lost some market share to other potassium chloride products.
(CX 18 at 23 00045, CX 20 at 004040; Dritsas, Tr. 4717-18, 4752-53). K-Dr 20 also
ook markat share and sales from other potassium products. (Dmitsas, Tr. 47149-20, 4724-
25, 4742, 4752, 4841; CX 19 at 15228).

107 Generic manmufacturers, such as Apothecon, increased therr sales of
potassium sepplements with lower prices, suggesting price sensilivity and an ability io
gain share a1 the expense of other produets in the market with lower prices. (Dritsas, Tr.
4763-64, 4770-72, 4509-10; Addankt, Tr. 6176-70;, CX S at 13474, USX 380 ar 142328;
UUSK 425 al 10029523,

108, Upsher-Smith’s Dolan wrole that a fitm may have a gain in sales after
cutting prices. Slow-I, tor examplc, showad a unit increase of 41% from 1994 o 1993
while their dollar share continued to decline. {Addanks, Tr. 6181).

{i}.  Schering K-Dur prices were sensitive 1o other
potassiem supplement prices

1. According to Schering, the pricing of }-Dur 20 was depreszed due to
genenc potassimm competition. (Russo, Tr. 3416}

110, The 30% pnce difference between K-Dur 20 and the unbranded genene
potassinm products vaused the sales of the gemeric products to risc, as noted in the 1998 K-
DUR Markcting Plan. (CX 20 at 4040).

11, Schering’s price for K-Dur 20 was nol Lhe highest for potassium chloride
supplements during this time  other products were both lower and higher than K-Dur 20
for a 20 mEbq dose. (Addanki, Tr. 5741; SPX 2069y, TMS data shows tlat in 1997, K-Tab
1) was the highest priced parassmum chloride product. (Addanki, Tr. 3742; SPX 2065).
Hetween 1996 and 2000, K- Dur 20 was never the highest priced potassium chloride
supplement. {Addanki, Tr. 5743; SPX 2068}, Schering’s K-Nur 20 competed on price
with other potassium chloride products by using discounts and rebate programs.

{ Addanki, Tr. 6172-73).

112, Prolesgor Bresnahan testified that he did net compare Schering’s prices
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against other potassium products’ pricing in forming his opinion as to the relevant market
1n this litigation. (Brasnahan, Tr. 725, B67)

113 Prolessor Bresnahan also did not measure the emoss-ebasticity of demand
between competing potassium producls in conducling his analysis of the polassium market
amd X-Dur 200 (Bresaghan, T 810).

(ii.y  Schering paid large rebates

114, The annual sebates Schering-Plough paid to its customers [or K-Dur {or
1995 were 321,005 million. (CX 695 at SP 020698). The annual rebates Schenng-Plough
paid to itz cnstemers for K-Dure for 1996 were 328,659 million. {CX 6935 at SP 020696),
‘The annual rebates Schering-Plough paid to its customers for K -Dur for 1997 weore
$17.5393 million. The annual rebates Schering-Plough paid to its costomers for K-Dur for
1998 were 534 5363 million. {CX 693 at SP 020699). The annual rehates Schering-Plongh
pad to 1ts customers for K-Dur for 1909 were $37.602 millton. {CX G935 at SP 020700-
70} The aomuwal rebates Schenng-Plough paid 1o its castomers for K-Dur fior 2000 were
F35.214 nallion. {CX 695 at 8P 020701). These rebales were “sigmficant’” ind were
“mos than 10 percent of the gross sales of K-Dur” m 2000, {Addanki, Tr. 6173-74). In
the first six calendar months of 2001, Schering-Plough paid its K-Dr customers $23.530
millien in rebates for K-Dur. (CX 695 at SP 020702,

115, From Qclober 1. 1997 to June 30, 2001, Schering-Plough patd its 1<-Dur
custorrers a tolal ol $136.566 mullion m rebates related Lo 1ts K-Dur product. (CX 695 at

o 020658-0702),

116, The rebates that Schering-Plough paid itz K Dur customers alter the Juns
1997 Agreement with Uipsher-Smith deimonstrate that Schering-Plough ¥ was | competing
on price throwgh rebates™ (Addank:, Tr. G073}, The ten= of millions of dollars paid to K-
Dur customers m rebales 1 mconsistent with the theory that Scherng-Plough was a
ruonopulist i Lhe sale ol 11s polassium products during s Lime penod. (Addanki, i,
6173)

E17.  Profossor Bresnaban did nor stwdy Schering’s rebates at all in conmechion
with his work it thiz case. (Bresnahan, Te 702} Mor did Professor Bresnahan study
Upsher-Smith’s rebate programs. (Bresnahan, Tr. 702). Further, Proficssor Bresnahan did
rot compars the two firms’ relative level of rebate spending on potassium chloride
{Hresnahan, Tr. 702).

o, No specialized vendors for various potassium produets

118, No specialized vendors serve only K-Duor 20 — both Klor Con and K-Dur
20 are dispensed by pharmacies m responss to presenplions wiitten by doctors.
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{Bresnaham, Tr. 693-94). Both drugs are prescription medications for potassium.
{Bresmahun, 1. 696-97). Patients who are hypokalemic receive prescriptions tor a
potassium supplement when they vist the doctor. (Bresnzhan, v, 696}, Demand for both
produets beging whem a patient presents himself (0 a doctor. (Bresnahan, Tr. 696).
Preseriptions are dispensed for both products al phannacies. {Bresnahan, Tr. 697-99),

E. The *743 Patent and Schering®s K-Dur Produects

119 Polassium chloride supplumcnts are prescoplion drogs used Lo mmeal
potassium deficicney (known as “hypokalemia™), a condition thal oflen anses among
individuals who take diurctic medications nsed to treal high blood pressurc or congestive
heart disease. (Goldberg, Tr. 125-26; CX 3 at FTC 190286-89; CX 19 at TISL 15229).
Potassium deficiency can cause muscle weakness and litcthreatomng cardize condilions.
(CX 3 at I'TC 190286-88; CX 26 at USL 07336; Goldberg, Tr. 125-26; Schering’s Answer
at ® 22- Bumker, Tr. 2930

120.  Potassium chloride, the active ingredient in potassium chloride
supplements, ineledmg K-Dur 20, 15 not patented. {Schering Answer at § 33: Banker, Tr.
3251}

121, Patent mumber 4 563,743 (7743 patent) claims a “pharmaceutcal dosage
wmit 1w tablet form for oral administration of potassivm ¢hloride™ containing potassium
chilonde eryslals coaled with o material comprizing ethyvlceliulose, having a viscosity
grcater than 40 op, and hydroxvpropoyleeilulose ot polyethyvlens glveel. (CX 12 at 17TC
00213221, The novel feature clasmed in the 743 patent 1s the particular coating applied to
the potassium chloride crystals, The active ingredicnt, potassium chiorde, was a known
compound. The coating allows for sustained-relcase delivery of the potassium chlonde.
(CXO12 at FIC O021319-200, Thus, the *743 patent relates primarly to the sustancd-
refease fommulation and does not cover the active ingredient itselt. (Ranker, Tr. 2947;
Hotvitz, Tr. 3625-27).

122, KeyPharmaceuticals, a division of Schering, owns the “743 patent. The
*743 pateat, 1ssued on Seplember 5, 1989, covers K-Dur 20 (as well as E-Dur 14, a 10
mPEq version of ihe product) and cxpires on Scplember 3, 2006, (Schernng Answer at 1 34;
CX 12 at TTC 0021318).

123, K-Dur 20 is a controlled release, microencapsilated, potassiurm chloride
product developed by Koy Pharmacenticals in the 19802 and approved by the FDA in
1986, (Kerr, Tr. 7561). The “207 in K-Dur 20 refers to 20 mEg (milliequivalent), the
amount of potassim contained m the 20 mEq dosage form. (Bresnahan, 1v. 489).



124, Complaint Counsel’s expert witnesses did not reach an opinion as to
whether the 743 patent 1z invahd or mifnnged by Upsher-5nmith’s or AHPs products.
{Bresnzhan, Tr. 670; Bayerman, Tr. 8568; Holliman, Tr. 2351).

F. Upsher-Smith's Totassium Products and Patent 1itigation
1. Upsher-5mith’s ANDA and the initintion of patent litigation

125 On August 8, 1993, Lipsher-Smith filed an ANDA with the FDA to tarket
Kior-Con M in two doesage forms, 10 mEq and 20 mEq, as biocquivalent versions of
Schering’s K-Dur products. {USX 693). Upsher-Smith subsequently amended its ANDA
submission to remove the 10 mEg dosage form from consideration, due to the FDA’s
initial rejection of a biowaiver for the 10 mEqg dosage form. (CX 255), The FDA
detenmined that no ANDA filer was eligible to have exclusivity for any 10 mEq dosage
form of any generic versiom of 1-Dur. {FISX 345)

126, Al the nme of 1t ANDA submmisgion, Tlpsher-Smity weas nol aware that it
wag the frst ANDA [1hmg relerencing K-Dur 20, (Troup, Tr. 3491; Dnisas, Tr. 4666).
Aller amending ils AWDA to remove the [0 mUg dosage [om, Upsher-Smith submaticd a
Paraoraph IV Certification. (CX 224). On Novemher 3, 1995, Upsher-Simith notificed
Schering of its ANDA filing and Paragraph |V Certification with respect to the 20 mbBg
dosage form. (CX 224; Troup, ‘it 5404).

127, On Devember 15, 1995, pursuant (o the iime penod set forth m the Hailch-
Wasinan Acl, Scherning sucd Upshicr-Smmith for palent infmingement in he 118, Disioet
Court for the Distriet of Now Jersew, alicging that Upsher-Smith's Klor Con M infringed
Schering's *743 patent, (USX 677, Kralowee, Tr, 3032; Troup, Tr. 5404), Trial of the
patent case was scheduled to begin on June 15 or 149, 1997, (Ilotfinan, Tr. 3349),

1258,  No testimony or evidence was offered to show that Schering’s filing of the
patent htigation against TIpsher-Smith was not mitiated for the legidmate pupose of
delending 11s patent.

1 Sertlement discussions between Schering and Upsher-Smith

129, In the patent litipation, Schering alleped ihat Upsher-Smith™s Klor Con

320 product inlninged the */43 patent because [ redacted |

[ redacted |

| redacted | (Ranker, Ty, $254-35; SPX 2238, SPX 2234).

Scharing also assorted that | redactead ]

[ redacied ]

f redacted | [(Banker, Fr. J257-50:76; SPX 2258 SPX
22660
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130, [nits answer to Schering’s complaint, dated January 29, 1996, Lipsher-
Smith demed that its preduct mfiinged “any claim of the *743 patent,” and asserted, as
affitmnative defenses, that the claims of the “743 patent were mvalid and that the “743
patent was unenforceable. (O3 226 at S 08 00039-41}. Upsher-Smuth also [iled a
counterclain: [or declaralory judgment that ils product did nol mfnge the 743 patent and
{that the *743 paicit was mvalid and unenforceable, Upsher-5ooth asserted thai Schering
brought its case with the intention of “trying to delay Upsher-Smith’s FDA approval and
therchy put ofl' for as long as possible (he Uime when it must [ace compotition [rom
Upsher-Smith™s prodoct.” {CX 226 at SP 08 00041-42),

13l. The patent inlringement litigation between Upsher-Smith and Schering was
vigorously contested from the autset. (Cannella, Tr. 3813; Kralovec, Tr. 3033; Troup, Tr.
3405-06), As the patent litization continued through the spring of 1997, Mr. lan Troup,
Upsher-Smith’s President and Chief Operating Officer, became increasingly concerned
about the toll it was taking an Lpsher-Smith. (Troup, Tr. 5405-(6). The litigation was
taking longer than Upshar-5mith had anticipated and was parttcularly rancorous. {Troup,

T, 5405-007).

132, In April or May 1997, Troup [irsl approached Schonmg aboul a possible
sctilement of the litigation. (Troup, Ty, 5397, 5408-09). The partics held & series of
mectings over the course of the month betore trial in an attempt to reach z settlement of
the patent litigation. (. 129-62}.

133, The imbal selllemenl meeting look place bstween Mr, Muartin Dnscoll,

Vice Presidont ol Sales and Markctny for Koy, and Trowp at Schenng’s office o
Kenilworth, NJ on May 21, 1997, (Troup, Tr, 5340%). Troup stated that he wanted
obtain through setticment the carlicst possible date 1o launch Klor-Con M20 without
incurring the damages that could arise from patent infringement. (Troup, Tr. 3411-12).
Troup sugeested to Dhizcoll that they settle the lifgation hy setting a date certain for
[Ipsher-Smith to enter the market with its Klor Con M products sometime before
Seplember 2006, the expiration date of Schenng’s K-Dur patent. {Troup, Tr. 541{0-11}).

134, At this settloment mecting or the noxl, Dossoll and Troup discussed the
possibility that Schering might permit Upshee-Smith’a goneric version ol K-Dur to comc
to market in late 2005 or carly 2006, belore the exparation ol Schermpe’s patent. {Troup,
Tr. 5412} Troup stated that Upsher-Soaith wanted o be o the markel at an carlior daic
and that it wonid have problems with money and cash flow (] its cntry was delayed until

2005. (Troup, Tr. 5413).

135, The partics met azain at Upsher-Smith’s oflices in Plymouth, Minnasota,
om May 28 and Tunc 3, 1997, Mr. Doscoll and Mr. Raman Kapuar, Prosident of Schenng's
Warrick subsidiary, atictrded these meetings ont behall of Schenng. Mr. Troup and
consullant Andrew Hirschberp attendad on behalf of Upsher-Smath. (Troup, Tr. 5417; CX

22



1511 at 8-10 (Kapur Dep.); Schering First Admissions Nos, 7-9, 11-12; TUpsher-Smith
Second Admissions Nos. 9-10, 13-14, 22). At the May 28, 1997 mecting, Kapur indicated
he was mierested 1n the possibility of licensing some of Upsher-Smith’s products. (Troup,
Tr. 5420,

L36.  Dunng the course of the May 28 and Jang 3, 1957 meetings, Troup again
supecsted that Schertng make a payment in conmection with a settlement of the patent suit,
{CX 1511 at 18-19 (Kapur Dep.)). Troup stressed Upsher-Smith’s need to replace its loat
revenue from nol having a peneric K-Dur 20 product on the market. (Hoffman, Tr. 3568;
CX 1511 at 18-19 (Kapur Dep ).

137.  During the coursc of the May 28 :wnd Tune 3, 1997 meelings, the partiss
discussed various dates for Upsher-Smith’s entry into the K-Dur 20 markel. (CX 1511 at
22-23 {Kapur Dep}). The partics desaded to approach sctilement by splittng the remaining
hfe on Schering’s K-Dur patent. (Tronp, Tr. 5424-26). M. Troup prelerred an earlier
dale, (CX 1511 at 23-24 {Kapur Dep.)). Mr. Driseoll told Upsher-Simith that the earliest
daic he could offer for Upsher-Sraith’s entry was September 2001, (CX 1511 al 23 (Kapur
Den.)). Schering never suggested that it would consider an entry date earlier than
septomber [, 2001, (Troup, Tr. 3300).

134, Atthe bay 25 and Junc 3, 1997 mectings, the patties discussed several
possibilities for business opportunities, such as a co-marketing arrangement with respect
o Schenng’s K-Dur or a joint venturs for Upsher-Smith research and development, (OX
1581 al 14-15 (Kapar Dep.}; Troup, Tr. 3433-34). They also discussed the possibility that
Schering might license one or more Upsher-Smith products, including cholesiymmane,
pentoxiflline atd Ulpsher-Smith's sustained release niacin product, Niacor-SR. (CX
LH10at 14, CX 1495 at 62 (Kapur Dep. ), SPX 1242 at 16 (Kapur iDep.); Troup, Tr, 3420,
3430-34). Upsher-Smith desenbed the expected chmical henefits of Niacor-SR, and
Schering was aware of the market opportunity for Niacor-SR because it had heen involved
1 evaluatmg the market for other, nearly identical projects, (CX 1495 at 70-71; SPX 1265
at 73 (Dnscoll Dep.)). Troup was willing to congider the possiblily of heenamg Niacor-
SR 1o Schering outside the Uinited Stares, as Upsher-Smith had no presence in Burope or
elsewhere mlemationally. (Troup, Tr, 5432).

135, Pror 1o the parties’ next face-to-face nagotiation scssion, Mr. John
Heollman, Schenng’s General Counsgl, spoke to, Mr, Nick Cannclla, Upsher-Smith™s
oulside counscl, on or aboul June 10, 1997, to discuss logistics and ground rules for the
upcoming meeting, (Cammella, Tv. 3824-25). Hoftman told Cannclla that Schering viewed
the upceming mecting as an opportunity t© discuss potential business opportuniiics
berween Schering and [psher-Smith, not as an oceasion to debarce the merits of the
undezlying palent case. (Cannella, Ty, 3326, Hoffman, Tr. 3541} Hoeliinan stated Lhat
Sehering “was not going to be paying Upsher-Smith to stay o1 (the marke.” {Hofliman,

Tr. 3341).



140.  Pooer (o the parlies’ nexi face-to-face negotiation session, Troup and
Hirschberg discussced whal Upsher-Smith should ask for in exchange for a hcense to
NWiacor-SE. (Troup, Tr. 5448). Hirschberg recommended that Mr. Troup ask for 5100
million for & Niacor-SR liccnse, (Troup, Tr. 54484

141, Upshcr-Smith represcntatives, Troop, Cannclla and Hirschberg, and
Sehering representatives, Hoffman, Kapur, and Jellrey Wassorstein, Vice Presidenl of
Business Development, met in Kenilworth, N.1. on June 12, 1997, {Troup, Tr. 5436-38;
Mottman, T 3539, 3541-42). Troup again raised his desire to gain an antry date earlier
than September 1, 2001, for Upsher-Smith’s generic version ol K-Dur. {Troup, Tr. 3439).
M. Troup stated at the fune 12 meeting that Upsher-Smith still had “cash noeds™ becavse
all of the company’s cash was tied up in two products in developmeni, Upsher-Smith’s
gemeric version of K-Dur and 1ts sustained release niacin product, Niacor-5R. (Eloffinan,
Tr. 3543},

142, Hollinan stated 1o Troup thal the Seplember 1, 2001 entry had alresdy been
ncgotiated, and that Schering wanted to discuss licensing opportunolies. (CX 1500 4 49
{Hoffman Dep.y; Troup, Tr. 5429-40), Mr. Holiman teld Mr. Troup thal Schenng would
be “willing to do armm’s length business deals that stand on thetr own two foet, and that's
what we're here to discuss.” (Hothiman, Tr. 3544}

143, Belore the Junc 12, 1997 mesung Upsher-Smith required Schering to sign a
confidentiality agrecment rearding Upsher-Smidlh Miacor-SK producl mformation. {CX
10413, Troup brought to the mesting a conlidential primed prosentation about Tpsher-
Smith’s Niacor-8R product. (Trowp, Tr. 5436-37; CX 1041). This presentation was
smitlar to the presentations Upsher-3mith provided to S<arlz and the Europcan companies
tterested m licensing Miacor-SR. (USX 338, OX 1023). Troup also provided Schering
with two drafll protocels for condueting post-markel studies for Miacor-SR. {CX 714; CX
104£3).

144, ‘Trowp confirmed that Upsher-Smith’s ollcr of g Niacor-51 hcense
gxtended only to non-NAFTA territorics, (Hollman, Tr. 3545; Troup, Tr. 53440-41).
Schering was disappointed that Upsher-Smith would not consider a partnership [or Niacor-
SR in the United States (CX 1511 at 26-27 (Kapur Dep.)), but remained interested in the
cppormnity to market the product internationally. (Troup, Tr. 5443-443, Kapur also
gx)nessed his continued interest in Lpsher-Smith’s chiolestyramine and pentoxilvilline
products, {Lloffinan, Tv. 3543),

|45, The parties discussed the market potential for MNiacor-SE. (Hofllman, Tr.
2347-48, Troup, Tr. 53441-43; Cannzlla, Tr, 3868}, Upshor-Smith (old Schormyg that late-
stage clinical woik on Niacor-SE was finished and that Schering would be abie o get on
the Duropcan market with Niacor-5E seott. (Troup, Tr. 5441-43). Schennyg and Upsher-
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Smith discussed macin combination therapy, the advantages of Niacor-SR versus
mmediale relsase maein, the flushing side effects and Niagor-58's effects on Lp{a).
{Troup, Tr. 3383-87). Troup refomaed 1o Kos Pharmaceutical*s niaspan product, and Kos's
market capitahization, 1o show that Upsher-Smith’s Niacor-SR niacin product hard
tremendous potential, (Trouwp, Tr. 5583-87; Cammella, Tr. 3829-30).

146, TheJune 12, [997 meeting ineluded a preliminary discussion concerning
the price of the Niacor-SR product. Troup asked lor $70-80 mullion m lus Orsl olfer w0
Schering. (Troup, Tr. 3449, Iloftman, Tr. 3545; SPX 1242 at 44-45 (Kapur Dep.);
Cannella, Tre. 3830). Schering told Upsher-Smith it would continue to anaivze the issnes
and the clinical data for Niacor-SR and would zet back to Upsher-Smith about its interesi
in pirrsiing a deal for Niacor-SR. (Hoftman, Tr. 35345-46; Cannella, Tr. 3832). The
parties also discussed the potential licensing of other Upsher-Smith produets, including
Frevalite and Pentoxifyltine. (Troup, 1r. 5343-40; Hoffinan, Tr. 3544-43),

147, Shorlly before ot after the Junae 12, 1997 meeting with Upsher-Smith in
Korlworth, Kupur and Driscoll bricled Mr, Raul Cesan, Schering’s president of
pharmaceoticals worldwide, on the Upsher-Smmih negoliations, {CX 1510 gl 68-67,

SPX 1242 at 29-30 (Kapur Dap)y. Dinscoll and Kapur told Cosan that they had discussed
with Troup whether there were any potential busingss opportunitics that would be valuabic
to both Schering and Upsher-Smith, and that Troup had suggested a possible deal for
Nizeor-512 mn markets outside of the United States. {SPX 1242 at 30 {(Kapur Dep. ).

Cesan asked Kapor 1o contact Mr. Tom Lawda, Schering’s Vice President of Gilobal
Matketing, to see il Landa would be interested m marketmg Niacor-SE mlemationally.
(SPX 1242 at 30-21 (Kapur Dep.); CX 1482 al 14 (Cesan Dop. ).

148, Following Cesan's instructions, Kapur tclephoned Lauda and told him that
Schenng was considering a licensing opportunity foi Upsher-Smith’s sustained-releass
niacin product, that the oppoartunity would cost Schening approximately $6(k million, and
asleed 10 GHobal Matketme would perform an assessment of the product to see tf it would
b worth S60 millwon 0 Schering. (Lauda, Tr, 4342-43), Kapur dhd nodt Lell Tauda that
this licensing opportunity waa connected to patenl iigation. {Lauda, ‘1r. 4344).

1289, Lauvda asked Mr. Jim Audibert, head of Schering’s Global hlarketing’s
cardiovaseular unit, to perform an asscsement of Upsher-Smith*s Niacor-SR product.
{Lauda, Tr. 4344}, Lavdatold Audibert thar a packet ol inlemmation about the produoct
wonlld be delivered and Kapur was available to answor any qucstions that Audibort may
have had. {Lauda, Tr. 4404}, Lauda did net tcll Audibert any amount that Schering
expected to pay for the license, and Audibert was unawarc thal the Niacor vpportunily had
any connection to a patent suit. {Audibert, Tr. 4113).



150, Kapur sent Upsher-Smith's Wiacor-SR data package to Audibort alter
reeciving it from Troup. {CX 1511 at 40 (Kapur Dep.}). Audibert did not recall Lauda
specilying a deadline for ius review of Niacor-SIR, but he knew from past experiences with
similar requests that Landa nsually wanted the assessment to he completed gnickly,
{Audibert, Tr. 41 12-13}.

151, Audibert provided a formal writien assessment of Lhe conmmercial value of
Niacor-SR, dated June 17, 1997, (SPX 2). Although Audibert did not complete his
written assessment until June 17, 1997, Audiber! and Lauda discussed Audibert’s
assesament before Audibeirt complicted it {Lavda, Tr. 4345, CX 1483 at 30 {Aundibert
LHLY). In smomary, Avdibert concluded thal Niacor-SR offers a $100+ million sales
opportunity for Schering, (SPX 2, at SP 1600045.) Annual dollar sales projections, in
millions, were $45 (19983 ST0 (20000, $114 {2001), $126 {2002). {SPX2, al SP 1600046
47). Detatled findings on Audibert’s analysis and conclusions arc sot forlh al F. 243-37.

152, The next meeting between Schering and Upsher-Smith took place on June
L6, 1997, m Upsher-Smith’s office in Phmouth, Mitmesota, (Troup, Tr, 5452, Tlollman,
Tr 35300, Kapur, Hollinan, Wasserstein and Schering’s in-house attormey Paut
Thompson attended lor Schering: Troup, Hizschberg, and Cannella (viz telephone)
participated on behalt of Upsher-Smith. {Holbnan, Tr. 3346; Troup, Tr. 3432; Cannella,
IT. 3834). Discussion at the June |6 mecting focused on the valuation of the package of
Upsher-Smith products, including Niacor-5R and pentoxifsliing lor the cx-NAFTA
countrivs and cholestyraming worldwide. (Troup, Tr. 34533 Over the course of the
meeting, Lpsher-Smith ollered o heense Lo Schering for the ex-NANTA countrics its wax
matrix 8 and 10 mBq producis and Klor Con M20, (Troup, Tr. 5453} "T'roup still wanted
380 miltion and talked azain about the fact that Kos" markel capitalization was 5400
milhiom based on the strength of Kos™ similar niacin preduct, lor which Kos had projected
anriual sales of $250 miilion by the thied year. (Troup, Tr. 5455; Holfman, Tr. 3547,
Cannella, Tr. 32835). Schering made a coomter-ofter of $00 million, which was accepted
by Upsher-Smith. {Cannela, Tr. 3835; Uroup, "U'r. 34358).

33, The panics discussad, enther at the June 16 meeting or shortly therzafier,
that the $60 million would be pmd in inslalimenlts. (Troup, Tr. 5459-60; Noffman, Tr.
3547, CX 1511 at 74-75 (Kapur Dep ). To bridge the gap belween Upsher-Simith's
asking price and Schering’s counter-olfer, the parties negolialed milestone payments for
launch of Niacor-SE in nine dilferent countnes througheut the world, including $2 million
foor Japan and $1 million each for cight other countries, totaling $10 millon in milestones.
(X 1510 at 72-73 (Kapur Dep.); Cannella, Tr 3836; Hoffinan, Tr. 3547, Troup, Tr. 5458-
5%9). Troup also asked for two dilferent levels of royaliles on Niacor-SR: a 10% royalty
on anmual net sales up ta $30 million and a 15% rovally on amnual net sales in excess of
$30million. (Troup, Tr. 5459, CX 347 o 8P 12 00193),
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3. Final negotiations and the June 17, 1997 Agreement

154,  Following the Tune 16, 1997 meeting, the parties’ first efforts to create &
written agrecment produced competmg drafls. (Cannella, ‘I'v. 3842-44). The final derails
of the agreement, includitiy the amounts of the mslallment payments that would make up
the $60 million in up-front teyaltics, woere worked out in a sertes of telephone calls
between the partics over the next 24 hours, (CX 1511 at 74-76 (Kapur Dep_ ), Hoftman,
Tr, 3548-50; Troup, Tr. 5459-60, 5464; Cinnella, Tr, 3843-44),

L33, After the conforence calls to [me-tune the agreesment, the agreement was
memerialized in writing in an initial [ax copy in the carly hours of Tune 18, 1997, {Troup,
‘IT. 53464; Hothnan, Tr. 3549-30%. The scrtlemént agrcement, CX 347, bears the date of
June 7, 1997 ({1X 347: Hoftman, Tr. 3550). However, it was actually sipned at 2:00 or
3:00 am. on June 18, 1997, (loffman, Tr. 3550; Troup, Tr. 5467). Troup signcd a fax
copy on June P8 (Troup, Tr. 5467), and a hard copy of the final version on Junc 19, after
relurmng o the office from a business trip. {Troup, "U'r. 3463, 5467-58, CX 348),

156,  The critical terms of the June 17, 1997 Agreement {CX 34%) are set forth
helow;

I3 This Agreement constitutes a binding agreement belween Lhe Parties
with respect to the subject matier sct torth hercin, condiioned solely
upun the approval of the Board of Directors of Schering-Plough
Corporaltion (lhe "Board™). 1his Agresment will ba prosented 1o the
Board al ils repularly sehoduled meshng to occur on june 24, 1997,

X. Failure of any party to pertorm its obligaions under the Apresment
(except the obligation to make payments when properly due) shall
not subyject such party to any liahitity or place them in breach of any
term or condition of the Agreement to the other party il such lailure
15 due to any cause hevond the reasonable conuoel of such non-
perlorming parly (““force majeure’), unless conclusive evidence to
the contrary 1s provided. Causes of non-performance constituting
[oree majeure shall inclde, without imitation, acts of God, fire,
cxplosion, [lood, drought, war, riol, sabolage, embargo, strikes or
other labor trouble, [alure in whole or in part of suppliars to deliver
on schedule material, cquipment ot machmery, intemuption of or
delay in transportation, a national health emergency or compliance
with any order or regulation of any sovernment entity acting with
color of right, . ..

13 Upsher-Simith agrees thal 10 will nol market in the United States its
ELOR CON M 20 potassium chlonde product, or any other
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<4

sustained reloase microencapsulated potassium chlonide tablel, prior
to September I, 2001, Eifective as ol September 2001, Upsher-
Smith shall have a non-rovalty bearing non-cxelustve license under
the “743 patent to make, bave made, import, cxport, uac, offer for
zale and zell its, KLOR CON M 20 and KLOR CONM 10
potassium chloride tablets in the United States. . . .

Each of Upsher-Smith and Schering shall stipulate to the dismissal
wilhoul prejudice of the action known as Key Phanmmaceuticals, Inc.
v. [Jpsher-Smith Laboratones, Inc., LS. 1.C DML (Clivil Action
MNo. 956281 (WHWY).

Patagraphs 7, &, 2, and 10 mrant Schermy or tts designated affiliates, the
“8P Licensce,” caclusive licenses for NIACOR-SR, KLOR CON 8, KLOR
CON 10, ELOR CON M20, PREVALITE, and Pemtoxifyvlline. For each of
the drugs cxcopt PREVALITE, the torritories of the exclusive licenses are
all countries other than Cartada, the United Staes, and Mexico. For
PREVALITE, the territories are all countries other than Canada and
Mezaco (and m different packaging in the LL.S.)

711

In consideration for the heenses, nghts and obliganons descithed in
paragraphs 1 thaugh 10 above, the SP Licensce shall make the
following payments to Upsher-Smith:

i} An up-fromt rovalty payment of twenty-gight million dollars
(528,000.000) within forty-eight (48) hours ot the dats on
which the Agreement 1s approved by the Schering-Plough
Corporatiwn’s Board of Dhrectors (the “Approval Date™).

(i1} Anup-front royalty payment ol twenty mllien dollars
(520,000,000) on the first anniversary ol’the Approval Dalv.

() Anup-front rovalty payment of twelve mllon dollars
(12,000,000 on the second anniversary of the Approval
Prale.

(ivy  Milestone paviments due within ten (103 days of the first
commercial sale of NTACOR-5K by the 5P Licenses or its
sublicenses in cach of the following countries. . . .

[ the event that amy court or governmental authority or ageney rules

thul the Keenses granted to the SP Licenses arc void or invalid, then
all such nghts which are ruled to be invalid shall terminate and
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Upsher-Smith shall have the right, at ils solv discretion, Lo purchase
back, fur nominal consideration, all such terminated rights. Any of
Schenng’s payment obligations wnder the Detailed Agrecment
relading o such invalidated rghts which have not become duc and
payable pnor to the date of snch ruling shall thergupon terminate.

157, The June 17, 1997 agreement achieved two purposes: (1) a settlement
agreement of the patent infringement hiigahon whereby Schenng agreed to gramt Upsher-
Srnith a rovalty-free license to enter the market with Klar Con W20 and Klor Clon M10 on
september 1, 2000 (five years before the expiralion of Schering’s patent on its K-Dur
products) {Treup, I1. 3461--63; Hotfman, Tr. 3548; CX 348); and {2) a license agreement
for six separate products, and a related supply agrectnent for each ol the six licensed
produets. (Lroup, Tr. 55049, 546163, CX 348).

158, TParagraph 3 states that “Upsher-Smith agrees that it will not market in the
United Stales 1ls Klor Con M 20 potassium chloride product, or any other susiained release
microcncapsulated polassium chlonde tablet, prier to September L, 2001, (CX 348;
Troup, Tr. »69). The langnage “or any other sustained release microencapsnulated
potassium chloride tablet” was added so that Upsher-Smith could continue o market its
Klor Clon & and Klor Con 10 wax matrix tablels without any restiictions. (Trowp, Tr.,
5469-71). Schermyg wanted to prevent Upsher-Simith fom simply renaming its Klor Con
& 20 product te et arcund the language and intent of the scttlemnent agreement. (Troup,
Tr. 5471, No othor reskictions on any of Upsher-Smith’s other produsts wers intendd
Ty the settlement agreement. (Troup, U'r. 3470; Cannella, Tr. 3849-50),

1539, The license from Schuriny lo Upsher-Smith for the ©743 patent covers the
marketmy and sale of both Klor Con M20 and Klor Con M10 m the Uniled States, even
though Klor Con M1} was not a subject of the palcnt infnngement lawsuit or a part of
Lipsher-Siuith’s ANDA filmg. (Troup, Tr. 5470-72; Kerr, Tr. 6253-534; CX 348).

166, Paragraph 11 of the settlement agreement discusses rovalty payvmenls,
which refers to the licenscs for the six products: Wiacor-SR, chalestyraming,
Pentoxaityiling, and the three potassium products. (Troup, Tr. 5473-74, 5631-33)

161, Paragraph 11 containg a reference (hal payvment was in congideration of
licenses, nghts, and obligations described i paragraphs 1-10 of the entire agreement.
(Troup, I't. 5473-74; CX 348). The tenn “SP Licensee,™ by whom consideration was paid,
only appears in Paragraphs 7 through 10 of the seillement agreement dealing with licenscs,
and not in Paragraphs | through 6, which mvolve only the settlement of the patent
infiingement litigation. {Troup, Tr. 3472-73, 56831-33).
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162, Ne facl witness testified that the payments provided for in the June 17,
1997 agreoment were nol for Niacor-SI and Lhe other products schering licensed from

Lipsher-Smith,

4, Schering®s Bourd of DHrectors approves the Junc 17, 1997
Avreemeni

163, The Junc 17, 1997 agrecment was contingent on approval by the Schering
Boand of Directors. (Cannella, Tr. 3855-56; CX 347 at 8P 12 00190). The presentation to
Schermg’s Board sought anthorization to coter into the license agreement with Upsher-
Smuth. (X 338), It states that, during the course of Schering’s discussions with Upsher-
smith, [Ipsher-Smith “indicated that a prerequisite of any deal would be to provide them
with a puarantesd income stream for the next twenty fonr months to make up lor the

their suit™ (CX 338 at SP 12 00270%. The Baard was informed that Schering had made il
clear to Upsher-Smmuih thal amy such deal would have “to stand on its own merit,
independent of the seltlement.™ (CX 338 a1 5P 12 00268). One Scherimg Board member
testitied that “it was made very elear to the dircctors thal we were looking at this license
agreement which had to stand on the merits ol the license agreement.” (SPX 1225 at 30
(Becherer Dept). Another Board member explained that “the liccnsing agreement that
wias being proposed would have to stand on 1ts own merits,” 2o that it “would be an

agrecinenl thal would make sense m and of itself independent of anything else.™ (CX
[326 at 24-25 (Russo Depl)h.

164, The Board presentation provided sales projections for Niacor-8R of S100
mifhen plus m amnal sales. (CX 338 at SP 12 00268). The prescntation showed 4 net
pregent value of 5225-265 million for the Niacor licenag, {CX 3358 at 5 12 §0275).

163, The Board presentalion provided sales forecasts for sales of prevalite,
pentoxitylline, and Klor-Con 8, 10 and M 20 *to be $8 mmillion 2 year in the first full year
of lannch, growing to $12 million a year in the second (il year, and Lhen gradually
decliming in year four and thercalter. et margms on the products ars expected to be
between 35% and 504, (CX 333 at SP 12 00271).

166, A Board member testificd thai *[t/he locus ol this proposul was a licensing
aprocment for four products in a space that Schering was interested in for a $60 milhon
investment anad a $225 million plus economic valug reten. So, from the Board’s
slandpoinl, there was nothing about this that would causce any questions.” {CX 1526 at 31
{Russo Dep.)). Based on the information presented to them and thuir understanding that
the paymenls were for the licensed praducts, the Board approved the license deal. [CX
340 at SP 07 00003),



5. The “any other sustained release mierocneapsulated potassiom
chloride tublet” clause was necessary and narrowly construeted
fo [ully xetile the litivation

167, Paragraph 3 of the setflement agresment states that “Upsher-Smith agrocs
that it will not market in the United States its Klor Con M 20 potassium chloride product,
ot any other sustained release microencapsulated potassium chloride tablet, prior to
September 1, 20017 {CX 348; Troup, Tr. 5465). The language “or any other sustained
release microencapsulated potassinm chieride tabiet™ was added after some discussion
between the parties so that Tpsher-Smith conld continue to market its Klor Con 8 and
Klor Con 10y wax matix tablets without any restrictions. (I'toup,Tr. 34062-70). Schering
wanled (o prevent Upsler-Smith from simply renaming its Klor Con M 2] product to get
around the language and inlent of the seitlanent agreement. (Troup, Tr. 3470).

168, A narrowly-constructed resiriction like the one in the firsl sentence of
paragraph 3 ol the aprcoment i3 necessary 1n a patent sctilement, as “it's csscnhial to
describe what it is that the parties can and can’t do.” (Kcrr, Te. 6334, 6336, 6338-39). In
the pharmaceutical industry, settlement agreements necessitate narrowly-constrneted
clauses limiting the production of specific compounds, as generics need to be as similar as
possible io the branded products and henee defy limilation by general Tanguage. {Kerr, Tr,
6338-30%,

1692, Professor Bresnahan has not identificd any other product that was blocked
by the language in the June 17, 1997 agrecment that allegedly barred Upsher-Snuth rom
marketing “any other sustained release microencapsulated potassinm chioride tablet.”
{Bresnahan, ‘It. 984). Mor is Professor Bresnahan aware that either Upsher-Smith or
Schermg had any product m rmind other than the Klor Con M20 product when they drafted
their agrecinenl. (Brosnahan, T 92847

170, Upsher-Smith’s witnesses veriticd that no other products in Upsher-Smilh's
pipeling were bottlenscked by the limiting ¢lause in paragraph 3. {Dritsas Tr., 4836).

171, Professor Bresnaban conceded that “if the contract were otherwise pro-
competitiva,” il would be reasonable to read the language of the agresment as miling ouf A
“me-too product that 15 simply introduced under anathgr name other than Klor Con M20
but s, in fact, Klor Con M20." (Bresnahan, "I'v. 985}, Such a provision would not be
anticompetttive. {Bresnahan, Tr. 987-88, 990-91).

LEX Whether the 300 Million Dollars Was a Payment For Fair Valie of
Niacor-SR

172, Complaint Coimsel’s expert witness economist, Profcasor Timothy F
Bresnahan testtfied that a side deal at fair value did not raisc competitive concerns.
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{Bresnaban, Tt 932-33) Professor Bresnahan confimmed thal the determination of fair
valuc was a subjective standard measored at the rime of the transaction: “if Schering-
Plough had madc a stand-aione determination that it was getting as much in return fom
those products as it was payimg, then | would infer that they wers not paying for delay.”
{Bresnahan, Tr. 364-63. See olvo T1. 660-61; 9589-901.)

1. The market for choelesteral reducing drugs

173, In the mid-1990s, pharmaccutical companies were interested in the markel
for reducing cholesterol-reducing drugs. (Horovite, Tr. 3623-605). The worldwide market
for cholesterol lowering drugs had grown to become the seventh best selling diug class in
Lthe world. (SPPX 235 at SP 16 00001). In 1997, the global market for cholesterol-reducing
drugs was estmated at $6-7 hillion. (Keir, Tr. 6871-72; SPX 225 at 3; Levy, Tr. 1763-64;
Kerr, Tr. 6876}, Forecastsin 1997 for the cholesterol-reducing drug market indicated that
by the year 2000, the world market could total 511 billion. {Kerr, Tr. 8875-76; SPX 225 at
3.

174, Documents available Lo Schering i June 1997 showed that the market [or
chelesterol iowering drugs outside the U.S., Canada, and Mexico {“worldwide [x-
NAFTA™) was larger than the U5, markel [or chelesterol lowenng drugs. {(SPX 5 at SP
16 00447, CX 1042 aL SP 16 00112). Complaint Counsel’s pharmacewtical heensing
cxpoert, Dr. Nelson Levy estimated that in 1997, U8, zales represenled “roughly™ half of
worldwide sales of cholesterol lowering drugs. (Levy, Tr. 1914-15).

175 Although relatively inexpensive hyvperlipidemic agents, including niacin,
had been availahle for decades, annoving side cffects interfered with patient compliance.
{(SPX 008 at 81 16 (10344-345). Tn the lare 1980%s, however, the market for cholestern]
lowering drugs bepan e take off with the widespread use of the newly developed and
more expensive HMG-CoA reductase inhibitors, kaowr as the statins, (SPX 608 at S 16
(345). Tn the mid-1990%s, there were five classes of cholesterol lowering drugs,
mcluding the stating that dominaled the market, the fibrates, the bile acid scquestrants,
mtacin and probucol, (SPX 235 al 8P 16 (0001).

I7G.  Niacin, or nicotinic acid, is a B vitamin that was first discovered to have
hypolipidemic qualities in 1933, (SPX 608 at ST 16 (03900, Wiacin decreases 1.DL
{known as “the bad cholesterol™), raiscs HDL (known as “the good cholesterol™),
deereases tnglycerides (TGs), and decreases lipopretenin(a) ([ pia)). (SPX 008 at SP 16
OU390-391; Horovite, Tr. 3020, Audibert, Tr. 4099). Niacin has a2 unigue profile in that it
15 the only drug shown to alter cach ol these hpids in the desired direction, and is onc of
the most effective compounds in increasing HDL. (Halvorsen, Tr. 3903; Horovitz, Tr.
3620; Levy, Tr. 1761; CX 1042 at SP 16 00072). Nizoin’s effectivencss in reducing total
cholesteral, |.0IL cholesterol and inglycenides, as well as raising 11DL cholesterol, has
been demonsirated in numerous independent stulies over the past 30 years, (USX 21 at
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0077, TSX 308 at 110462-64),

177, Niacin is also one of the only compounds known to decrease Lpia). (SPX
GO at 5P 16 (30903491 ; Hatvarsen, Tr. 3903; SPX 235 at 8P 16 (KHKE2). Prior to 1997,
severdl studies had associated Lp{a) with atherosclerosis and CADD, and treatment of Lp{a)
was considered by Huropean and ULS. experts to be one of the major unmet nesds. (SPX
G608 at 5P 16 000362; SPX 235 at 5P 16 00003 SPX 924 at 5P 002780, CX 142 at 5P 16
00065-69).

178, In addilion to 1ls known efficacy profile when used as monotherapy, macm
had also bocn shown prior to 1997 to be an effechve agent when used 1t comlnmation with
other cholesterol lowering drugs, such as stating. (ST 60F at SP 16 00382, 391; Freese,
Tr. 4962-64, 48589, SPX 52 at FIC 110463-110464; USX 141 at Morelon 00082, CX
1042 al SP 16 O0¥F74). As a resall, physicians also prescribe nigein in combunation willy
stating. {Horovitz, Tr. Tr. 3670; Brown, Tr. 3146-47; Freese, Tr. 4989),

179, Despite niacin's known profile as an effective chiolestero! reducing agent,
the immediate releaze formulations of the drag were not widely used prior to 1987 dusto a
side offect known as flushimg. (Horowvitz, I'r. 3620-21, 3625-26; TJSX 141 at Moreton
QO0EZ; NPX 924 ar 8P 002781; Audibert, Tr. 41000, Flushing is a result ol mersased
blood ow near the ekm, which causes redness, mpling and 1tchmg 1o almost all patients
who use miacin, (1Iorovitz, Tr. 3623-26; Halvorsen, Tr. 3909, Brovn, Tr. 313507,
Although flnshing does not present a safiiy visk, it is a nuisance side effect that
sigm ficantly reduces patient comphiance. {{lalvorsen, 'Ir. 39046; Horovitz, T'r. 3020-21,
3625-26; Audibert, Tr. 41053, This flushing side effect prevented widespread use of what
Wwas recopnizsd i the pharmacentical mdusty as i otherwizse effsctive cholesterol
lowering agsnt. {(Horevile, Tr. 3620-21; Audibert, Tr. 4099-100),

2. Upzher-Smith’s Niacor-SIX and other products relevant to the
settlement agreement

A Development and testing of Niacor-SR

180 Lpsher-Smith hegan the Niacor-5R. {Sustained Release) development
program w 1991 {Kraloves, Tr, 3010}, Niacor-SR is a sustained-release formulation of
niacin. meaning that it releases niacin gradually over a period of time. (Halvorsen, Tr.
3001; Horovitz, Tr. 3624). The purpose of sustained-release niacin is o eliminate
flushing. (Halvorsen, T'r, 3005-04),

TE1.  In 1947, both Upsher-Smith and another phanmaceutical company, Kos
Fharmaceuticals, were each involved in the advanced stages of development for obtaining
Fixa approval of their own sustained-release niacin products, (Troup, Tr. 3474-75; USX
21 at 76-77). Upsher-Smith’s Niacor-SR product prosented an opportunity [or Upsher-

33



Smnith to expand its salcs in an extremely large market of cholesterol-reducing drugs.
(Halvorsen, T'r. 3902-03},

182, By spnng 1997, Upsher-Smith believed that it had completed all of the
clincal development work on Niacor-51, and was prepanng te file 1ts NDA for Niacor-
SR. (Troup, Tr. 5474-75). As early ag 1995, Upsher-Smith had conducted and completed
the patient phase of lwo Phase I pivolal studies - Lthe lasl phase of climcal development
for gammng approval of a druyg product by the FDA with over 200 patients. {Halvorsen, 1.
3307y By July of 1996, the last of 300 patients had completed testing in two additional
longer-term Phase I follow-on studies. (Halvorsen, Tr. 3911; CX 1019 at 175679). By
Ine 1997, Upshoer-Smuth was i the process ol developing and perfommime a short, 17-ay,
J8-healthy-voluntecr pharmacakinetie study on Miacor-SE and was (malizing an
individual and intcgrated study report so that Upsher-Smith could fle its NDA,
{Halvorsen, Tr. 3%07).

183, Aspart of its Phase |l testing for Niacor-5R, Upsher-Smith condvcted two
pivatsl studies, as requited by the FDA, the 920115 and 900221 studies. (Tlalvorsen, Tr.
3907-08). Upsher-bSmith alzo conducled two longer term follow-on studies — the 9204944
and 900837 studies. (Halvorsen, Tr. 3907-08). The last patient in the last of the four
amdies, the Y20944 study, completed treatment in July 19596, {Halvorsen, Tr. 3909, "The
results of the Phase 11 studics available in June 1997 conlinmed the salety and eflicacy of
Niacor-SR as a cholesterol-reducing drg, (Horovitz, Tr, 3641-42, 36358).

184.  In addibon to climical safety and efficacy tests, the IF'DA requires a
phannacokinche test (“PE wsi"™) [or approval of an NDA submission. (Halvorsen, [
3037, This test measures how 4 drug is absorbed and eliminated 1o the human body.
(Halvorscr, Tr, 3936-37, 3939). The subject 15 dosed and then semal bleod draws or iine
samples are taken over time, tor example hourly, with the purposc of plotting the
concentration of the dmg in the plasma or wrine over time. (Halvorsen, Tr. 3936-37). In
March 1997, the I'l>A ultimatelv agreed with Upshar-Smith that a multi-dose PK test was
unnecessary for approval of Lhe Nacor-SR NIDA | and indicatad that Upsher-Smith conld
sesk approval based on a single-dose unne FK test. (Halvorsen, Tr. 3938-41; CX 917 at

107426-27; TISK 281).

185, As of June 1997, Niacor-SE was Upsher-Smuth’s promary ressarch project
and was a highly valued assct, (Trooup, Tr 5474-75). By the second guarler of 1997,
U'pghee-5mith had spent 513 milkon developing iacor-5K — mors than double all of
Lipsher-Smith’s other projects combined, (Halvorson, Tr. 3%02; Dotsas, Tr. 4833).

186, In 1994, Upsher-Smith’s markel research showed a polential market for
Niacor-SR of $100 to $400 million in 2000. (Kralovec, Tr. 5011-12). As of spring 1997,
U'pshee-Snmth believed Niacor-5E had the potential 1o be a very successfut prodact, with
revenues of at least 550 lo $100 million, and possthiy as much as $250 million. {Frecse,
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T 4978, 4390, Kralovec, Tr. 5011; Dritsas, 1. 4829 483 |-32).

b. L' psher-Smith’s comparison of Nigcor-SR to Kos’
MNiaspan and eross-license agreement with Kos

187,  In the mid-1990s, Kos FPharmaccuitcals (“Kos™) devcloped Wiaspan, a
sustained-release niacin product, which relfcased niagin in a controlled dosage lorm lor
cholesterol therapy, (Patel, Tr. 7497, Ialvorsen, Tr. 3945; Horovile, Tr. 3640%. Bascd on
information available to Tpsher-Smith in 1997, Miacor-SE and Niaspan woere virmally the
same in terms of cfficacy and safety, (Halvorscn, Tr, 3947-48, 3960; Troup, Tr. 5524-25;
Kerr, Ti, 6292, Horovitz, Tr. 2626, 3660, Lauda, Tr. 4351; Levy, Tr. 1315). During 1996
and 19497, Lpsher-Smith’s Director of Clinical and Reguiatory Atfairs, Dr. Mark
Flalvorsen continmally kept wack of the infoimation on Niaspan that was publicly
availahle. (Halvorsen, 1, 3943-47; L8X 533),

188, Companng Kos's slatements rogarding MNiaspan’s performance on all of the
lipid parameters —- Lpda), LDL, HDL, tnglyecrides -- amd Kos® stalements reganding the
salety profle of Miaspan to Miacor-5Rs clinical and safely resulls, Dr. Halvorsen was
conlident in June 1997 thar Niaspan and MNiacor-SR were virtually identical. (Halvorsen,
Tr. 3945-47: 1J8X 535). Upsher-Smith executives believed Kos’s Niaspan to bz a dircsct
and major competitor to Niacor-SR. {Kralovee, 'I'r. 3025; 1alvorsen, T'r, 3946-47, Kerr,
Tr. 62971

189, By February 7, 1997, Kos and Upsher-Snuth had neisehated and asreed on

a vross-license under which [ redacied |

! redacted |

i redacted | (Kralovee, Tr. 5022-23; Habvorsen, Tr. 3948 OX 365 ai T453288-9) |
redacted

| fAralover, T 3022-23; Halvorsen, Tr 3948, (X 568 ot 1432858-9)

140,  This agreement did not afficet Upsher-Snnth’s ability to license 118 Niacor-
SR product for sales outside of the United States, (Kralovee, Tr, 3027-28; Troup, Tr.
3479-8(8. In [act, the agreement explicitty allowed Upsher=Sinith 10 liccnse ils cxtra-U.S8.
rights under the patent to third parties. {Troup, Tr. 3655-36; Kerr, Tr. 6462; CX 568 at
143268,

191 The financial market expected Kos™ Niaspan product to b very successtial.
{Kerr, Tr. 6282-83; USX 1606}, On April 21, 1997, investment firm Dillon Reed lorecast
that Niaspan sales wonld reach S250 millton by 2001 --roughly the same amount that
Lipsher-Smith had estimated for s sales of Niacor-SR. (Kralovee, Tr, 5025-26; USX 533
at USL 11515, SPX 225 at 2). In May 1997, analysts at Dillon Reed estimated product
revenues tor Niaspan of $17.23 million for 1998, growing to $242.8 million in 2001, (Kerr,
Tr. 6827-28; 6832-23; USX 239}, Othcr investment reports al that time forcoast Wiaspan
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sales o S20 million in 1997, wrowing to 3250 million in 2000, (Kewr, Tr. 6876-77; SPX
225).

192, The investmenl commmumily’s valuation of Kos Pharmaceuticals in the first
half ef 1997 hoistered Upsher-Smith’s expecialions for Niacor-SR. {Kralovee, It 5023-
20; Troup, T, 5441-43; USX 535).

€. Upsher-Smith’s cfforts to license Niacor-SR

193, Inorder to reach the maximum level of sales for Niacor-SI, Lpsher-Smith
believed that it would have to spend S15 20 million to develop an effective sales force,
{Kralovee, Tr. 5012-13)

194, Upsher-Smith saw great potential for Niacor-SR outside the ULS. market,
bat Tacked & sales ur marketing representative outside of North America. {USX 154-55:
[reese, Tr. 4978; Kralovee, Tr. 5016; Troup, 'I'r. 5476; Halvorsen, e, 3970-71). By mud-
1996, Upsher-Smith began actively looking for a Niacor-SR licensing partner for the
European market. (Kralovee, Tr. 5028-29; Troup, Tr. 3476; Halvorsen, Tr. 3963).
Upsher-Smith planned to market Niacor-SR in North America onils own and so did not
dissuss 1.5, hicensing of Niacor-5R with potential licenscos, {Froose, Tr. 4977-74;
Kralovce, Tr. 3016; Troup, . 3431-33, 5440-41 3.

193, Bythe end of May 1997, Upsher-5mith’s efforts w find a European partner
for Niacor-SR had pregrassed to the point where Upsher-8mith representatives were
holding face-to-face meetings with potential icensees 1o discuss heensing oppartunitics.
(Freese, Tr. 4976-77; Halvorsen, Tr. 3%65: Troup, Tr. 5475-76; Kralovee, TT. 5020-21;
USX 506-98; CX 880). These Lipsher-Smith representatives reported to senior
management that {hey were enthusiastic about finding a licensing partnor, {Kralovee, Tr.
2020-210,

196G, Inthe first week ol June 1997, Upsher-Smith executives were in Durope
meetmy wilh four potential licensing partncrs [or Wiacor-5R: Servier, Pierre Fabre, Fsteve,
and Lacer. {Halvorsen, ‘I'r. 3871, 3967, 4026 Kralovee, Tr. 5028-29; Troup, Tr, 5476;
Horovilz 3767; TISX 396-98; CX 380). Upsher-Smith cxccutives believed that potential
Euvropean hoensmyg partners were showing “strong interest” in Niacor-SR and that a
substantial up-front payment was warranted. (Kealovee, Tr. 3017-18; 5020-21}) Asof
June 1997, none of the four potential licensing pariners for Niscor-SR had wmed down
Niacor-3R, (USX 596; LISX 1523 at 58-58 (O°Neill Dep ), Kerr, Tr. 6321, 6818, 6815-
16).

d. Other Upsher-Smith produocts relevant to the June 17,
1997 Avreement
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197, Tn 1997, in addition to its nigcin and potagsinm supplement familics of
products, Upsher-Smith had several other drigs on the market, or ncar market stage,
meludimg Pentoxifyllme, Prevalite and Pacerone. (Dritsas, Tr. 4018-1%, 4832-33; Troup,
Tr. 53420-21, 3445}, Although Upsher-Smith had plans tfor marketing these products in the
Lmied Stales, 1t lacked the presence and resnurces to market the drugs outside of North
Arenica. {Dnlsas, Tt 4630, 4833; Troup, 7. 5431-32).

1285, Trevalile, a lle acid sequestrant called chalestyramine, was another
cholesterol [ehting drug sold by Upsher-Smith. (Dnitsas, 1t 4618-19). Prevalite was a
branded generic similar to Bristol-Mysrs Squibb’s branded product uestran/Questran
Light. {Diitsas, Tr. 4813-18; USX 591; UUSX 6060). Tn 1994, TIpsher-Smith had sales for
Prevalite of $7 million, with 1997 projected salcs at $8.8 mullion. (Dritsas, Tr. 4804-05,
4812-13; USX 551; USX 440; USX 627 at 15277).

1949 Pentoxil, Upsher-Smith’s trade name for Pentoxifylline, was another
genenc drug that was under development at Upsher-Smith in 1997, (Halvorsen, T, 3281).
Penloxalylhne 15 used Lo treat peripheral intermittent claudication. Pentoxitylline allows
ted blood cells lo be more flexible so that they may pass into blood vessels that have
deercased 1 siec and deliver oxyeen. (Halvorsen, Tr. 3981). By Tune of 1997, Upsher-
Smith had completed and submitted to the FDA all the clincal studies required for
approval ot'its ANDA tor Pentoxifyiline as 4 genetic Iorn of the Trental brund of
Pentoxitvllineg. (Llalvorsen, Te 3US1082). In 1997 alone, Trental sales wore $153 million.
(Rosenthal, "I, 1740). Trental's Pentoxifylline patent was set to expice in July 1997, and
m June 1997, Upsher-Smuth expected to be among the first generics approved to cnter the
market afler the cxpiration of the patent. (Halvorsen, Tr. 3583). At that time, Upsher-
Smith’z internal market projections estimated that Upsher-Smith’s Pentoxifyvliine would
realtze 544 million sales in 1998, (LSX 6648 at 20666).

200, Pacerone, Llpsher-Smith’s trade name for an amiodarone product, was
under development at Upsher-Smith in 1987, Paccrone is used to freat ventricnlar
Lachiycardia, or thylthm management for the heart, (Dritsas, Tr, 4037-38, 4833). In June of
1957, Upsher-Somilh believed that Pacerone was an miportant product and estimated first
vear sales of Pacerone would be $10 mallion. (Troup, Tr. 534463

3. Schering’s interest in and valuation of Niacor-SR

. Schering's interest in Kos® sustained release niacin
praduct, Niaspan

i Schering’s negotiations with Kos

201, Kos (iled an NDA for Niaspan with the FDA in May 1996, (SPX R
Scheriny was mileresled i Niaspan in early 1997, Schering belisved that a sustained
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release niacin product rhat solved flushing cansed by immediate telease miacing and did not
glevate liver cnzymes to the dearce that some over-(the-counler sustamed release macins
had done could be commercially successiul. {CX 1494 at 85; CX 1495 al 73 {Dnscoll
Depo); SPX 1263 at 73 {Triscoll Depl); Andibert, Tr. £116-17).

202, Schering was interested in Miaspan not ondy as a late stage product that
could generate revenues in the near term, but also Decause it presented an opportunity for
Schering o enter the cholesternl lowering market in advance of its launch of czctimibe, a
drug thal Schering was developimg for the cholesterol market. (Audibert, Tr. 4108-11;
Rusuo, L. 3437-38; SPX 21 at O02771).

2053, I 1997 W Raymond Russo was Key's marketing director for
cardiovascular producls in the United States, {Awdibert, Tr. 4110; Busso, Tr. 3433-34).
Russo paricipaied in the negoliations with Kos rogarding 1ts Wiaspan product. {Russo, Tr.
344&y, James Aundibort was Ray Russo’s counterpart responsible [or territories outside the
United States and was for a time invelved in the negotialions with Kos regarding Niaspan.
(SPX 1224 at 77 (Audibert Dep.), CX 1484 at 132 (Audibert Depy, Audiberd, Tr. 2450,
2452, 4109, Russa, Tr. 34307,

204, By the ime ol Schering's discussions with Kos, the FDA had completed its
medical review ol MNizspan, and was discussing labeling with Kos, {(Husso, I 3445, CX
343; Audibert, 4102, 4105). The [act thal the medical review had been completed meant
that the I'DVA had judged the product to be safc and cfficacious, and that it was just a
matter of tinalizing the actual labeling on the product betore approval by the FDAL
{Audibert, I'r. 4105-06).

205, Dunngr the first half of 1997, Kos was sesking a co-promotion arangement
for Niaspan, mecaning thal both partics 1o the deal would be invelved in the sales and
markenng of the Niaspan produect. (Russo, T 3449), Under a co-promolion wrangement,
the parties would split efforts in the field foree and divide the cost o the murkeling.
(Russo, Tr. 3449, A co-promotion arrangement didlers lrom a liccnse, in which the
company licensing the product wouid retain all control and all sales proceads after
royalties are pard. (Russo, Tr. 3449-5(5). Also, in a license arrangement, the licensee
alone would be respunsible for all the expenditures, investment and strategic direction
assoclaled wilh the product. (Russo, Lr. 33449

206, Martn Driscoll, Schering’s Vice President of Sales and Marketing for
schenny’s Key division, ihousht Kos® product labehing looked interesting, {CX 1495 at
96 (Dmscoll Dep.); Dnscoil, Tt 1420, 2702). Schering asked Kos for more information,
including Niaspan's clinical results supporting the labeling. (CX 1493 at 96 {Driscoll
Dep.)). Kos was not forthcoming with additional information. (CX 1445 at 97-98
(Driscoll Dep); SPX 1265 at 97-99 (Driscoll Dep)).
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200, Kog wanted 1o maintain control over Niaspan's marketing and strategic
positiening, while 11s parlner gave Niaspan pnmary promotional positioning, (SPX 18).
Kos wanted to have Niaspan promoled by Schenng’s sales representatives in the “primary
position,” meaning that it would be the first product i sales representative would discuss in
adoctor’s office. {Aundibert, Tr. 4106}, Schering expluined that it could not guarantee that
Niaspart wonld always be in the primary position because Schering had its own products,
such as Claritin, that would be detailed first during particular seasons, {Andiberl, IT.
4107y, Kos also wanted guarantees with respoct 1o the lovel of call aclivily, asking for
specific numbers of specific types of calls through the launch peried. (Russao, Tr. 3451).
Schering did not teel that it could accommodate the level ol call activity that Kos wantzed.
{Russo, Tr. 3451), Schering would be more comlortable with scoondary dotnling, (Patel,
Tr. 7533). Kos wanted “absolute maximum commitment from Schering in the form ol
first line delals.™ (Patel, Tr. 7555} And, Kos also was demmanding strategic control over
the markeling and promotion of MNiaspan. {[driscoll, Tr. 1423; Patel, Tr. 7557). Schering
and Kos also discussed the 1ssue of who would “hook™ zales. (Patel, Tr. 7536). Hooking
sales refers to which company records the sales that have been made. (Patel, Tr, 7556},
Kos wanted to rceornd, or “book,™ Nraspun®s sales 1o show significanl sales as a company.
{Patel, Tr. 7556).

208 Auodibent viewed Kos” demands as "unrealistic in terms of what their
gxpeclalions were from us”™ regarding co-prometion activity, {Audibert, Tr. 2448).
Audibert viewed Kos' dumands for support from Schering’s sales force as irrational, and
verv difficult for Schering 1o agrec to. (Audibert, v, 4106).

ii. Schering®s evaluation. market research, and
forecasts for Niaspan

209, OmFcbroary 11, 1957, the mformation about Niaspan that Schering had
been ablc 1o obrain [tom Kos was senl to Schering’s cardiovaseular licensing group, which
includes Audibert, {Audibert, Tr. 4102 SPX 224). Audibert was asked to evaluate a
Niaspan co-promotion deal, in which Schering would be promotimg the product along with
Kos, from the perspective of Global Marleeting, (Audibert, Tr. 4100-01).

. Im his discussions with Kos and evaluation of Ko matcrials, Audibert
lzamed Lhat 1t was possible to develop a sustained-release niacin product that was bolh
safe and effective. (CX 1484 at 132 (Aundibert Dep.); Audibert, Tr. 2452.33; SPX 18;
SPX 21). For Audibert, Niaspan proved that ths concept of a sustainced release niacin that
reduced tlushing and solved liver toxicity issues conld work, (CX 1484 ar 132 {Audrbert
Dep.y Audibert, T'r. 2454 1y, 4115-10). Kos told Schering that Niaspan had a vory low
meidence of elevated liver enzymes. {Audibert, Tr. 4105). Kos refercnced a study by D
McKwmwney using a particnlar sustained releasc niacin on the market at that ume. (SPX 18;
Audiberl, "IT, 4104).
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211.  Schering performed market research in the United States to delermine
doclers’ milerest in sustained release macin. {(Audiberl, Tr. 2393-94; Russo, Tr. 344748,
3501-02; CX 576). The markel rescarch meluded telephone nterviews wilh ten pronuoni
lipidologists who had attended Schering’s recent meetings in New York conccrning
cectmibe, another drog of Schoring, {Audibort, Tr, 2393-%4; Eusso, Tr. 2447-48, 2501 -
02; CX 576). Schering found that doctors would welcorue a sustained release niacin
product that reduced {lushing and avoided liver toxicity issues, but would want more
evidence that the product met those needs. (Russo, Tr. 3532; CX. 5740).

212, Schering was hopeful that Niaspan's detivery system would overcoms the
experts’ reservations regaiding sustained release niacin and flushing, tiver toxicity and
diminizhed efficacy. {Russo, Tr. 3503, 3509} Accordingly, Schening wanted to see the
rest of the N1A filing for Niaspan for additional data that would suppoerl Kos’
representations. (Rosso, Tr. 3311 ). Schenng also wanted Lo see the [mal labehnyg
submitled to the FDA for NMuuspan because Schenng believed that 101t showed no
gontramndicalions and a beller side cffeet profzlc than other macin products, Niaspan would
be a very good produet for Schering, {Kusso, Tr 3511-12).

213 Following the April 2, 1997 mesting with Kos, Schering worked to put
together hroad deal terms that it nltimately would present w Kos. (Russo, Tr. 3455). Part
of that process invoived an assessment of the product’s value lo Schenng and the
preparation of sales forecasts, (Russo, Tr. 3455} Russo forceastcd as his “hase cuse
scenario 77 what he thought was the most realistio projection of Niaspan sales in the
United States, (Russe, Tr, 3459, 3461 63, 3472, CX 350 at 5P 02743, CX 551, at 5P
02731}, Under this scenario, Russo projected that Schering could achieve 5134 million
in sales in 2002, rizing thereatter to 5193 million. (Busso, Tr. 3401, 3529; X 330 at SP
02743).

fii. Sehering’s offer to Kos for Nisspan

214, OnMay 15, 1997, Schering provided a written proposal to Kos for a co-
promotion of Niaspan, (Russo, Tr. 3463-64; CX 334, SPX 614}, Schering is the only
company that gave Kos a written proposal before Niaspan was launched. (Patel, Tr.
7543).

215 [ redacted ]
[ redacted } (Ruseo, Tr 3389, CX 5534).
| redacted |
] redacted ]
[ redacted | (Ruszge, Tv 3590, CX 554, Patel, Ty, 7666). | redacted |
[ redacted ]
[ redacted | (Husso, v 33500 [ redacted ] (Russe,
Tr 3389, 3500 CX 354, Pavel Tr. 7065 5PX 6100, | redacted
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redacted ]

fRusse, Tr. 3389-90, CX 5540 | redacted
| (Russo, Tr. 3389, 3500; CX 554: Pated, Tr. 7565, SPX 6180 [ redacted
redacted
redacted 1 rRusso, 1r 35389: CX
354; Parel, Tr. 7663 SPX 619 [ redacted redacied
redacted
redacted | Puatel, Tr. 7600).

216, Schering’s proposal did not contain up-front pavments to Kos or equity
mvestments. (Paial, Tr. 7003, CX 334}

217 On May 21, 1997, ong week after submitting jts proposal, Schering had a
eonlerence vall with Kos Lo discuss the written proposal. {SPX 230k SPX 35; Pared, Tr
7867). Kos did not react favorably to Schenng’s proposal. {Russo, Tr. 3465). Mr. Dan
Bell, Chicl Operaling OMeer of Kos, 1old Schening thal 11 offer was practically
“insulting,” and that he was “ollcnded” by it (SEX 230; fPafel, T 7660].

218 | redacted | fPatel Tr.
AV E N | redacted
redacted |
fFatel, Ty, 7531-32, 7608 CX 5356, CX 769) | redacied
redacted | {Russo, Tr. 3405-60) [ redacted
redacted
| fRusso, Tr 34030 | redacted
redactecl ] iRussa, T
J4500 0 redacted
redacted ]
tBefl, Tr. 7367 Patel Tr. 7608-09; CA 556). | redacted
redacted
redacited | (Paiel, Tr. 7567, 707-08 0X 356)).

219, Afler recerving Kos' reaction to Schenng’s fivst proposal, Schering did not
submil #nother proposal to Kes. (Russo, Tr. 3466, 3488; CX 5358} Schering felt that Kos
would be a defffeult partier (o desi with, (Audibert, Tr. 24500,

iv. Kos® discassions with other potential partners
amdl subscguent sales of Niaspan

220, Kos Niagpan enlered the market in August 1997 (7 1. 1404 (Driscoll

LR.)). At the lime of Niaspan’s launch, Kos was still looking for a co-promotion partner
lor Niaspan in the ULS. (Patel, Tr. 7577
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221, Inthe fall of 1997, Kos had conversations with Searle Phanmaceuticals.
(Patcl, Tr. 7576; Egan, Tr. 7895-96; 7598). In early Novermnber, Searle met with Kos and
the partics discussed Kos' demands [or o U.S. co-promoelion agreement. {CX 524). Kos
demanded [rom Searle a large mumber of details [or Nigspan. (Egun, Tr. 7986-58). Scarle
tound Kos' demands unreasonable. {Tgan, Tr. 7952}, Kos wanted an up-lront payvimcat
from Scarle in the $10-20 million range. {Egan, Tr. 7982). Kos also wantcd a
“ridiculous™ and unressonable percentage of the profits from any co-promore Arranpement.
{Hzan, T'r. 7984-43). Searle declined the Kos epportunity. (Cgan, Tr, 79800,

222, During the summer and fall of 1997, Koz was also pursuing discussions
with Smithilime Beecham concerming a co-promotion arrangement for Miaspan. In
August 1957, Kos discussed with SmithKling the broad terms of a potential co-promotion
parinership for Niaspan. (Fafel, Ir. 7678; CX 508} Az with Schering, Kos stated that it
needed puarsmeed delalmg for Miaspan, that Kos wanted to book sales, and that Kaos
warlod (he vpporlunily o co-promole & SmithKhine product. ¢Pateld, fr. 7675-78; CX
a08), Smithiline and Koz aiso discussed SnnthEine’s interest in non-U.8, nghts o
Miaspan, (CX 508). In November 1997, Kos announcod disappointing sales resulls and
its stock price dropped. (Fared, Tr 7085, Tr. 70880 Levy, Tr. 2076-T7). Suhscquently,
StthKlhine and Kos did not to enter into an arrangement regarding Niaspan, (Patel, Tr.
TR

225, Kos had other discussions wilh polential pariners about a European license
for Niaspan after November 1997, (Patel, 'Iv. 7389). | redacted
redacted
redacted | {Paced T 7615 7387). Kos did not find a Eurapean partner for
its Niaspan producl. (Patcl, Tr. 7540).

224 Owerall, Kos’ MNiaspan has had a spolly lesiory in the matkelplace. (Kart,
I'r, 63249, Initaly, Niaspan did not achieve nearly the expectad sales levels prodicted and
Kos' stock price plummeted. (Keir, "I 6329, 6331; USX 1607),

225 In 1998, Niaspan sales were poor. Salas for the first 6 months of 1998
totaled $3.8 miliion and in August 1998, after being in the market one vear, Niaspan’s
sharc ofnew prescriplions for the month was only 1.1%. {Audibert, "I 4152, SPX 15).
Total sales for 1998 were only $15 mullon. (Driscoll, 1. 1405). Two yeurs after
introduction, in 1999, Niaspan®s sales were only $37 mulhon. {Kerr, Tr. 6331; USX
1613}

226, Aller four years, Niaspan 1s now moderately successful, with last year's
galcs cqual o about $100 million. (Kerr, Tr. 6331).

h. Schcring’s Evaluation of Upsher-Smich’s sustained
release Niacin product, Niacor-SR
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227, InJune 1997, Kapur telephoned Laudza and told him that Schering was
considering a licensing opportunity for Upsher-Smith s sustained-release nizcin product,
that the opportunity would cost Schering approximately 3o0 million, and asked it Global
Marketing wonld perform an assessment of the product. (T.auda, Tr, 4342-43), Lauda
contacted Audibert and instructed Audibert to conduct a cormmercial asscssment of
INiacor-SR. for worldwids temitories, excluding the United States, Canada, and Mexico
(“Worldwide EX-NAFTA”)L (Lauda, Tr. 4344).

228 Audibert begam s review when he received the daty package regarding
Nracor-5K o fune 12, 1997, {Audibert, I't. 4113; Lauda, tr. 4544). ‘T'he package
meluded resulls from the two phase TI pvotal climcal tnals conducted by Upsher-Smith to
obtain remstration ol Niacor-SE, relerrad 10 by their nprotocol numbers 9200115 and
200221, (Audibert, Tr. 4113-15, 4171; CX 1042, Halvorsen, Tr. 3907-08). Ths packars
also included miormation regarding (wo drafl protocoels for phase TT1-B studics Upsher-
mmith was planning to conduct onee the MDA was filed, (Andibert, 4113-15; SPX 71-72;
Halvorsen, Tr. 4025), Phasc 111-B studics arc studics conducted not as part ol the initial
registration of a product, but to support subsequent labeling revisions, {Audibert, Tr.
4114). Une protocal would evalnate the use of Niacor-SR in combination with a statin,
and the other would evaluats Niacor-5R when admintstered as a single evening dase.
{Audibery, Tr. 4115; SBEX 71-72).

L Mr. Audibert’s qualifications in June [997
A, Expertise in Sustained Eelease Products
and Cholesterol Lowering Pharmaceutical
products

229, James Audibert, whoe 15 curmenily cmployed within the Schormg Plough
Research Institite, was serving in Jonc of 1997 as the Senior Dircetor of Global Marketing
for Cardiovascular Products. {Andibert, Tr. 4085, 4092). Audibert reccived his Bachelor
of Seience 1 Pharmmacy from Northeastern University College of Pharmacy in 1974, and
recelved s Masler of Seience in Pharmacology from Northeastern University College of
Thammacy in 1982, (Awdibert, Tr. 4081} From 1976 to 1987, Wr. Audibert worked for
lwo comparies, bolh ol which specialized in the use of sustained release technelogy to
translorm old compounds into new products. (Aodibert, 11, 4U82-84).

230, Inmud-1986, Scherng acquired Key and, m Warch 1987, Audibert moved
to New Jersey to work lor Scheting’s murketing departmenl. In Apnl 1995, Audibert went
te work in Schering’s Global Marketing Department. {Audibert, Tv. 4085). In tlus
position, Andibert was 11 charge of cardiovascular products, including choleateral
lowermg products. (Auodibert, Tr. 4092-93).

231, Audiberl’s responsibibires included working on a cholesterol-lowering

43



agen Schering had o developmend cailed ceelimibe, (Audibert, Tr. 4093). By early-
[997, Wk, Audibert began working with the research organization to identily the palient
populations in which, and products against which, czetimibe wonld be lesied in clindcal
studies. (Audibert, Tr. 4094). As part of this process, Audibert was also conducting a
detailed evaluation of the market for cholestero] lowering drigs. {Aundibert, Tr. 4094-95),

232, Andibart’s detailed evahmation of the cholesterol lowering madket included:
(1} arewniew of secondary information and published literature regarding the market and
products within the market; (2) conducting primary market research around the world,
including mterviewing physicians on what they perceived to he unmet needs and future
irends 1 cholesterol management; (3] convening advisory panels to get input from experts
in Lhe choelesterol lowering area; (4) attending major cardictogy meetings around the world
dealing with current and [ulure trends 1n cholesterol manapement, and the development of
[uture cholestcrol lowenng products; ind (3) lraveling (o subsidianes around the world to
meet with nattonal cxperts and local opinion leaders in cholesteral management
{Audibert, Tt 4095-96),

233, Agpart of this process of evaluaring the cholesterol lowering markcet,
Audhibert studied the profiles of the products that wers already availabls for the treatment
of cholesterol, as well as the anticipated profiles of future products, and evaheated what
onmet needs existed within the marked. (Auadibert, Tt 4057-98). This included studying
the major cholesterol lowering products on the market in 1997, including (hs statins, the
fibrates, the resing, and niacin, (Audibert, Tr. 4098). Audiborl also conductad & dolailed
evaluarion of the size of the cholestero] lowering market, which included: (1) cxamining
the cwrent size of the worldwide market by product and geographie tervitory; (2)
prodictiny the fitture stze of Lhe cholesierol lowenng market through conversations with
opinions leaders, exammation of cholesleral munagement trealment guidelines, estimation
of the impact of luture products on the markel, end consideralion of analyst reports
published by the investtment community. (Andibert, Tr. 4096-97).

234 ] redacted
redaeted
redacted | [(SPX 625 at SP 002914, SPX 25 at SP
28990 | redacted i

SOSPX 62y at S 002904, SFX 25 ar SP 2500

135, |redacted

redactes
redacied ] fAwfiber:, Tr 4300002,
SPX 221 ar SP 002895-2898) | redacted
redacted | fAwdibare, Tr
4307-04: SPX 23f it SP002941-2942). | redacted
redacted
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redacted ) fdwediberr, Tro 4308 SPX 237 at SP 02944), [redacted

redaeted
redacted | (Audibert, Tr 4304, SFX 23] ar SF
002944)].
236 | redacted
redacted
redacted
redacted | (Audiberr, Tr. 43040

237, Andibert also leamed about niacin through his waork on eretimibe,
(Avdrbert, TT. 4098-99). Audibert was fully aware of the available seientific knowledge
regarding nisem, meludmg: the fact that macin had been known for many years to have a
posiiive clificcl on vanous hpid paramciers thal are important in cholesterol management,
inclnding fowermg LDL, raismg HDL, lowering triglycerides, and lowennge Lp{a); the fact
that niacin has becn shovn to be clicstive in long lenm morbidity studics; and the fact that
niacin was incorporated into the NCEP treatment puidelines which recommend niacin as
ome of the agents tor use in managing chotesterol. {Ardibert, Tr. 4085949, However,
Audibert was also acutely aware of the fact that ininediate release forms of niacin were
hmited by the side effect of flushing, and Lhat sustainzd release niacin dietary supplaments
had besn associaled wilh subsiantial elevalions m hiver eneyme Tevels. {Audibert, Tr.

4100,

B. Involvement in the evaluation of Kog®
Sustained Release Niacin Product in
Spring 1997

235 OnFobruwry 11, 1997, he informalion aboul Miaspan that Scherng had
obtaincd from Kos was aent to Schering’s cardiovascular licensing group. {Audibert, 1T
4102; SPX 9245,

239 On March 13, 1997 Audibert and Russo initiated a contercnec call with
Kos to discuss Niaspan. {Audibert, 'Tr. 4103-035; SPX 18 at 8P 0027763, During this
comversalion, Awdibert initiated a discussion of Nizspan's side effect profile, including in
parlicular, the success of its sustamed release formulation in: overcoming the flushing
side effect of immediate release niacin, without causing the significant elevations in liver
enzymes reporled with over-the-counter sustyined release niacin fonnuelations. (Andibert,

T1. 4103-03; S5PX 18 at 5P 2776; Russo, Tr. 3443-44).

240, Kos advizsed Aodibert that the rate of discontinuation due to flushing had
been reduced to alout 5% of patients. (Audibert, Tr, 4103-05; SPX 18 at SP 002776).
When Audibert rafsed the issne of liver enzyme elevations, Kos advised Audibeart that, in
contrast to the MeKinney study in which 50% of paticmts expericnced liver cnzyme
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clevations above five times the upper limil of nommal, only ahout 19 of patients in clinical
trials with Niaspan experisnced ¢levations ol lhree Limes the upper hml of normal.
{ Audibert, Tr. 4103-05; SPX 18 at 3P 00277a).

241, Kos advised Avdibert that it had filed an application for regulatory
approval with the United States FDA, and that the FDA had completed its medical review
of Niaspan and wag discusging labeling with Kos. (Audibert, Tr. 4805; SPX I8 at SP
O0277G). Becanse the FDA does not procecd to a discusszion of labeling until it has
determinzad a product is safe and effective, the fact that the FDA had completed its medizal
review and was discussing labeling tor Niaspan indicated to Audibert that the 'DA had
concluded that Niaspan's sustained release formulation was indeed safe and effective.
{Audibert, Tr. 4101-02, 4105-06).

242, In late-March or early-Apm] 1997, Audibert stopped participating as the
international conract in the negoliations with Kes. (Audibert, Tr. 4111-12). Kos had
indicated that it was [ocused on co-promotion of the product i the Uniied States and (hat
pramoting Niaspan outside the United Slates was nol a poority, (Audibert, Tr, 4106).
Audibert terminatad his involvement, in part, heeanse he belicved Kos' demands were
“totaily irrational® and he felt that it was unlikely that the partics would reach an
agreement. {Awdibert, ‘It 4111-12)

il. Mr. Audibert’s evaluation of the Niacor-SR
opporiunity in June 1997

A, Evaluation of market opportunity and
product profile

243, Audiburl conduected an evaluation of NMiacor-SR to detemune whether its
product profile satisficd the marker opportuniyy, (Audibert, Tr. 4112). The 32-page data
packaze provided by Upsher-Smith to Schoring contained detamled summanss of (he
resilts of Niacor-SR's phase I pivotal trials, including all the indormation that Aodibor
requited to conduct his evaluation of Niacor-SR’s clinical profile. {Audibert, Tr. 4113-
14).

244, The chimcal data from Upsher-Smith™s pivotal irials confirmed to Audibert
that Mizcor-SR was effective, and that it exceeded the reeulatory hurdle of an average 15%
reduction i LDL cholesternl. (Audihert, Tr 4123 CX 142 OX 1484 at 119.21
{Audibert Dep.}).

245, The clinical data from Upsher-Smith’s pivotal trials ilustrated to Audibert
that Niacor-SR had significantly reduced the incidence of flushing as compared o
immediate release niacin, (Audibert, Tr. 4117-19; CX 1042 at SP 16 00088-00089). As
compared to ymmediate refease niacin, Niacor-SE redueed the number of thashing
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occurrences more than four-fold. {Audibert, Tr. 4118-19; CX 1042 ar 5F 16 00029,
Horovitz, Tr. 3645-46),

246, ‘The chmcal data from Upsher-Smith’s pivotal trials illustrated to Audibert
that Niacor-5R caused a very low incidence of liver enzyme elevations. {Audibert, Tr.
411820 Auchbert comeluded that the incidence of liver envyme elevations in the Niacor-
SR pivetal inals was sonsistent wilh that seen with cholesterol lowenng drugs generally,
and was substantially lower than the 66% mecidence associated with prior sustamed release
nigem produets. (Aadibert, Tr. 4104-05%, 4121 4124, Horovite, 1r. 3650-51). In his
writen commercial assessnent, Audibert reported thal the faet thal some patienis
expoericoeed lver cozvine clevalions with Niacor-5E was consisient with the known side
cticet profile of the statine. {(SPX 2 at 8P 16 00044). Audibert’s evaluation of the resualis
of the MNiacor-5R pivotal trials also rovealed that the liver cnzvme clevalions cxpenenced
in that simall percentage of patients returncd to normal when the drug was discontinued.
{Audibert, Tv. 4121-22; UX 1042 at 5P 16 (0023; Horovitz, Tr. 3649-50),

247 Based on his evaloation of the resultz of the pivotal mials, Audibert
concluded that Macer-5R was a safe and effective drog that sabsfied the unmet need m
1he cholesterel lowenng market that he wdennficd m June 1997, {11 Tr. 4123-24 {Auditbert
Depa))y. Avndibert had seen Kos® Niaspan as the “proof ol conecpt,” and he concluded
based on the vesulis of Upsher Smith’s ¢linical trials that Upsher-Smith had also used
sustained release technology to develop a sale and etfective niacin product. (11 Tr, 2453-
54 (Aundiberl Dep.); [Lawda, Tr. 4372-73) .

B. Mr. Aundibert’s Commergial Asscssment of
the Niacor-SE (pportunity

243,  Having determined that Niacor-SR's product profile satisficd an unmet
need 1 the marketplace, Audibert constiucted a torecast of sales based on that product
profilc in that market. {Audibert, I'r. 4124). The process for constructing this sales
forceast ineluded: {17 a1 evaluatinon of the current and future sive of the cholesterol
iowermyf marke; (2} an evaluation of how Nizcor-SR would e pesihoned witlnn that
market: (3) an cvaluation of the price at which the product would he sold; and (4} a
determination ol the marker share that the product would abtain given that pnce and
product pesition in & market that szze. (Audibert, Tr, 4124-27),

249 First, Audibert cvaluated the current size of the market and made a
progection of the future growth of thal markel lor a period ol ton voars, {Awudibord, Tr
4124-25), Mr. Audibert used IMS data reprosenting the current size ol the cholesterod
lowering market worldwide, excluding the ULS., Canada atd Mexco (“worldwide Ex-
NATTA™), the 1emitorics in which the Hoonse 1o Wiacor-5R was available. {SPX 5). The
IMS dara indicated thar the size of the cholesterol lowenng markel in those lemilories in
1996 was 54 billien, (SP'X 5). Mr. Auwdbert’s handwrillen notations on the IMS data
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reflect his caleolation of pnor growth in Lhis marker at a rate of 10%, 22% and % in the
previous thres years. (SPX 5). Audiberl estrmated an averags annual growih 153%1n
15597, 1998 and 1999, and a lower growih rate of 10% thorcafior. {(SPX 2 at SP 16
ooo04s)y, Second, Audibert evahnated how Niacor-SE would be positoned within the
chelesterol lowering market, first, as monotherapy and sccond, in combination with
statins. (Andibert, Tr. $125-26; [SPX 237 o SP 802944, Thind, Avdibert conducted an
evaluation ot the price at which Niacor-SR could be marleeted. (Audibert, Tr. 4123-27).
In making this determination, Audibert knew that Niacor-SR’s position againat the statins
Tequired that he be realistic in tenns of pricing for Nacor-SR. {(Audibert, Tr. 4126). Asa
tesult, he concluded that Nizcor-5K would best be positiched as an inexpensive alternative
to the statms and he selected a price of just half of atorvastatin, the generic name for
Lipitor. {(Auwdiberl, I'r. 4126). Fimally, Audibert projected what share of the market
Muacor-5R could obtain at thal price and posttiomng. {(Audibert, Tr. 4126-27). Andibert
concluded that Miacor-5R would compote as a low-priced, moderately effective product
for the treatment of high cholesterol. (Audibert, Tr. 4126-27), From s experience in
talking with cardiologists and health payers internationally, Audibert had leamed (hat
many countries with government lunded health systems recopnised the need 1o real high
cholesterol, but simpiy could not aftord to treat significant portions of the population with
the expensive statins. (Audibert, 'Ir. 4126-27).

230, Having wdentified the opporlunly 1o position Miacor-514 a3 an mexpensive
altcmative (o slalins, Audiberl atill beheved that Mincor-SE would only obtam an mitial
market sharz of . 75%, rising for just two vears o 1.5%, and then decreasing thercaltcr to a
1% share. {Andibert, 'I'r. 4027-20; SPX 2 at 5P 16 00047),

251, Having estimated the overall sive of the market and a market share for this
product over 4 ten year peried, Audiber! used multiphcation to deternine projected sales.
{Audibert, Tr. 4127, Audiborl’s formal writicn asscssment for Miacor-SR, dated June 17,
1997, ncludes tabies illvstrating Awndibert's annual projeetions ol market size and market
share, from which he caleulated annwal dollar sales. (Andibert, Tr. 4127-29%, SPX 2 at 8P
10 (00045-47), The sales projected for each of these years, in millions, wore:

Snles [5) Ly 2040 2ol 12 2003 2004 2005 2005 20T

Mg

13
el

Millions 45 i 114 124 111 1 140 | 125 1346

|45

(SPX 2 at SP 16 00046-47).

252, On the basis o his sales projections, Audiberd then prepared 2 wntten profit
and loss analysis. (Audibert, Tr. 4138-39; SPX 6). The annual profit and loss calculations
were created by deducting from his sales forecasts, an estimated 10% cost of goods, as
well as the cost of selling and prometmg Niacor-SR, which Audibert estimated to peak at
$22.8 millioain Lhe thitd year of sales. (SPX 6). Because Awdibert did not know what
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rovalty rate would be negotiated, his calculations represented the annual net proiit belore
deducting the toyalties to be paid to Lpsher-Smith. {Audibert, Tr. 4139).

253.  Followmg his evaluaion of the Nacor-SR opportunity, Audiberl prepared g
written commiercial assessment, as well as a wnllen profil and loss projeciion on the busis
ofthe sales he had projected 10 s commerciad asscssmenl. (SIX 2; SPX 6). Aundihert
provided a copy of cach of these documents to Lauda. (Audibert, Tr. 4138-); Lawda, Tt
4345-46).

2534 In his asscssment, Andibert provided background information regarding the
cholesterol lowering market, including the competitor products in that market, (SPX 2 al
SP 16 00040-45), Audibert explained the current state of knowledpe regandip miacin as
an effective cholesterol lowering agent, as well as the difficulties that had hampered prior
nnmediate release niacins {flashing) and sustained release niacins (association with
hepatotoxicily). (SPX 2 at SP 16 00040-43). Audibert detailed the current zize of the
cholesterol lowenng markel, recent growth expenenced in that market, and provided an
asscasmrent of why the growlh of thal markct was expected to conttinue. (51X 2 at 51 16
00040-45), Audibert identificd hiz conclusion that a product opportamy exisied for
Miacor-5R, and on the basis of his conclusions, he provided a somary of his sales
projections for Niacor-5R. {5PX 2 at SP 16 00040-435). Audibert attached to his
assessment two tables which contained his defailed financial projections of both the fumre
mowth of the cholesterol [owerng market and his sales projections for Niacor-3R in thart
market, (SPX 2 at 5P 16 00046-47), Audibert concluded that NMiacor-Si offers a S100 1
million sales opportunity lor Scheting. (SPX 2 at 5P 16000450,

2353, Niacor-SK also offered strategic valuc to Schering in Junc 1997, Schering
was developing ezetemibe for the cholesternl market, the projected launch of which waa
still several years away. {Audibert, ‘I'v. 4004, 4T08-U9). Because Schering was planning to
launich Lthe Jargest product in company history in 2 market in wiiich it had no presence, it
Wwas itnpotrianl for Schenng lo first establish a presence m that market 1in order to bwld a
knowledgzeable sales foree capable of maximizmg the launch of ezethmbe. {Aodihert, [
4108-11; Horovitz, Tr. 3622-23, 3659-66; Lauda, Tr. 43458-49; Russe, Tr. 3437380

iii. Audibert’s sales projections for Niacor-5R werc
consistent with projections for Niaspan

25¢.  In March 1997, Kos procesded with an Initial Pablic Oflcring, (“TPC7) on
the bazis of projected sales of its primary product, Niaspan, {Patcl, Tr. 7544; Egan, Tr.
T982; Kerr, T, 6962 Around the timic of the (PO in the spring of 1997, sovoral market
andlvsts published profected ULS. sales for Niaspan rcaching between 5220 million and
$250 million in the third year of sales. (Lovy, Tr, 2072; SPX 226; Kerr, Tr. 6872-73; USX
335 at USL LE51 4, [Pasel, Tr. 7674-75) ]
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257, In April 1997, Russo, Schering’s senior director of marketing in charge of
the nzgotiations with Kos prepared a range ot torecasts of potentbal LS, Niispan sales,
Russn forecasted as his “base case scenano 11 what he thought was the most realistic
projeclion of Nizspan sales in the Unted States. (Russo, 1. 3439, 3461-63, 3472; CX
550 al §P 002743, CX 551 al SP 002731}, Under this scenario, Russo projected that
Schenng could achieve 134 million 1n salos in 2002, memye therealter to $1922 million.
(Russo, Tr. 3461, 3329; CX 550 at SP 002743).

iv. Schering determined dthal the value of Niacor-5R
to Schering in Jure 1997 exceeded 560 million

258, Following Andibert’s evaluation, Lada and Audibert inet to discuss the
written asscsstment and protit and loss statement, including the projected sales that
Schering could expect from Niacor-SR, its projected market share, and assumptions
anderlving those projections. (Landa, Tr. 434543 SPX 2; SPX 6).  Laoda comeluded that
Schenng could promote Niacor-SR and “sasily gamer” the market share thal Awdberl
projected. (Lauda, Tr. 4347-49).

259, Using the inancial projections contarned in Audibert’s commercial
assussioent and the teins ol the license agreement, ncluding the royalty payments to
Upsher-Smith called for under the agraement, Schering performed itz standard calculation
of the economig valug for this transaction which confirmed that Niacor-SR presented an
gsconomic value o Schering of belween $223 1o 5263 million, amd an tnlemal rale of Tewom
of 43%. (SI'X 26 at 81 16 00275). INone of Complaint Counsel’s witcsses challenged
the vahdily ol Schormg’s caleelation thal Audibort’s Imancial projoctions lor Niacor-SR
represented an cconomic value to Schering of betweon $2235 to $265 million, and & reun
on its investment of 43%, (SPX 26 at 5P 16 {2735).

260, Schering’s expert on pharmaceuticals, Dr. Zoia Horovitz, performed his
own “conservahve” calculations and concluded thal Schermy could have paid as much as
$100 million and skl obtained a 33% nlemal rate of return and an ceonomic value of
3205 million. {Horowvite, Tr. 3617-138). Upon revicw of the information he relicd upon,
Dr. Horovitz (estified thal, based on Schenng’s projections at knowledge in June 1997, the
deal [or Niacor-SE would be a pood deal for Schering and would stand on its own two
fcot. (Horovitz, Tr. 3787).

261.  Having concindad that the Niacor-SE opportnity presented a value to
Schering in cxecss of 360 million, Lavda advised Kapur of hiz cenclusion and later
provided him a copy of Audibert’s written assessment and profit and 1oss projections.
(Launda, Tr. 4349; SFX 2; SPX 6).



4, Schering’s And Upsher-Smith’s post-deal conduct

n, Schering’s internal preparations and communications
with Upsher-Smith regarding availability of Niacor-5R
data

262, Shottly after Schering’s Beard ol Directors approved the Miacor-5R
license, Junc 24, 1997, {CX 3404, Schenng bejran (o gl the Niacor-S8R projest orzanizcd.
On July 2, 1997, Kapur informed Cesan that global markering would fake responsibilicy
for Niacor SR, while Warrick, Schering’s subsidiary, would ovarsce development of the
zeneric products licensed {rom Upsher-Smith. (SPX 8). At the same time, Kagur notificd
I.anda that the Nizcor-5R deal had been approved and thar globhal marketing was to take
the lead in supervising Schering’s intcenational registration and marketing of Niacar-SR.
(SPX 7; Lauda, Tr. 43507,

263, Schenng also contacted Upsher-5mith regardmg Miacor-3R and other
matters spon alter the Schenng Board approved the Uipsher-Simith lhcense agresment.
{SPX 255; 8EX 9). On June 30, 1597, Schering’™s in-house counsel lor icensing, [Paul
Thompson, sent Upsher-Smith a dralt ol a more detailed Amendment Apreement that
expanded an such issues as the supply and delivery of Wiacor-SR and other licensed
products. (SPX 255; Kraloveg, 'I'r. 3050513 On July 16, 1997, Kapur wrote to Froup
regardmg Schening's intention to schedule 2 visit to inspect Upsher-Smith's faciiity that
manulactured cholesyyramme, one of the genene producls Schering had leensed from
Upsher-Sniith, (SPX 9},

264,  Audibert attempted to arrange, through Mark Halvorsen, Upsher-Smith’s
Director of Clinical and Regulatory Affairs, a visit by someone from Schering’s ¢linical
research group o Upsher-Smith in order to review Upsher-Smith™s data and discuss
regulatory Ahing stralepies, (SPX 241; Audiberl, "It 4142, 4149-50). On August 21,
1997, Audibert updaled Kapur on the Miacor-5I8 project, cxplammung that his cfforts to
arrange this teip o Upsher-Smith had been unsuccesshul because of Upsher-Sratth's delays
in compiling the pelevant clinmeal data and repulatory docaments. (SPX 11; Audibert, Tt

4154-55).

2065 Schering continued to communicats with Upsher-Seith regarding ks desire
to obtain the Niacor-5R data. (SPX 1L SPX 12). On October 21, 1997, Kapur wiote to
Troup, asking whether the Niacor-SR cliniesl data that Schering had expected by mid-
Crctober was available and attempting once again o set up a mesting for Schering to
review the information ar Upsher-Smith’s offices, (SPX 12 at 8P 05 00014, Andibert, Tr.
4156 A November 7, 1997 memo from Mr, Kapur to Andibert indicates that Troup had
agreed that Upsher-Smith would send Schering the Niacor-8R registration iiformation in
seaments so that Schering would net have to wait until the fll ISS/JSE (Integrated
Summary of Salety and Integrated Summary of Efficacy) wore campleted. (SPX 12 21 SP
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03 60013; Audibent, Tr. 4156).

b. Upsher-Smith’s internal development efforts on Niacor-
SR and communications with Schering

206, After the June 17, 1997 agreements, I'roup alerted the vanous managers of
departments at Lpsher-Sith about the specific products being licensed by Schermg and the steps
to be taken for each product under the license agresment with Schenng. (Troup, Tr. 5481-83).
By the end of June, Upsher-5milh and Schenny had besun lo negoliale and exchange drafis of a
fuller Amended Agreament snd a Manufaclunng Agrecement for the producls from Upshe-Somth.
(UISX 732).

267, Asof the summer ol 1997, Upsher-Smith was zoing [orwand with its NDA and
Upshear-Smith’s primary activity was to complete the final study reports and the TSSISE.
{Halvorsen, Tr, 2975), The patient phase of all four ¢linical studies had concluded well beforc
June 1997 and Upsher-5mith was in the process of compiling the data. (Halvorsen, 'I'm. 3912).

268, T early Juna 1997, consiatent with the FDA s apreement m Murch 1997 that
Tlpsher-Smuith only needed o conduet 4 single-dose PK test (Halvorsen, T, 3940-471; USX 02817,
L psher-Smuth preparcd a protocol for such & test and started on it immediately, (Halvorscr, Tr,
3941: 8PX 331). To conduct the PK tost, Upsher-Smith first had to be sure that it had validated 4
proper bioanaivtical method for measuring the drug passed in arine. (Haivorsen, T, 3942-435).
Lpsher-Smith hired two contract research organizatons (CROS") to work separately m
competition o develop a final metheds validation. (Halvorsen, Tr. 3942-43; TISX 5620,
Simultaneouwsly, ipsher-Smith had then tzst the protocol with a pilot stady asing Slo-INiacin a0
that Upsher-Sath would have samples to use it devcloping the method for testing Niacor-SE.
{ITalvorsen, Tr. 3942-435).

269, Lpsher-Smith continued throughoent the second-half of 1997 to hold 1ts
teleconferences with the CROs regarding the study reports, medical namatves and the
secampanying medical naratives. (Haivorsen, 'T'r. 3973; LISX 1146). Between June 20 and
December 19, 1997 there were 19 more such conference calls. (UISX 1146). As of July 22, 1997,
lhe oul was Lo [le the Niacor-SR NDA belore the end ol ihe vear. {Halvorsen, Tr. 3985; TISX
118% al 093578).

270, Danng Junc and July 1997, Upsher-Smith was working on its Niacot-SE package
insetl to include wiih 1ts NDA submission. (Freese, Tr. 49590; USX 308} By July 21, 1997,
Tlpsher-South had developed a tevised drafi of s packase mserl. (Freese, Tro 4990; 175X 308).
Lpeher-Smith’s drafl paekage ingert mcloded annotations w over 20 dilTerent suacin studies
regarding the efficacy and benefls of niacin in Lhe lreatment of hypercholesterolemia. (Freese, Tr.
499(); TISX 308 aL 110477-9).
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271, Prior o August 14, 1997, Audibert called Halvorsen regarding Niacor-5R elinical
data in the [irst of several communications belwesen the lwo representatives. (Halvorsen, Tt
307677, USX 189, Dunng thal firsl call, Halversen and Audibert discussed the four elinical
smdies Upsher-Simnith had conducted with Niacor-3R [or FDA approval — the two pivotal studies
and the two tollow on studica, {Halvorsen, Tr, 3976-77; USX 189). On August 14, 1997,
Audibert sent Ilalvorsen a [ax to arrange a meoting al Upshor-Smith for the week ol Seplember
15, {LUSX 189).

272, In August 1997, Upsher-Smith was still planning to file its NDA For approval of
Miacor-5R at the end of 1997, {lalvorsen, 1t 3977-78). By telephone call, Halvorsen mformed
Audthert that he did not helieve that there would be clinical data availablzs until late Oclober, and
that what {psher-Smith would have at that time were the final reports from the individual studies,
and nol the ISSASE. (OX 780 at 002346).

273, On August, 13, 1997, Upsher-Smith mailed copies of the four protocolz --the [ 15,
221, 837 and 955 climeal studies --w Audiberl. {Halvorsen, Tr. 3979, USX 727). Mr. Audibert
then [orwarded this information o Schering’s rescarch insttule. (CX T8O al 00236).

274, On October 27, 1997, a Schering licensing attorney faxed to Upsher-Smih's C1O,
Mr. Paul Kraloveo, a copy of the Amendment Agreement with Schering’s proposed revisions.
{5P'X 217 af 0013). On November 12, 1997 Kapwr's secretary, responded to Upsher-Simith’s
October 31 letler regardmg the need for Schenny to execute a broader confidentiality agreement
covering the licensed products, inclading Pentoxafyllme. (TSN 218 al 135402).

. Kos® stock plunge preceded Upsher-Smith’s and Schering’s
decizicns nof to pursue Niacor-SR projects

275, In November 1997, Kos amnounced its first guarterty results for Niaspan sales in
the United States, which wore considerably below whal everyone had expected. {Audibert,
Tr. 4136; Lauda, Tr. 4433, Halvorsen, Tr. 3956; Troup, Tr. 5480}, The first published figares
regarding Miaspan sales in Novermnber 1997 wore a major disappuiniment le investors, and Kos
stock price, which had peaked around $44 por share, plummeted to 85 per share. (Troup, it
5480).

276, Within a tew weels after Kos relcascd the sales information lor Niaspan, Upsher-
Smuth had pulled back on #ts ANIDA project because in order to successhally go [orward wilh a
genenc product, the hranded product must attain a certain Tevel of sales. (Halvorsen, Tr. 3956,
3%964). An NDA was equalty unpromising, as Niacor-5R was a very similar product to Niaspan,
which failed to achieve a large following, (Halvorsen, Tr. 3964). In December 1997, Upsher-
Smith put its Niacor-SR development project “on hold statns, pending evalwation of Koa
marketing success.” (SPX 302 at USL 16163),

277, Although Upsher-Smith decided not to o lorward with 1t2 NDA for Miucor-5R in
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the United States, & Decomber 16, 1997 Fax roporls thal Halvorsen informed the Niacor-5R team
that there was a possibility that the project would procced in Europe throngh Schering, (USX
1225, Halvorsen, ‘T'r. 3987-88), January 15, 1998 mecting mintes indicate that the Niscor-SR
project was on hold with “only minimal activity” to continue in most departments, (CX 962 al
LISL 13253; Halvorsen, Tr. 4051). Halvorsen teatified that Upsher-8mith’s clinical departrment
proceeded “full torward” at that pemnt with efforts to complete the study reports. (Halvorsen, Tr.
40513, The Junuwary 13, 1998 meeting nrinutes indicate that thiz continuing work representcd “a
sigmfican! amount of resource hours™ for Lpsher-Smith. {CX D62 at USL 13252, Us]. 13253;
Halvorsen, Tr. 4051). Upsher-5mith continued to communicate with its CROz in efforts to
compile the integrated summary of safety and the drofl clinical tables in JTanuary 998,
(Halvorsen, Tr. 3988-89, USX [1235).

278, Niaspan’s porformance in the marketplacs was relevanil 1o the Niscor-SR project
because it provided a real world opportumty lor Schering 1o lest the market. (Audibert, Tr. 4144),
By Septemiber 1998, Schering no longer believed that Niacor-SR would do as woll as it had
origimally predicted. (Tauda, Tr. 443334 Audibaort, Te. 414344,

279, A subsequenc discussion bebween Audibert, Kapur and Troup regarding Niacor-S1
18 sumirnanzed inoa Seplember 25, 1998 memo from Audibert to Mr. Lauda. (SPX 13). During
this discusgion, Troup staled thal Upshor-Smith was net pome forward with its WDA. (SPX 15:
Audibert, Tr. 4159, Audibert’s momo indicatcs that this raiscd some real 1ssoes in his mind
about the potential commercial viahility of Niacor-SE {rom his perspective. {SPX 15, Audibert,
Tr. 4159, He noted that “in August 1998, after being in the market one vear, Niaspan’s now Rx
share for the month is only 1.1 percent™ and that, “judging by the response of the investmoent
corrmunity, the propnosis of Niaspan 1s poor.” {(SPX 15}, He alzo stated that Lipsher-Smith’s
decision not o pursuc ils NDA would rosult in delay and a greater demand on Schering's
resources if it procecded with its European (ilings. {SPX 15).

280, On October 6, 1998, Kralover conlinned in a letter (o Kapur thal Upsher-Smith
had suspended all research on Niacor-5R. (X LU 1; Kralovee, Tr. S058-5%; Laudsa, Tr. 4428-
29). Upsher-Sniith cited the poor performance of Kos' Niaspan as one factor in its dectsion
(Exalovee, Tr. 5061-62), as well as Lhe facl that the FT2A had requested that Upsher-Smith
conduct an additional VK stedy, which would have delayved Upsher-Snith’s NIXA and resulted in
the product coming 1o markel two or three years behind the launch of Niaspan. {Lauda, Tr. 4429;
CX Iil1).

281.  Schermyg abandoned 1ts efforts Lo bring Niacor-3R. to market foi several reasons.
(Aundibert, Tr. 4144; Lauda, Tr. 4352-53). The Koy product continued to do poorly in the
marketplace, telling Schering that markeling a sustained release macin product was going to be
more difftenlt than anticipated. {(Audibert, Tr. 4144-45). Niaspan's poor performance in the
United States had implications for Niacor-51 sales in Europe. (Audibert, I'm. 4145}, ‘I'he fact that
Upsher-Snmith had abandonced 1ts pursmt of the NLYA before it was rsady to be filed imeant that
Schering would have 10 devole more of ik own rzrources to patting together its intemational
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dossier than had originally been anticipated. (Audibert, Tr. 4143). Finally, even if Schering had
gone forward with the work to prepare the dossicr, the entry of Niacor-SR in Europe would have
been much later than originally anticipated. (Audibert, Tr. 4143). As a result, Schering decided
not to pursue hacor-51 further. (Landa, Tr. 4407).

d. Lpsher-Smich continued clinical work and medical writing
wrap up and continued to communicate with Schering in 1995

252, Although Upsher-Smith decided in December 1997 to put on held its plans to
obtain FDA approval for Niacor-SR, this did not affect its clinical work on behalf of Schering,
{Ilalvorsen, Tr. 3989). Upsher-Smith continued in 1998 to finalize the clinical study repotts and
put them in a usable form for Schering. (Halvorsen, Tr. 3089). During 1998, Upsher-Smith
remained in contact with Schering-Plough regarding the licensed products. {UJSX 663, SPX 251;
CX 1088, CX 1111}

283, Throughout the first part of 1998, at Upsher-Smath’s instruction, ils CRO
conlinued Lo work on the methods validation for the single-dose PK protocol. (Halvorsen, IT.
3943-44; SPX 551). The CROs workmg on the reports and medical writing continued their work
through March of 1995, and Upsher-Smith’s ressarch and developmant team continued to have
their regular telephone conferences to supcryise and assist that wark. (Halvorsen, Tr. 3924-25:4;
3944-45; L'SX 1234}, Between Janvary 1, 1995 and May 1998, members of Lpsher-Smith’s
research and development team participated i a dozon such calls. (UJSX 1230; 175K 1232 at
903845, Halvorsen, Tr. 3988-95).

284, In a mecting in March of 1998 in the office of Upsher-Smith’s president
Mr. Tronp, Br. Halvorsen was informed that Schenmy was not going to seel European approval.
{Halvorsen, T'r, 3924-25),

285, On May 13, 1998, a CRO provided to Upsher-Smith the [inal drafl of the Niagor-
SE 92044 follow-on study and the related medical narratives, {USX 1265 al 093775, CX 1Q19),
On hovoember 4, 1998, Upsher-5Smith received trom a CRO its 308-page report containing the
final methods validation for Lhe PE test required by the F134A, (Halvorsen, Tr, 3943-44; SPX 333
at 163879}, The tolal cosl o Upsher-Smith of performing this final methods validation was
$400,000. (Halvorscn, Tr. 3944). Upsher-Smith was also spending money on its multiple CROs
for their clinical work in completing the [inal study reports, the 188 and the 1517, {Halvorsen, Tr.

3944-43),

286, All totaled, from 1991 through 1998, Tpsher-Smith spent $15-16 million on
developing Niacor-SR -~ [our lines as much alone than all other product development projcets,
and more than 80 pereent of Epsher-Smith’s tolal research budget during that period. (Kralovec,
Tr, 5010-11; Halvorscn, Tr. 3902, 3995; Troup, Tr. 5473).

287, In Seplember 1998, Upsher-Smiuth’s President and Warrick’s President, Mr. Kapur,
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had a discussion regarding the status of Nacor-SR. (Troup, Tr. 5608; Audibert, Tr. 4138-59; (X
1088 at 006-7). Troup reported thal Tpsher-Sonth was not planning to file ks NDA for FDA
approval, (CX L1088, CX 1111 at SP 05 006-7; Troup, Irv. 3611, Mr. Tioup explained thut
Lipsher-Smith was concerned that Kos's Niaspan product had not heen successful, even though
Kos had investad considerably more sales and promotion effort in the United States than Upsher-
Smith planned. (CX 1088 at SP 03 006-7; Troup, Tr. 5480-81; Audiberl, T, 4139-60).

288, DBasad on what he knew at the time, Troup also explamed that Niaspan appeared to
be murginally betler than Niacor-SR. (CX 1111). Upsher-Smilh bebieved thal because Niaspan
had recerved the results mdications for arteriosclerosis and myocarthal infarction and becanse
Niacor-5R would not get those indications without further cxpensive and tme-consuming clinival
ests, Niaspan had & marketl advanlage over Niacor-SR. (Kralovee, Tr. 5058-59; Halvorsen, Tr.

3957-60).

289, As Kapur had requested, on Octlober 6, 1998 Panl Kralovee, Upsher-Smiih®s Chief
Winancial Officer, provided Kapur wrllen confirmation of Upsher-Smith’s decizion to suspend its
efforts on Niacor-SR. (CX HT1). Inthe lelter, which was aiso copied to Troup, Kralovee again
confirmed the reasons for Upsher-Smith’s deeision not 1o proceed with 118, approval. (CX
1111}, He agam explaned that based on Kos's approval, Upshor-5mith would have heen two 1o
three years bohind the launch of Niaspan, (CX 1111).

A. Complaint Counsel has not demonsirated that the value of Niacor-SR
and the ether pharmaccutieal products was not $60 million

a. Dr. Levy's criticism of the terms of the licensc fees

290, Dr. Levy did nol prove that the terms of the deal were "mossly excessive™ hecanse
he performed no quantilative analysis of the value of Nacor-SR. (See Levy, Tr. 2055-64). Dr.
levy rejected the standard practice of using discounled cash flows to determine the value of a
drug such as Niacor-SR. {Levy, Tr. 2059). As u result, Dr. Levy could not provide testimeny as
to the value of Niacor-5FK — he admitted he could nol test [y whelher a license for Niacor-SR was
worth zero, $10 million or 3100 millien. (Levy, Tr. 2063}

251,  Dr. Levy conceded that hie had done no gqnantitative analysis of Niacor-SR. (Lovy,
Tr. 2057-59). Dr. Levy rgjected using net present value ("MPV™) analysis 1o value hicense
opportuniiics for late stage pharmaceutical products. (Levy, Tr. 2155). He described conducting
NPV analysis to determine the value of a phamacentical drug as “gucsswork™ bacause he
belicved that one “does nol have a clue™ as to what the risk factor is and testified that “nohody is
going to rely” on such NPV calculations. (Levy, Tr. 2153-57). He (estified (hat an NPV analysis
of a late-stage pharmaceutical prodoet that was not on the macket was “GIGO.” which he
cxplained meant “Carbage m, garbage out.” {Levy, Tr. 21570,

292, Other witnesses who testified in relation to NPV analysis confirmed its utility in
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valuing liccnses, including Complaint Counsel’s owa witnesses. Dr. Max Bazerman, Complaint
Counscl’s cxport witness, testified that in his 15 vcars of mectings with pharmaceutical
executives, none have evar sxpressad the view that “discounted cash flows are junk or garbage or
worthless or words to that etfect.” (Bazerman, 'I'r. 8355}, Complamt Counsel’s cxpett Professor
Bresnahan confirmed that NI'W determminations are used Lo value 4 sirecam of payments and ihat
NPY analviis is 4 common coneepl m economics and nance. {Bresnahan, Tr. 662). Upsher-
=mith’s expert Dr. Willtum Kerr testified that NPV analysis 15 “the most commen mcthod lor
vahung intellectual property.” (Ko, Tr. 6277-78). Scherng’s export Dr. Zola Horovitz
expluined that the purpose of a nat present value analysis calculation is to determing what 3
project will telum as far as profits and cash Qow to a company. {Horovitz, Tr. 3613). Horovitz
test Ted (hat he conducied an NEV analysis based on ihe information Upsher-Smith provided to
Schering and concluded that Schering could have paid up to $100 million for the Niacor-SR
hisense. (Horovitz, T, 3612-13).

293, Not only did Dr. Levy not perfonm a financial evaluation of Niacor-5SR, he did not
do a financial evaluation of any of the five other products licensed to Schermy. (Levy, T 2059),
M. [evy admitted that he did not know as to 2ach of the five other products lleensed under the
June 17 Agreement whether each producl was worth were, 310 milhon or $100 million. {Levy, Tt
2062-63). Dr. Bresnahan concedes thal cach of these 5 olhor products had value for Schering.
(Bresnahan, Tr. 931, 953, 936).

294, Dr. Levy admitted that he also did not do any valuation analysis on the production
or supply rights for the six licensed products that Upsher-Smith granted to Schenng in Paragraphs
7-10 of the licanse agreamenl. (Leyvy, Tr. 2059-63). In facl, D1, Levy was unaware that Schenng
had recetved any production rietus o Upshee-Smith wnder the agrecinem. (Levy, Tr, 2055960,

295, Dr. Kerr, Upsher-Smith’s valuation cxpent, performed a valuation of the drugs
licensed in the June |7 Agreement other than Niacor-SR and detenuined thal they were worth
$1001 millior as of June 1997, (Kermr, it 6300-02).

296, mmstead ol olfermg an opimon on the value ol the license [ees, D, Lovy westilied
only thal the fees were “rrossly excessive.” Thes conclusion was based in part on hig beliel that
ihc $66 million up-fonl payment was larger (han any provious license fes n the history of the
pharmacewtical industry, (Levy, Tr. 1329-30), A comparison of the payment terms of varions
deals requires more than an 1solated consideration of the up-front license foes. In performing his
up=lronl-payiocis-only analysis, Dr. Levy ignorsd provisions relating to how the parties agreed to
aplit future revenues generated from the product and ignored Schering’s consideration of its posts
to bring the product to market. (Loevy, T 1337, [ Ir, {464-060]; CX 1604),

207 ] redacted
rcodacted | Lewy, Tr. 1329 SPX 92 gt SF
O3L03) | redacted
redacted
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redacted | (Levy, Tr

13200 | redacted
redacted

redacted | fiLauda, Fro 4545 CX 1402 ar SP 0074547) ) | redacted
redacted | fYCX 14065 as 5P 074431-32)4. | redacted

redacred 1 [{CA I468 af SP 074433)]. [ redacred
redacted | lfLlquda, Tr. 4450-51}], | redacted

redacied | [fCX 1397 at SP 0695%)]. |
redacted

288, Asnoted by Mr. James Epan, Complamt (Counsel’s rebuttal witness from Scarle
Pharmaceuticals, thers is sk involved in making a Targe up-front payment (Egan, Tr. 7983).
[ redacted

redacted
redacted
redacted | [[CX 338 qt SPOIO2 10y 12723)). | redacted
redacted [ [ffamede, Tr, 4572-73)), | redacted
redacted
redacted - [fLanda, Tr 4508-4601)].

199, In evaluating a licensing opportunily, Schering analvees the total investmeant
required f¢ bring a product “to a state ol registralion,” which includes (1) research and
development expenditures required to bring a product (o the approvable stage; :md (2) payments
that are conringant upon pre-approval events, such as successful completion of phaze I sludies,
(Lauda, Te 4365-66). With the results of the Phase I clinical trials alrzady in Scherng’s hands,
Niacor-S8R was much firther along i development than most of the other Schering deals analyzed
by Dr. Levy, [(Levy, Tr 1464-63)]; CX 1604; [{Lauda, Tv. 4405, 44681, SPX 2267, tHorovitz,
Tr, 3766% [ redacted

rodacted
reduacted
redacted 1 [(Tauda, Tr. 4463-0811:{SPX 2264),

300, Schenng also regularly considers ecanomic value when considering an in-liecnsing
opportunity. (Lauda, Tr. 4361-63). The economic value is the estimated economic returm

achering expects Lo tedlize on a project. {(Laonda, Tr. 4362). | redacted

redacted

redaeted | [(Lcriecda, Tr. 4430-51)],  redacted
redacted
redacted | [{Lauda, Tr. 4479,
4484 4483); C.X 1397)], redacted
redacted V| {feniclie, T 44758-790). [ redacted
redacted
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redacted
redacted | [(CX L3597 at SP O6938)] (SPX V20 SP 001935,

F(letnele, Tro 4484-83)]0 (79 Tr, 4478-83: CX 1397 ur §P 069948).
it Dr. Levy®s eriticism of Schering’s due diligence

300, Dir. Levy testilied thal, in his epimion, the tevel of due dilizgence perfonned by
schering for Niacor-SR was “siokingly superficial ™ (Levy, Tr. 1341-42; CX 15975, Tn
explaining how he reached this conclusion, Dr. [Levy testified that e had put himsellin
Schering’s position i Juac 1997 to “try to uscertam what I might have done had I seen what they

saw.” (lLevy, Tr 1342),

302 In support o his testimony that the due diligence performed for Niacor-SR was
“sirikingly superficial,” Dr. Levy compared the volums of due diligence for Niacor-SKE o the
volume al due diligence from two other Schering evaluations, [(Levy, £+ 137078, 7402 1516
1836-47)]. In selecting s two yardsticks, Dr. Lovy concedes thal he simmply selected these
comparators [rom a “hst,” and Lhat he did not review “in toto™ all 33 license evaluations for which
Schering produecd documents to Complaint Counsel. [{Levy, Tr. 1377, 1524)].

303, Aside from his gencral criticism ol the volume of due diligence performad for
Niacor-S12, Dr. Levy identitied two speeitic aspecls of due diligence that he belicves should have
ratsed concems for Schering: (1) dietary supplement fomms of sustmined release niacin had been
aggoctated with liver toxicily; and (2) the FDIA had requested that Upsher-Smith perform an
additional !7-day. gingle-dose pharmacokinetic (“PK™) study in 30 patients. (Lavy, Tr. 1317,
1388; tlalvorsen, Tr. 4001-03; SPX 0331}, However, the liver toxicity issuc had already been
specifically evaluared by Schering. (Audibert, Tr. 4119-22). Alsa, Dr. Levy described the
requitement of a PK study as follows: “Doing 4 pharmacokmetic study in Schering-Plough is like
[alling off a log. T mean they do them routinely.” (Luvy, Tr. 1388). Lauda testified that the PK
study was, at besl, a very minort tssuee that would not cven have “caused @ blip on the radar.”
{L.anda, Tr. 4516-17, 4421). Moreover, at the timg of the license agreement for Niacor-SR.
Upsher-Smith had alrcady beli the PX sludy into the December 1997 NDA [filing timetable upon
which Schering relicd, (Horovitz, Tr. 3728, 3793-04).

304, The amount of duc diligence that Schering perfonmas in evaluating a licensing
opportumty depends on the nature of the opportumly. (Russo, 'I't, 3432-33; [Lawuda, Tr. 4574 ),
Schermg dees not wse any standard approach in evaluating a feensing opportunity. (Russo, 1T,
3432-33). (ieneralty, the higher the risk involved with a particular product, the more involved
Schenng’s review process will be. {Russo, Tr. 3432-33).

305.  Unlike other products Schering hus evaluated, Niacor-SR was a very
strughtforward product in a market with which Schenng was intimately familiar. [(Lauda, 7.
4590-460/1)]; Audibert, Tr. 4093-98, [4295-4304], 4137). Niacor-SR waz a late stage Phase 1]
product, and Schering was able to conduct 1ts evaluation on the basia of the resulls of ihe Phasc Ll
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pivotal trials. (Audibert, Tr. 4113-14; [Lowds, T 4799-4600]; Horovitz, Tr, 3682, 3717, CX
1042} Niacor-SR’s active ingredient, macin, is an old and well-known compound with an
established product prolile. {Audiberd, Tr. 4137-38; [Lauda, ¥ 4399-4600], Horovitz, Tr. 3681).
Niacor-5R had “proof of principle™ in that miacin has long been known to be effective in the
treatment of high cholesterol, the cxact indicalion largeled for Niacor-5R. {Aundibert, 1. 4116-
17; [Lanada, Tr. $329-4600]. 1o fact, as a resull of niaein’s known elficacy profile, the FDA had
advised psher-Smith curing the development ol Nracor-SR thal “there 15 no question that niacin
15 effective,” and that “efficacy was considered almost a non-isswee.™ {CX 1376 at Upsher-Smith
FTC 127(198; CX 1371). On the basis of thesc considerations, Dr. Horovils lestified that in
eviluating a drug like Nacor-5R, he would cxpeet that a knowledgesble person could perform the
T uisile duc diligence maore guickly than would Be the case wilh other hoonsing evaluations.
(Horovitz, Tr. 3682

306, Audibent was already familiar with cholesterol lowering drugs - meluding niacin —
as aresult of his detalled evalvation of the chalesterol lowering market as part of his work on
Schering’s blockbuster pipeling drog, ecetimibe. {Avdibert, I'v. 4095-4100). Niacor-SR was a
known drug reformulated using sustained release iechnology o overcome a known side effect, a
method of development with which Andibert hact gained substaniial expertise throughout his
carser. (Audibert, Tr. 4082-89: Horgvitz, Tr. 3679-80). Audibort knew from his evaluation of
Kos' Niaspan jusl months earlier thal the FDA was on the vorpe of approving another sustained
release niacin, and the resulls of the pivotal tnals tor Niacor-5R confirmed that Upsher-Smith had
atmilarly succecded m developing a safc and effective sustained release niacin. (Audibert, Tr.
2453-34 (Audibert Dep.); [Laude. Tr. 4542-1 3], Horovilz, Tr. 3679-80).

307, Based on Audibert’s evaluation ol Niavor-5K, Schenng did not helieve that
additional due diligence was required. [fouda, Tr. 4318); Audibert, Tr. 4137).

308, Dir. Levy was unfamilbiar with the National Cholesterol Education Propram
(“NCIEP™), which sets the nationally accepted guidelines for cholesternl lowering in the United
States and which were relicd on throughout the Kos and Tpsher-Smith niacin research documenis
and studies. {[evy, [r. 8404-05). Dr. Levy also domoensirated his unfamiliarty with the leading
stuches relating to nizcin. (Levy, Tr. 8401-03, 8406).

309, Dr. Levy was misiaken in both his export tcport and his trial testimony as to the
type ol PK study Upsher-Smmth needed to compleic to get its WDA for Niacor-SR approved — hc
was under the mmanmpression that a multiple dose PK stady was required. In fact, by March 1997
the FIXA had confirmed that Tlpsher-Smith only had to perfom: a single-dose PK study. {Levy,
Tr. 2182-83. CX 917 al 107426; TJSX 281}

310, Dr. Levy admitted that he had not secn {and therelore had not considered) the 200)-
plus page final methods validation report for the Niacor-SE PK iesl thal the CRO had been
developing between summer 1947 and fail of 1998, (Levy, Tr. 2131; SPX 333 (methods
validaiion reporty; Halvarsen, I, 3443-45 (describing MDS Harris work on report); TUSX 336
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(December producl update cited by evy stating “MDS Harris will complete work through
method validation™)}.

311, Atthe tume he estified, Dr. Levy behieved Thsher-Smith had only conducted the
two Phasc I pivotal clinical studies and was unaware that Upsher-Smith had also cenducted the
twir longer termn [ollow-on Phasc I studics, the 900837 and ihe 920944 studics. (Lovy, Tt 2074-

&0).

312, When asked whether he took into account any follow-on studics, Dr. Lovy
indicated he had focused on the materials provided to Schering and believed he knew what
mchering konew at the time about the status of Upsher-Smith’s chimeal studics, {(Levy, T, 2079-
8. However, all four clinical studies are referenced in the confidential presentation Upsher-
smith provided to Schenng -- including the two follow-on studies -- and the presentation
mdicated that Upsher-Smith had completed or was completing the final study reports for all lour.
{CX 1042 a0 0079). Dr. Levy conceded on cross-examination that all four reports were referenced
in the matenals Schenng recenved. (Levy, Tr. 1830-310,

3153, Inhis expert report, Die, Lovy stated thar the clevated liver cirzyme levels mmdicated
in the package Schering received from Upsher Smith “would have mandated a detarled
examination of the effects of Niacor-5SE on the liver prior to any consideration ol in-liccnsing the
drug. Such delailed examination, in my opinion, would have included at least: Examination of
lrver biopsies m patienls trealed with Miacor-SR .. 7 (Levy, Tr. 1785-9%). A liver biopsy is
perfiormed by inscriing through the skin of the subjecl a seven-inch hollow needle, approximately
| B-gausge, with a borc on the point thar [lls the bore of the neadle. (Levy, Tr. 1735-99), 'The
needle is pushed through into the liver, a chwnk of the hiver is removad wsing suction, and then the
needle is removed. (Levy, Tr 1795-96),

514, To perfonm such liver biopsies, Upsher-Smith would have heen required to track
down paticnts who had completed the study years earlier and re-dose those patients in an attempt
o replicate thosc clevations, and then parform a surgical procedurs Lo remove a prece of the
patients’ livers to determine whether thal re-dosmyr had caused iver damage, {Levy, Tr. 1780-57,
I 796-97). Tor Tevy testified at his depasition that it would have been “quite reasonable™ for
Schering to ask Upsher-Smith to do this. (Levy, Tr. 1786-87), During cross-cxamination,
heweever, Dr. Levy admitted that he “probably overstated™ the opinion expressed in his cxperl
Teport and deposition testimony regarding the requircment of liver biopsics. (Levy, Tr. 1790,
1793, 1705-00). D [orovitz explained bis expericnee with the clinical trials for onc of the
slaling where a Japanese company had inquired about the possibility of taking liver biopsics ol
patients durmg the chinical tmals, and the FIA considered that request “ridicufons.” {Horevilz,
Tr. 3708).

iil. Dr. Levy’s criticism of the post deal conduct

315, Dr. Levy testificd that his opinion that the “$60 million was not for Niacor-SR™
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rests in part on the fact that after the June 17, 1997 licensing transaction neither party showed any
gerious inlerest m markeling Niacor-58. (Levy, I 1822-23). In his report, D, Levy wrote that
there wore alimost no conumunications hetween Schering and Upsher-Smith after the execution of
the agreement. (Levy, Tr. 2079-80).

316, Lovy’s conclusion in his repori and testimeony that there were ahnast no
communications betweenl Schering and Upsher-Smirh ollowing the June 17, 1997 Agreement is
contrary to the reeord cvidence. (Levy, Tr. 2079-80). There were no fewer than 2 meetings and
21 piher documented cotmmunications between Schering and Upsher-Smith tn 1997 afler Upsher-
Smith and Schering’s liccnsing agreement and the record indicates il is likely thers were other
undocumented telephone calls. The commumications continucd 1nto 1998, (F. 262-63).

317 Dr Levy admitted that in reaching his opinion regarding Upsher-Smith’s post-June
1997 efforts on Niacor-5i%, he had not reviewed any of the more-than 80 minulcs and agendas
documenting the more-than 40 eleconferences Lipsher-Smith had held with the CROs between
June of 1997 and May of 1998 conlmned m USX 1178 through USX 1266, {Lovy, Tr. 20992102,
2127). Those minuics detail the enpoing work being done by Upsher-Smith and the CROs to
finalize the individral stdy reports, to compile (he ISSASE und to wrap up the project. (T.evy, Tr.
20099-2102, 2127). Those ClinTrials teleeonlerence minules and agenda memonalizs that in
Decerber of 1997, Upsher-Sinith had informed ClinTrials that Upsher-Smith was not going
foraard with filing the NDA, but that its European partner (Schering) might be proceeding, {LSX
1259 at DU3BGE; (5K 1260 at D930,

318, Based on the mistaken beliel thal Upsher-Smuth had stopped its climical work an
Niacor-SR, Dir, Levy testilied it was hus beliel that the Upshor-Smth went abnost a year without
lelimg Schenng that Upsher-Smith had decided not to pursuc its TLS. subwmission -- a decision
Dr. Levy found “inconcervable.™ {Levy, Tr. 1394), Dr. Levy admtted, however, (hal he had been
unaware of the ClinTnals documents indicating not only that Upsher-Smith had continued [he
clinical worl into May of 1998, but that Upsher-Smith understood in March of 1992 that Sehening
was not gomng forward wall 1ls European subruission. {Lewvy, Tr. 2099-2102, 2127, USX 1259 al
(03868; USX 1260 at 093790).

b. Professor Bresnohan

319, Complaint Counsel affercd the testimony of Professor Timothy Bresnahan,
Professor of Eeonemics. Bresnahan did not perfor: an cconomie valualion of any of the drugs
Heensed from Upsher-Smith to Schering. (Bresnahan, Tr. 950-37). He did not do a valuation
amalysis of Niacor-5R, pentoxifylline, Prevalite, the Klor Con producis, or the supply agreement.
{Bresnahan, I'r. 950-37), Professor Bresnahan also did not challengc the Niacor-SR sales
projections, estimated cost of goods sold, net profit, or the ceonomic value of $225 - 265 million
preseniad 1o Schering s Beoard of Dircetors. {Bresnahan, Tr. 975-78) Tnslead, Bresnahan utilized
a “revealed preference” test and a market lest 1o opine on the value ol Nizeor-SR. (F. 320-223.
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1. The “revealed preference™ test

320 Professor Bresnahan applied the “revealed preference” test to opine that the S60
million payment was nat for the Niacor license. Professor Rresnahan’s opinion was that
Schenng’s decision not to pay Kos for the nght to co-market Miaspan revealed that Schering
would not pay $60G million for a license for any sustaingd-release niacin product. (Bresnahan, Tr.
582, 306-98; CX 1578).

321, Schenng’s decision Lo discontinue discussions with Kos with respect (o a potential
co-muatkeling amunpement was made [or reasons lhal did not apply to itz licenze transachon with
Upsher-Smilh. Firsl, Schenng was be reeove al most half the profits from sales of Niaspan. As
Professor Bresnahan conceded, this meant that the projected WPV of Schering’s inlerestin
Miaspan profits was 5127 mullion. {Bresnahan, Te. 1115-16; CX 558; Russo, Tr. 3529-30). On
the other hand, Schering was to receive all ol the Niacor-SR salcs after deducling a small royalty,
{T.evy, Tr. 1329, SPX 92 ar SP O0195). As Professor Bresnahan eonceded, the projeeted KNPV of
Schering’s interest in the Niacor-SR sales was $225-5265 million. (Bresnahan, Tr. 1117; [Lauda,
T 4478-79]; SPX 20 at SP 10 (273). Second, Kos' demands from & co-promotion arramgcment
were high. Kos insisted that under any srrangement Schering would have to guarantee a
significant number of primary delails for Nisspan, {Patel, Tr. 7531, ¥554; CX 764, Koz also
winled guaraniees wilh respoct to the level of sales call achivity, (Ruesso, Tr. 3451y Third, Kos
wanted o retain most of the control over how the product was markeled. (Bresnahan, Tr. 1112).
Fourth, kes insisted on booking salzs or making Schering pay moncy i order 1o book sales.
(Palel, 11, 7556}, And fifth, the Kos people were proving to be very ditficult to work with.
(Bresnaham, it 1122

322, The substanital, reliable cvidence presented by Schenng demonsimiles lepitimate,
credibls reasens tor Schering’s proference of a heensing deal with Upsher-Smuth over a co-
marketing arrangement with Kos, ([ 217-19). This evidence refules the conclusion Profossor
Bresnahan reached using his “revealed preference™ test. {F. 320-21).

ii. The market test

323, Trofessor Bresnahan leslified that he applied a “market teat™ to prove that the $60
million was o paymend for delay, and nol for Niacor-5K. Professor Bresnehan s theory was that
because no other company had made Upsher-5mith an offer that ineludead a substanbzi non-
contingent payment lor the liconses, the “markal test of the $60 million pmanent 15 falled.”
{Bresnahan, Tr. 601-02). Bresnahan’s conclusgion that the Miacor-SR license was nel warth $60)
million was tascd on his application ol this “markel legt.”

324, Prolessor Breanahan had never before applied this market test in the context of
pharmaceutical licensing, and he did nol understand, when he applied 1t, how Schering normally
goes about deeiding whal o pay for a license. (Bresnahan, Tr, 1125). When applying his market
test, Professor Bresnahan did not know whether Schering customarily knew or carad what other
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companies were hidding for a product. Tanda cxplained, there 15 nover a “market price”™ for a
licensing opportunity. Schering gencrally docs nof know what other companics are bidding, and
Schering's determination of how large a bid to make is driven by the company’s owhn LGl
assessments. {Lauda, 11, 4374-75). Complaint Counsel’s rebuttal witness, Egan, {Searle) testified
thal one company may value a licensing opportumty differently from another, (Fgan, Tr, 7964,
These dilferences in valusiion are atnbutable W varying subjective ertea. {Egan. Tr, 7964).

325,  Duming Lhe 30 days preceding Schenng’s hoense of Niacor-SR, Upsher-Smith had
recelved cxpressions ol interest from a member of European companies. (Halvorsen, Tr. 3970-
T3). At the conclusions of the June meetings m Europe, those comnpames indicated that they
would review Niacor-SR and contact Upshor-Smiih, but not within the fallowing month.
{Halvorsen, Tr. 3974),

326, The substantial, reliable evidence prescoted by Schering dommonsimics Lhe factors
Schering considered in valuing the Niacor-SR licenee. (F. 243-57), The evidence presented by
Schennyg that Nacor-SR was worth $60 millien to Schering in June 19497 refites the conclusion
Profiessor Bresnahan reached using his markel test,

H. ESI*s Micro-K20 and Patent Litigation
1. ESI's ANDA andl the initiation of patent litigation

327, I 1995, ESI Lederle, Incorporated (“ESI), a division of American Home Products
{“AHP”) sought approval from the FDA o market Micio-1K20), a generic version of Schering’s
sustained release potassium chloride tablel, K-Dur 20, (SPX 67%; Miller, 'I'v. 3320% On
DGecember 22, 1995, TSI submitted an ANTYA to the FDA that referenced K-Dur 20 and contained
a Paragraph IV certification to Schering’s “743 patent. {Schering Answer  51; AHP Answer |
517

328,  On December 29, 1995, ESTnotified Schering of itz Paragraph 1V certification
containing dala from a Mocguivalent sludy demonstrating Micro-k. 20°s bioequivalency to
Schering’s K-Dare 20 tablets, (CX 419 at 51 06 00052; Schennyg Answer Y 51). T'he notitication
letter stated that the 743 patent would nol be infinged by the AHDP genenc product since it *[did]
not contain potassinm chloride crystals coated with a mixture of ethyleellulose amd
hydropropyleallulose or with a mixture of cthyleellulose ind polyethylene glycol, as disclosed and

claimed in U.S. Patent 4,863,743, (CX 419 al SP 06 00052, SPX 678 at 1).

329 OnFebruary 16, 1996, within 45 davs ol receiving tus leller, Schermny’s Key
Plianmaceuticals division sued ESI for “williul and deliberale”™ mitmgement ol the *743 patent, as
contemplated under 21 U.S.C. § 355()}SHB)(iii}. (Miller, Tr. 3319-20). Schering sought an
injunction in the U.S, District Court lor the Easlem Dhistnot of Pennaylvama that would have
prevented ESI from marketing its genceric version of K-Dur 20 for the remaining life of the “743
patent. (Miller, Tr. 3319-21; 3PX 679).
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330, ESIfiled an answer and counterclaim for a declaralory judgment, alleging nen-
mfringsment and mvalidity of the *743 patent, (SPX 680).

331, No evidence or testimeny was otfered to show that Schering’s filing of the patent
litigation against EST was not mitiated for the legitimate purpose ol delending its patenl.

2. Scttlement Negotiations

332, Theparties irst began discussmy a posgible settlement of the casc in October
1996, {Herman, Tr. 2487} Al a stalus conference, the presiding judee, Judge DuBois, surpcsted
that the parties participatc in a mediation scasion with a LS. magistrate judge. (ITerman, Tr.
2487). On October 16, 1996, both Koy and ESI aprsed to participate m mediation. (klerman, Tr.
2495, SPX 73). The magistrate judge appointed Lo participate in the mediation was Judge Ructer.
(Herman, . Z486). The mediation process with Judec Rueter ultimately lusted approximatcly 15
months. (Herman, ‘I 24503,

333,  Throughoul the course of the liigation hetween Schering and ESI Tudee DuBois
made it clear that he wanted the parlies (o settle the case. (SPX 1222 at 33:13-25 (Alaburda
LEL)). Judge DuBois brought up sclilement cvery Lime he talked to the parties, usnally as the Frst
order of husiness. (SPX 1222 at 73:3-16 (Alaburda LH)).

334, ‘I'he parties participated in a seftlement cenference on Noventber 19, 1996 in Tndpc
Rueter’s chambers, (Herman, ‘L. 2497; SPX 77).

335,  OnDceeember 10, 1996, Schering proposed o EST that they enter into 3 co-
promation venture in which Schering and EST would jomtly fund and manage a third-party
workforce in marketing K-Dur 20. (Uerman, Tr. 2503-04; CX 1482 at 67 (Alaburda LH.}; CX
1494 m 101 (Dniscoll LHY; SPX 70).

336, ESi rgrected the proposal on Febary 20, 1997, stating that, as a goncrc
manuiaerurer, EST did not have o sales and detail forcs capable of selling and marketing K-Dur
21} (Herman, Tr. 2504; CX 1482 al 70 { Alaburda LFL); CX 1492 at 56 (Dey LH.), CX 457).

3¥7. Light days later, on February 28, 1997, another mediation session took place in
Judge Rueter’s chambers, (Horman, Te 2504; STPX 12023,

338 linliowing the February 1997 mediation session, the parties continued to discuss
settlement proposals. On March 12, 1997, Judge DuBots sent a2 letter to counsel stating thal he

uneerstond from Fudge Ructer that scttlement negolinlions were continming, and expressing his
hope that the partics would seitle. (Herman, Tr. 2513; SPX 1198).

339, OnMarch 19, 1997, Mr. Paul Heller, ESL"s cutside counsel, wrote Mr. Anthony
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Herman, Schering's outside counsel, a letter stating that he had been advised that Schering™s
copromote proposal “raises considerable anttust risks.” (| lerman, Tr. 2513; CX 458). The letter
noted, again, that ESI was amcnable 1o an arrangement whereby Schering would pay ESIand EST
would receive a license to enter the marlet m the future. {Hoffman, Tr. 2659-60; CX 453).
Scharing explained to LS1 that thiz proposal was unacceptable. (Tloffman, Tr. 2631-32).

340, Om April 18, 1997, Herman sent a letter to Judge Rueter on behalf of hoth Schering
and EST reporting on the state of the settlement oliorls as being at “a standstill.” (Herman, Tr.
2514; OX 459 UX 1452 at 129 (Dey LT1Y).

34, On Augost 20, 1997, ludge Rueter held a thind mediation session m his chambers.
(Heorman, Tr. 2315; 813X 552).

342, Following the August 20, 1997 mediation session, on Scptember 24, 1997, Heller
sent a letier to Horman, (Hetman, Tr. 2519; SPX B4). That letter projected the amount of profits
that LS believed it would carm 1011 were ©© win the case. (1 lerman, Tr. 2519; SPX 94, at 5P 13
(H004). ESI projectad that, with the simultancous launch of three generic varsions of K-Dur 20,
E5I's genenc would eam over $135 million i sales m ihe fitst year on the market. (SPX 94, ot SP
13 00004y, ESI projected that its generic version of K-Dur 20 would eam owar 525 niillion i
sales in its second year on the market, cver $28 million in its third vear on the market, over 524
million 1 its fourth year on the market, and over $23 million in its [ith yvear on the market. (SPX
4, at SP 13 00004).

343, Schering was willing to discuss olther opporiunities that were mutually benelicial to
the parties apart fronn an cutright payment to ESL {Kapur, Tr. 1431; S1X 1242 al 123-27 (Kapur
Depyy. Mr. Martin Driseoll, then Viee President of Markcting and Sales for Key, discussed
several such opportunities with ESL inclading co-marketing Schenng’s products, (CX 1510 at
140 (Kapur LILY; Kapur, Tr. 1431).

344 On October 14, 1997, Dr. Michacl Dey, CEQ of ES], wrote a letter to Kapur, the
head of Schering’s generic division, to discuss a proposal for HS] to license several products to
Warnick for overseas sale. (flerman, Tr. 2519, CX 465; CX 1482 at 121-24 { Ajaburda (LH.}).
Thost lwo products were enalapril and buspirone. (Honman, Tr. 2519-20; CX 1482 at 122-23
{Alaburda LH.); SPX 1242 at 125-27 (Kapur Dap.)).

345, The next mediation session occuried on Octaber 27, 1997 in Judge Rueler's
chambers. (Herman, T1. 2520). No settlement betweaen the parties was reached that session,
{Hoilman, Tr. 2618, Henman, Tr. 2520).

346.  Another sztilement conference was scheduled for November 17, 1997, (UX 468).
On Novonber 12, 1557, Herman sent Judge Ruster a letter exprussing Schering’s position that it
wolld be a waste of the Court’s and the parties” time o procecd with the scheduled seftlement
conlerence. (Herman, Tr. 25215 CX 468). At that point, ESI had told Schering that it was no
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longer interested it a co-promotion arrangemnent. (Herman, Tr, 2522, CX 468). This was the last
time the copromote concept was raised, (ITerman, Tr. 2322), The letter informed Judge Rueter
that EST had stated it was unwilling to agree to Schering’s copromets proposal becauss of antitrust
concems. (Herman, . 2522 O 368), ESIresponded that although ESL was not inlerestad ina
co-promote, Lhe parlies wers consudenng separate hcensmg opportumities. (SPX 1195)

347 Herman’s [etter also addregsed Schenng’s concerns that EST lacked a potenlially
markelable produst, inferming JTudgs Rueler hat Schenmg was unwalling to make ancther
soltlement offor unul EST demoenstraled ihat it has a bona fide 20 milliequivalent potassiom
chloride produet that, but for the lawsoit, would recerve FDA approval (Henman, Tr. 2522; CX
468).

348, The proposcd Novembaer 17, 1997 scitlement conferenes was postponed. (Hemman,
Tr. 2521).

340 HS] then provided Schering with information related to the current VDA approval
status of EST's proposed genenc version of K-Dur. {ilerman, Tr. 2323 SPX 82). On December
15, 1997, Wr. Herman summmanzed this information in o letter to ESs counsel. Wr. Herman's
Decetnber 15, 1997 sumthary noted the difficellaes ESI had up to lhat pomnl in loyng Lo ebtain
FDA approval for its proposed generic version of K-Dar 20. The main problem ESI had involved
a atudy ineluded in the ANDA designed o demonstrate ESI's proposed reneric wus bioeguivalent
to K-Dur 20, (CX 469; Herman, Tr, 2523). The bicequivalence study had been perlormed 1n
1989, (CX 409 [lerman, Tr. 2523-24). The FDA [ound Ove dilforcet deficicncics with regard Lo
the study. (X 46t Herman, Tr. 2523.24). ESIdid not respond to the FDA regarding the
deficiencies unol May 14, 1997, (CX 409; [[erman, "I, 25243, On August &, 1997, FIDA rejected
ESI's response o the five deliciencies in EST's bineguivalence study, (CX 469; Herman, Tr.
25324). ESI began a new bioequivalence sludy on December £, 1997, a week before the December
15, 1997 summary. (CX 469, Herman, Tr 2524).

350, "Two days later, ina December 17, 1997 letter from Schering to ESLL Schering
proposed te settle the lawsuit by providing L3l with a license to market ESI°s proposed gencnc
version of K-Dur, effective MDecember 31, 20003, (Hoffman, Tr. 2638-39; Tlerman, Tr. 2525, CX
470).

351, The December 17, 1997 letter staled:
We propose Lo sellle Lhe case based on the following:
{1}y  Schenng shall grant EST a royalty-free lticense undsr the “743 patent to
make, use, offer for sale and sall its Micro-K 20 potassium chloride

product m the Tlnited States effective December 31, 20003, Uhntil that date,
FST shall not make, use, offer for sale or sell its micro-K product,
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{2} ESI will acknowledge infltingement and validity of the 743 patent in a
consent judgment.

{CX 470; Herman, Tr. 2525-26).
352, Imthe sumc December 17, 1997 letter, Schering also proposcd thal:

Asim additional matter, B3I shall grant Schcring, including
its desigmes, exclusive leenses for buspirone, enalapril, and
three other productls under development by ESLto be
mutually agreed upon by the parties. . .. o exchange for
the licenzes deseribed m the unnumbered paragraph above,
schering shall pay ESI an up-front payment of $5 million
and a 5 percent royally on annual sales for ten years post-
approval.

{(CX 470; Herman, Tr. 25260

353, EBlresponded to Schenng's offer on Decamber 22, 1997, acecpting the Docember
31, 2003 entry date:

The general structure of vour Diécomber 17 proposal 15 acceptable
wilh the [ollowing modifications. The ciicetive date of the license
unider the “/43 patenl should be Decembier 31, 2003, or whenever a
generic 15 placed on the market, whichever occurs earlier. . . . ESI
will be able to markct in the Tnited States if the ‘743 Patent is
invalidated or rendercd uncrdoreeable by another party.

(CX 473; Herman, 'I'r. 2527; Hoffiman, Tr. 2639). LSI also agreed to acknowledge validity and
enforecability ol the 743 patent, but would not acknowledge that its product mfrmged. {Herman,
Tr. 2528; CX 473).

354, The datc ol December 31, 2003 referred to in the letters differs [rom the dale for
ESTs product entry in the linal aprecment by one day. (Hemman, Tr. 2525; CX 470 CX 473, (X
479}, In the final agrecment, the datc agreed upon for ESLs product entry was January [, 2004,
{Herman, Tr, 2525, CX 479,

355.  ESlalso agreed, in its Decermber 22, 1907 lelter, to grant licenses to Schering for
buspirone, enalapril, and three other produsts 1o be agreed upon, (Henman, Tr. 2528; CX 473; CX
1505 at 70 (Hoftman Dep.}). ESIcountered with an initial $5 million payment, to be followed by
further payments upon the FDA’s issuance of an approval letter for ES1's ANDA and thereafter
for a total of S55 nullion on an agreed-upon time schedule, (Hoffinan, Tr. 2528; CX 473). This
represents g 350 million dilference [rom Scheming's offar. (Herman, Tr. 2328, CX 470, CX 473),

63



LESI also proposed a tovalty tate of 50 percent of gross profit for the licenses to Schering, as
opposed to Schermpy’s proposal of 5 percent of annual sales. (Herman, Tr, 2328 .29, CX 473; CX
470,

3, Settlement agrcement in principle

356. Betwceen the time of the December 22, 1997 correspondence and January 23,
1998, the date Schering and ESI reached an agreement in prineiple, Schenng and ES| had agrecd
om a January 1, 2004 date of entry for ESL (Hoffiman, Tr. 2640, 2619-20, 2638, X 1504 at 70
{(Hoffiman Lep.}: 1lerman, Fr. 2532-33). Schoting told ESI that January 1, 2004 was as far as
Sehonng would go. (CX 1482 at 99-100 (Alaburda LH); SPX 1222 a1 101 {Alaburda LH.Y; CX
1492 a1 136-37 (Dey [LH.)). Schering made it very clear to BSI that “that wag it. That was as far
a8 they would go, and there wouldn®t e any furthcr nogotiating on that point.” (CX 1482 at 99-
103 (Alaburda TH); SPX 1222 ar 107 {Alaburda LH. ).

357, The final medialion ssssions ccowved on January 22 and 23, 18, i corguncthion
with a Markman hearing held en JTanuary 21 aned 22 1998 (Herman, 1. 2529). A Markman
hearing is a hearing at which evidence is taken and argurnent 1s heard so that the Court can
mterpret the claims of the patent at 1ssuc in the lawsuil, (Heman, Tr, 2529).

358, OUnlonuary 22, 1998, the second day of the Markman hearing, the Courl fimished
hearing cvidenee at around 1 pom. (SPX 687, at ESIHIRG 000126-27). The partics had another
settlement confzrence with Judge Ructer scheduled for 2 pom. (8PX 687, at ESTTIRG 000126-
27). 'I'he parties spent about three and a hall hours in the Jiruacy 22, 1998 settlement conltrence
with Tudge Rueter, (SPX 687, at ES1 IIRG 0001281

359, On January 23, 1998, the parties had another scttlement conlerence with Judge
Rueter. {Iermamn, Tr. 2529). The session concluded abowmt 11:30 p.mn., when an apreoment m
principle was reached. (Herman, Tr. 2529, 2531-32).

360, At the January 23, 1998 mocting, [or Schering, were Mr. Henman and Ms. Susan
Lee, Director of Patent Litigation. For ESI, were Mr. Heller and Dr. Dey. {Herman, I'r. 2532).
Durning the evening, there were also calls between Judge Ructer imd John Hoffman of Schering,
who was al home, and between Judge Rueter and Mr. Driscoll, who was on tis eellular phone at g
MNew Jersew Nets basketball game with hiz sons, (Hotinan, Tr. 2603, 2618-19; 2629, Herman, Tr.
2522, Dnscoll, Tr. 2706,

361. Before the Januwary 23, 1998 mediation conference, the date of market entry for
[SI's pencrie product had been agreed to in principle as January 1, 2004, (Holem, Tr. 2644,
2619-20, 2638; Herman, Tr. 25332-33). The partics had also agreed in principle that Schering
would hoense generic enalapril and buspironc from ESI for $15 million. (Herman, Tr. 2532,
Holiman, Tr. 2620}
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362, During ihe meeting, ES] insisted on additional payments. (Ilemman, Tr. 2533). Mr.
Herman took the position that Schenng was nol gomg to pay any more maoney, and that it wanted
to try the case. {Herman, Tr. 2333}, Schonng cventually agreed to pay ESI $3 million o setilc
the case. (Hotfinan, Tr. 2620; Herman, Tr. 2534), EST continuad 10 insist on another $10
millton. {Herman, Tr, 2535).

363, Drseoll, testified that he came up with a concept under which Schering would not
have to pay ES[ any money if ESI could not obtain approval of its ANDA product. 1 EST
received approval for its ANDA by a date certain, Schorine would rake a corlain payment,
{Drzeall, Tr. 2712, CX 1494 at 110 {Driscol]l LH.); Holfman, Tr, 2620-21; CX 1492 41 156-57
{Dey LH.)}) I Lhe dute was tater, it would be a leascr pavment, {Drscoll, Tr. 2712, CX 1494 at
110 {(Dnscell LH.): Hoffman, Tt 2620-21). Driscoll ultimately agreed that Schering could make
certain payments, consisting of $10 milhon if ESs ANDA were approved by July, S5 million 1f it
were approved 6 momhs laler, with further decreasing pavments. (Driscoll, Tr. 2712).

364, When Driscoll made this commiiment, he believed that Schering would not hase 1o
payit. (Driscoll, Tr. 2713, 2722; CX 15309 al 104 (Hoffiman Dep.); CX 1482 at 109 (Alaburda

i.H.J).

365, Tudge Rueter asked the parties to write up the terms and initial or sign them that
night. (Holliman, Tr. 2621). In the secretanial aves of Judge Rueter’s chambers, Heller, counsel
for ESL, hand wrote ot the setilemnent principles with Schering’s representatives. (Herman, Tr.
2337, 2488; CX 472},

366. The two-page handwritten agreement in principle, dated Fmuary 23, 1998, was
sigied by Mr, Heller, for ESL, and for Key by Ms, Susan Lez, who was the dircetor ol patent
litigation for Schering, (Herman, 11, 2488-80: (X 472).

307, The January 23, 1998 handwritten agresment in principle states that Schering
would grant ESI a license under its K-Dur patent besmming on Tanueny 1, 2004, {(CX 472),

268, The lanuary 23, 1998 handwrittcn agrecment, states that EST granis Lo Schering the
right to markel ESI"s generic versions of enalapril and buspirone in Europe. {(CX 472). The
handwnllen agreement also states fhat Schering would previde $10 million 1o ESI upon the
signing of the settlement amreement, and $10 million split into cqual monthly instailmenis to be
padd over seven and & half years. (CX 472). In addition, the handwritten agreemeni stales that
Schering would pay EST an amount belween $625,000 and $10 million, depending on the date of
FDA approval of EST's genenc version of K-Dur 20 (CX 472),

369.  Immedtately after the agreement in principle was rcached on January 23, 1998 the
district pudge condibonally dismissed the case. (Hofiman, Tr. 2651-32).

d, Final settlement agreement
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3700 Ms. Somerville, ESI's outstde counsel, later sent a2 more tormal draft agreement to
Mr. Henman, accompanicd by a transmittal lotter, (Herman, Tr. 2538; CX 478). That initial draft
does not accuratzly reflect what the partics agreed to that evening with Judge Rueter. (Herman,
1T 25349 SPX 1206 at 181-82; CX 478). Paragraph 16 olMhe drafl characlenzes all the pavinents
as royalty payments, when only 313 million of the $3¢ million wore rovally pauyments. (Hennan,
Tr. 2539 (X 478).

371, This emor was corrected in the final draits of the agroements. {Herman, T 2339,
CX 479, CX 480}, The final drafts of the agreements wers preparcd by Schering’ s outsides
coutsel, Covington & Burling. (Henman, I'v. 2534), The final agreement was reached 1in June
1993, (Herman, Tr. 2539; Hollman, I, 2632; CX 4749),

372, Under the [nal svitlement agreement, dated June 19, 1998, Schering agreed lo pay
ESl a $5 million noncontingent payment and an additional $10 million contingent on ESI's FDMA
approval. (Ilotfinan, Tr. 2643; CX 479). Schenng prunled under the “743 patent a royalty [ree
hcense to ES[ effective, Jannary 1, 2004, (Hoffman, Tr. 2643; CX 479

373, The final settlement agregement also provides thal Schenng wishes 1o market in
Burepe corlam phamacentical prodacts for which ESI has iled ANDAs with (he FDA. (CX
4797,

374, Asprovided in the carlicr handwioillen agreement, Schering and FS[ also entered
inlo 4 conlempaoranaous license agreement, dated June 19, 1998, whereby AHP and ES) granted to
Schenng the licenses to enalpril and buspirone in cxchange for $15 mallion. The licenss
aareciment includes a stalement Lhat the parties desire to eliminatc the uncertaintics and costs ot
the patent litigation between Schenng snd ES| over the *743 patent. (CX 479,

373, Schering paid ESI 33 million ten days alier the execution and delivery of the Tune
19, 1994 final settlement agreciment. (Schering Ansgwer al 597, Shortly before the June [999,
$10 mallion payment deadiing, CS1 received approval fom the FDXA. (Hoffman. ‘1. 2046),
Schering then patd ESI S million. (Hoffman, Tr, 2646},

5. Scttlccnt language related to other producls

3756, The letms of the final settlement agresment that were added alter the agrooment in
principle was reached included: (1) EST could not market any potassium chloride product that is
“therapeutically cquivaicat or bicequivaleni to, or otherwise substitutable on a geticric basis for,
E-Drur 10 or K-Drar 20" until Jamuary 1, 2004; (2) EST cannot market more than one ncw
potassium chloride preduct that is ‘therapeutically eguivalent or bioequivalent 1o, or otherwise
substifitable on a genenc basis for, K-Dur 10 or K-Dur 20" between January [, 2004 and
September 5, 2006; (3) EST cannot conduet, sponsor, file, ar support a bicequivalence study or a
sibstitutability study of a polassivm chloride product to K-Dur 10 or K-Dur 20 until Schering’s
patent cxpires m 2006; (4) 1T EST acquires a business, the new business could nol scck FDA
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approval for 4 potassivin chloride product that is “therapsurically equivalent or bioegnivalent 1o,
or otherwise substitutable on a genenc basts for, K-IDur 10 or K-Dur 20" prior to Septembcer 5,
2006, and (5) EST cannot transfer EST's ANDA (CX 479}

377, The mecluston of clauses in the seltlement agresments that affected EST's
sxplontation of products similar 1o K-Bur 20 for a penod of tme prevent EST from makmg minor,
insubstantial modieations to ite product and Gling mother ANDA wilh an infringmyg product.
(SPX 1228 at 159-60 (Dey LH.)).

8. Complaint Counsel did not prove that Schering®s payment to ES] was
a payment to delay entry

375, Complaint Counsel introdneed fact evidence only in the form of deposition and
investigational hearing testimony of Schering and TSI persoinel who negotiated the settlemon,
and a few documents relating to the settlement negotiations. [t offered opinion evidence in the
furm of about fifteen minutes of testimony about the ESI settlament by Professor Bresnaban,

{Bresnahan, Tr. 618-40).

379, Proltssor Bresnahan testified that to reach a conclusion that the ugreement betwveen
Schering and ESI delaved competition, he relicd upon what he charscterizod as qn “assumplion™
that if ES1 had won its patent suit, it might have been able to enter befare March 2002,
{Bresnahan, Tr. 620-2173. "I'his unfounded opinion, based only on speculation, docs not
demonsirale Lhat the patent case would have settled any earlier for any reason.

380, Complaint Counsel ollered imsuflicient cvidence 10 show that the $15 nullion was
not paid for the licenses to enalapril and buspirone. Dr. Levy, Complaint Counscl’s valuation
expert, was not asked his opinion on the valuc of cnalapril and buspirone. Complaint Counsel
offered insufficient evidence of what the fair value of enalapril and buspirone was.

381, Schennyr has mude no sales from erther enalapril or buspirone. (Schenng Answer
at 156} Schenng has been pursumg regstranon of beth enalapnl and buspirons in Burope and
anticipates filing for approval in 2002, (SPX 1242 at 133-35 (Kapur Dep.)).

382, A staternent made in an investigational hearing by Michasl Doy, an ESI olficial
involved in the settlement negotiations, that “if Schering had been willing to allow [ESI] onto the
market befors 2004, ESI “may have” boon willing to scttle or less moncy 13 insefficieni 1o
demonsirate that Schenng paid ESI only for delay or that the casc would have scitled sooner For
any reason. (Hresnahan, Te. 632-33 {quoting Dey LH )}, Thiz is not sullicient to prove payment
omly for delay.

383, Complaint Counsel olfercd insullicient evidence lo demonairale that the patent
case would have settled without the provision for Lthe product license.
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384,  Schering’s expert withesses, Robert Mnookin, testified that society benefits when
scfttements allow the parties to conserve resources and aveld transaction costs, which may includc
not only legel foos, but also the me and distraction of the parties and their personnel. (Mnookin,
Tr 2673-76.} Mnoolin alzo testified hatl settlements can mitizate unecrtainty and allow the
partics to avoid the risks ol liligation, thus creating economic efficicneics. (Mnookin, Tr. 2675-

70.)

L Whether Schering’s Payments to Upsher-Smith and AHP Were for Delay

385 A patent owner is given the exelusive nzht to preclude others from making,
sellmg, using or vending the subject matter of the invenlion covered by the claim. (35 U.S.C. §
271{a)y, Miller, Tr. 33110-11). To enforee a patent, the patentee is given the right to sue in a foderal
gourl for patent infringement. (35 US.C. & 271, 28 TLS.C. § 1338; Miller, Tr. 3314G).

386, The "743 pulent gives Schering the right to “cxclude others rom mauking, using,
offerng for sale, and selling the wvention throughout the United States,” together wilh certain
additional rights provided in the statule. 35 U5.C § 154, The 743 patent cxpircs on Seplember
5,2006. (Milice, Tr. 3311, SPX 1275 at® 8). Hence, Schermg has the right to cxclude infinging
products frem the market until Scptember 5, 2006, (Mller, Tr. 3311

387, Anapplicant whao has filed an ANDA with a Paragraph IV cerhfication must notily
the branded drug manufacturer and the patent holder of the {iling ol'its ANDA, and provide a
detailed statcment of the factual and legal bases for the ANTYA filer’s opinion that the patents will
not be intringed or are invalid. {21 US.C. § 355 (2WBHY and (1), Hoffiman, Tr. 2217-18).

388, Under Hatch-Waxman, the brandcd drug manufucturer has 45 days atter receiving
such nolice to file a patent infringement suit against the ANDA applicant 1n order to automatically
trigeer a slay of FDA approval of the ANDXA, If a patent iniringement suit is fled within this 45-
day window, the FD'A cannot give [nal approval tor the ANDA until the carliest ol (1) the date
the patent is judicially determined to be invahd or not infringed; {2} a judictal determinalion of the
patent litigation, or (3) the expiralion of an suiomalic 30-month waiting period, which may he
extended or shortened by the cowrt. (Hofiman, 1r. 2218; Rosenthal, Tr. 1575-76; 21 U.S.C, & 355
GXSBG.

3849, The patent holder, if suceesstul in proving thal the genenc product infringes his
palent m the patent infiingement litigation, can keop the ANDA from being approved and enjoin
the nrarketing of the generic praduct wntil the patent cxpires. (Miller, Tr. 3316-17; Rosenthal, Tr.
1576).

350. A generic drug company could be involved in patent htigation with the patent
holder, and at the end of the 30-month stay ol FD A approval recetve final approval from the FDA
[or 1ts product, but still not enter the market given the nsks of patent infringement and potential
treble damages. (Rosenthal, Tr. 1578-81). There are numertows situations in which companies
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havs rot gome to market with their generic alternatives, even though they have FDA approval,
speeilically oul of fear of an adverse ruling in an ongoing patent mfringement suit. {Roscnthal,
Tr. 1552-57T; Kerr, Tr, 6259-G0; 6901-02).

391, In ovember 1908, Upsher-Smilh received final FDA approval to market its Klor
Con M20 genene version o Schering’s K-Dur 20, (Dnisas, Tr. 4902-03). Shortly before June
[998, BSI received approval from the FDA [or its genenc version ol K-Dur 20. (Hoffiman, Tr.
2646). However, it wounld be “loolhardy” lor a genenc {o enler the market winle patent litigation
is pending hecause of the potential “veory, vory severe penaltics.”™ Ko, Tr. 6738, Panl Kralowvee,
L psher-Smith’s CFQ, testificd that for Upsher-Smith to have launched Kior Con M20 while the
mcharing “743 patent challenge was varcsolved would have been “[inancial sncide” (Kralovee,
Tr. 5038 ([ we had lost the case, it could have boen signilicant financial obligation for us to
pay as far as damages go.”). Schering’s lead counsel on the patent infringement case brought by
Key Pharmaceuticals against EST Lederle, Anthony Herman, a parttcr at the law firm ol
Covinglun & Burling, teslified that in his practice he has never encountersd a generic
manulaciurer who soughl 1o enler the market atter the 30-menth stay had expired bt while patent

higation was ongomy, (Hemman, Tt 2484-23568).

F92, Thus, even though Lpsher-Sinith and EST had [nal FDA approval as of November
1998 and June 1999 respectively, it is highly vnlikely that either would have markelod on those
dates while patent litteation was still pending. (F.391)

393.  There 1s no way to detormine the date or the outcome of the ndicial determination
of the patent litigation, Sehering’s expert, Mr, James O°Shaughnessy, & patent (rial lawver
testified that patent Litigation is by its very nature unprediclable. (CCPTB at p. 71; Miller, I'r.
T063). Schering’s patent expert, M. Charles Miller testificd there is no recopnized wethodology
for hamdicapping trials or for testing the reliability of prodictions of litigation outeomes. {CCPLB
alp. 73; Miller, Tr. 3294). Opimions on the mernts of cases that setthe before the court decides
thern can oever e lesled. (CCPTE alp. 73; biler, Tr. 3294).

394, Complamt Counscl acknowledies thal the cutcome of the patent litigation cannoet
be predicted. (CCPTR at p. 71). Complaint counscl’s patent litigation expert, Professor Martin
Adelman, testitied that patent infringement cases can Lake up to live years to lifizale m some
federal district courts, not including appeals. (Adelman, Tr. 7773-74). Intcllcclual property
litigation is more uncertain than ather types of litipation. The Federal Cirenit, which hears
intellectual property appeals, bas a 30 percent reversal rate, making it extremely dilficull to
predict the cutcomes of intellectual property Htigation. (O’ Shaughnessy, Tr. T065-66).

4. 130 Day Exclusivity Period

I. Mo firm was actually blocked (rom introdocing a generic 20 mEqg
potassinm chloride supplement



395, Lawrtence Rosenthal, Executive Vice President of Sales and Marketing at Andrx

testified that Andrx | redacted | (Rosenthal,
T f553, 71502, 1734-350 | redacted

redacted

redacted | (Rosenthed Tr. I728-31).
[ redacted
redacted
redacted ] (Roseuthal Tr.

1735}

396, Dxrecutives al Upsher-Smith were not aware of any other potentizl competitors
hlacked from the market, (Dritsas, Tr. 4667, 4686-87; Troup, Tr. 5494-937,

397 Professor Bresnahan testilied thal he is not aware of any potential competiters who
were bBlocked fron entering the alleged product muarkel for K-Dur 21 as a result of the June 17,
1897 Agreement. (Bresnahan, Tr. #12). Despite the running of the 180-day period, Bresnahan
adomutied that there wers currently three generic 20 mEq potassium tablet products on the market
during the period: Wamek (Schenng), Klor Con M20 (Upsher-Smith), and Qualitest.
(Bresnahan, Tr. 929), Bresmelum also testified that the change in law regarding 180-day
exclusivity was not attributable to Upsher-Smith®s or Schering’s conduct. (Bresgahan, Tr. 982),

398, Complaint Counsel introduced no cvidence of any competitor blocked [rom cntry
into the market because of lipsher-Smith’s 180 cxelnsisvity.

2. The 150-day period was not discassed belween Schering-Plough and
Upsher Smith

398, The 18i-day exclusivity period was never discussed during settlement negotialions
hetween Scherng Plough and Upsher-Smith, (Troup, Tr. 5492-93; Hoffman, I'r. 3550-51).
Nowhere in Schening or Tlpsher-Smith documents or in the sctllement agresment is the 130-day
exclusivity mentivnod as 4 consideration i creating the sctilement agreement. {Bresnahan, Tr.
O14-17), CX 348, Troup, Tr. 34933

K Monopolizatinon
1. Market share

400, In March 1995, seventy-one percent of the potassium chloride presenplious ware
for products other than K-Dur 20, (Bresnahun, Tr. 1275; CX 13 at SP 003044, In April 1996,
sixty-eight percent of the potassium chlonide prescriptions were for products other than K-Dur 20,
{Bresnahan, Ir. 1276-[277; CX 746, CX 18). Of total prescriptions between 1994 and 1999, the
lotal number of K-Dur 20 preseriptions was only slightly higher than the total number of generic
prescriptions, with K-Dur 20 comprising 25.7% versus the gencrics” 24.1% (1994); K-Dur 205
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28.4% versus the genenes’ 27 4% (19935); K-Dur 20’5 30:.9% versus the goncrics’ 28,9% (1996);
Ko-Dur 20°s 33.0% versus the peneries’ 31.19% (1997}, K-Dar 20's 34.58% versus the genenes’
32.7% (1998); and K-Dur 20's 35.8 % versus the generics 33.6% (1999). (CX 1339 at SP 23
(00T 6).

401, Asreflected in a July 1, 1996 Schering document entitled “K-ur Marketing
Research Backgrounder,” K-Dur 20 represented 32 percent of lolul prescriptions. (X 746 at SP
2300382 The 1998 K-Iur Marketing Plan represents thal the market share for K-Dur 20 as of
Angest 1997 was less than 38 percent. (Bresnahan, Tr. 1279, (% 747 at SP 23 00097).

402, The market share of generic potassium chloride rosc as fast or fuster than K-Duor 20
in every yvear {tom 1997 through 2000, CX 62 at 8P 089326 for 1997 generic KCL prowth.
However, at the time relevant to Lhe Bresnahan test, June [997, generic potassium tablels/capsules
were almost as large m market share as all of K-Dur 20, 31.0% ol total potassium chiloride
presceiptions. (CX 62 at 089327). With K-Dur 20 at 33.0%, ot total potassivm chloride
preseriptions, ¢, other brands o potlossium chlonde, such as K-Tab, Micro K, Micro-K 10,
Klatrix, Kaon-Cl, Klotrix, Kloy Con 8 and Klor Con 10, accounted for 27.6% of total potassium
chlonde prescriptions as of Jung 1997, Ray Russo tesiified that genenics were a major compctitor
1o K-Dur due o substitution. (Russo, [r, 3421-2212).

403, Botween 1995 and 1999, other Schering documents caleulated the markel share of
K-Trur 20 at hetween 30 and 40 poreent.  (Bresnzhan, I'r, 116%-70). No Schering documcents gave
Schering a L00% market sharc.

404, Schermg’s market share does not indicats that Schering had monopoly power,
(Addanki, Tr. 3719, 5724, 6209; Bresnahan, Tr. 870).

2. Lack of entry barricrs and the ability of rivals to expand output

405 Professor Bresnahan did not anadyze enfry into potassium chloride supplements by
Ethex, Apothecon. ES) Lederle, Medeva or Biocrall in 1996 as part of his economic analysis in
this case. (Bresnahuan, Tt §185). Protessor Bresnahan did not analyze how long it took thesc
limns 1o begin seiling potassium chloride. [Bresmafen, Tr. 8183-86].

406. Ay of 1997, there were over 30 products competing in the polassium chlonde
market, all of which had cntered at some point. {(Addanki, Tr. 5721-22). A number of new
cowmpetitors cnicred the markel in recent years. (Addanki, Tr, 3721; Dritsas, Tr. 4715). Several
cotnpanics chtered the potassium chlonde market in 1996, including Apothecon, ESI, Medeva and
Biocraft. {Dnisas, Tr. 4717, USN 626; USL. 15228). Apothecon i parlicular was a very [ow-
priced competitor with 4 wide range of generic products, including |0 mEq potassium product,
{Dritsas, Tr. 4717-18). There were at least two other products that had alrcady been approved, K-
Norm and K-Lease, loal could enter the market, but which were not yet in the markel. {CX 4 at
[E4403).
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407 Vi already in the market could expand ovtput. {Addanki, Tr. 5722-23).
Apothecon’s T(tmIq market grew 80 percent in 1998, which was 2 significant shift in sales of
potassium chlorde, (Addanki, Tr. 6177, CX 75 at USL 142364, CX 73 at USL 14320203} In
1595, Bthex and Major increased their 10 mbq potassium chlonde capsule sules revenue by 68.4
and 15.7 percent, respectively, and increased unit output by 56,6 and 6.1 purcont, respostively.
(CX 76 al 162110). Ameng 10 mEqg wax matrix producers, K-Tab, Qualitest, Major and
Apothecon incrsused untt sales by 17, 100, 31 and 60 poroent, respocuvely. (CX 7o al 162109,
Addanka, Tr. 61871; TISL a 16210%). Anolher product, Slow-E, showed a unit increase of 41%%
[rom 1994 to 1995, (Addanki, Tr. 6181; USX 3X(0).

408. Complaint Counscl presented no evidence that Schering had any ability to restrict
the output of the more than 20 [irms sslling therapeancally equivalent potassinm ¢hloride
supplements.

3 Sales of K-Dur were expanding

409 Schering’s documents reflect that Schering was secking to expand sales and to
engage wn adverlising and promoelionsl achvities that stimulaie demand for the product, {Addanki,
Tr. 5744). Sueh aclivilics have Lhe ofleel ol expanding output, (Addanki, Tr. 3744). Dr. Addanki
analyzed Schering’s output as part o0 his analysis of whelher Schenng had monopoly power,
{Addanki, Tr. 5744),

410, Schenny's sales of K-Dur 20 did expand. From 1990-19%96, K-Dur 20 prew more
rapidly i unils than did the rest of the potasstum chloride market. (CX 79 at USL 138866).
Schering’s sales continued to cxpand between 1996 and 2000. (Bresnahan, Tr. 8181). According
to Professor Brosnahan, between 1997 and 2001, K-Dur cutput increased by one-gquarter (25
percant}. (Bresnahan, Tr. 8181).

411, Schermyg outspent all of its potassium supplement competitors combmed by more
than & 4 to 1 margm on advertising and physician awareness activitics., Addanki, Tr. 3728-28.
Schering ountspenit Upsher-Somith in its marketing of Klor Con 10 by a factor of 100 to 1.
{Bresnahan, Tr. 734). (CX 746 ul 00334 (Appendix A-5, K-Dur Marketing Rescarch
Backgrounder, July 1, 1996). This exlensive adverlising campaim was desizned to compete
against gencric forms of potassium supplements. (Addanki, I'r. 5730-32),

412, Schering invested millions in promaotion and field force effort, with a number of

signiticant promotional programs over thal approximate ten-year period that heavily promoted ind
marketed K-Dur 10 and K-Dur 20. {Russe, Tr. 3418-15, 3425-26).
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413, Schering’s exscutives recognived that marketing was a key to gaining markel share
trom the other polassium firms: “Detailing by sales sepresentatives is the most cffective way to
educate providers on the importance of K-DUR and move market share,” CX 18 (1997 K-DUR
Marketing Plan, Scpt. 10, 1996 at SP 23 (1039),

4, Bresnahan's conclnsion that K-Dur 20 was 4 monopoly was not based
on a thorowgh examination of the potassium supplement industry

414, Compiaint Counscl’s sconomic expert, Professor Bresnahan opined that Schering
has monopoly power in the K-Dur 20 market. Under Professor Bresnabam’s lest, the issus of
whether or not the Junc 1997 Scitlemen! Agreement of the ‘743 patent inlfingement case was
“untrcompeliive” tums on the following three questions:

(1 Does the patent holder have monopoly power?

(23 Is there a threat tn that power? The threat need not be a cortainty: all lhat iz
required 1s that there be a probabilily of entry and competition.

{3 Is thore a payment to the potential culiunt Lo delay its entry? The paymient
catl take any form, as long as it s a not positive value to the entrant.

Brosnahan, Ir. 035-58,

415, The three elements of the Brosnahan Tosl are to be assessed as of the date the
Agreement was cntcred mito, June 17, 1997, Bresnahan, Tr. 659,

416, [f Schering-Plough was not proven 10 be a monopolisi in Tune 1997, then the first
prong of Bresnahan's test would not be satisfied. Bresnahan, Tr. 660-661.

417, Brcsnahan also testified that il the patent holder did aot have monopoly power,
then the agreement would not be anticompetitive. Bresmahan, It 419 (“Oniy it there’s some
competition absent, which might happen, can you have an anli-competitive act. [ rather than
being products with markcl power or monopoly power they wers produsts that alreardy had enongh
competition to constrain them, an anti-competitive act couldn™  wouldn'( do anything to harm
competition.™).

418.  Professor Bresnahan incorrectly determined that Schering had unlawful monopoly
power, (F. 30).

419.  Bresnahan did not study systematically Schering’s pricing of K-Dur 20, Tpsher-
Stih’s pricing for its Klor Con 10 or Klor Con & potassium products, or the pricing ol ather
potassium manufacturers’ potassivm produets because he did not have access Lo a data set of such
pricing data for the period 1995 to 2001, (Bresnahan, I, 834-35).
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420 PBrosnzhan did not caloulate the pricing difterential (if any) between the various
firms” potassiom produets and the price charged by Schering for equivalent does of 1-Dr 20.
(Bresnahan, Tr. LO71; USX 72).

421, Bresnahan condueted no ceconomeotnic analyscs comparing sales of 10 mEq tablets
with saies of 20 mEq tablets or comparing the salcs of 20 mEq potassium powders with 20 mEq
tablels, (Bresnahan, 'I'T. 653-89).

422 Bresnahan did not study the cross-clasticity of demand between K-Dhr 20 and
other products. {Bresnahan, Tr. 810-11). Bresnahan did net study the direct price elasticity
belween K-Dhar 20 and other potassium products.

423, Bresmahim did not allempt a study of the costs of Schering’s K-Dur 20 products or
the relationship between Schedng’s costs for producing K-Dur 20 and the price Schering charged
for K-Dar 20, (Bresnahan, Tr 834, 1274, 1003, 8145-50).

424.  Bresnahan did not smdy the level of rebates that Schenng gave back to its
cutlomers who purchased K-Dur 20 potassinm products in 1995, 1996 or 1997, (Bresnahan, Tr.
702}, Brosnahan conceded that there was significant promotional spending by Schomg to
promote its K-Dur 20 product, but he did not study this spending. (Bresnahan, Tr, 651-52, 735,
T3, 1176).

425,  Bresnahan did not make any formal study ol the impact of Schering-Plough’s
matketng on the total market demand for potassiom chloride products. {Bresnahan, Tr. 651-52).

426, Bresnahan did not sludy “first mover effects,” the effects of being the [rat 1o sell a
particular product ol K-Dur 20. (Bresnalhan, Tr. 653).

427 Bresnahan made no analysis of promolional expenditures by Schering on K-Dur 20
m his report. (Breanahan, Tr. 734-35). But Bresnahan acknowledeed that Schering outspent
Micro-K in by a factor of ten to one and outspent Upsher-Smith in its marketing of Klor Con 10
by & factor of 100 to one. (Bresnahan, ‘I'r. 734}

428.  Bresnahan had no access to monthiy sales data or pricing dara [fom any fivm aside
from Respondents. (Bresnahan, Tr. B67-68).

429, Bresnuahan did not review any marketing documents from other potassium
supplement manufacturers. (Bresnahan, Tr. $67). Bresnahan did not systematicatly cvaluate the
levels ol promolional spending by olher potassium suppiement firms over the period 1997 o
2001, such as the manufacturers of the branded potassium products Micro-K, Slow K, K-Tab,
(Bresnahan, Tr. 8134},
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430, Prolcasor Bresnahan was unaware of clineal tials that conrpare patient
compliance attribures of taking two 10 mEq tablots vorsus one 20 mEq ablel, (Broesnahan, Tr.
6U2),

431, [resnzhan did not evaluate or analyze the fact that four firms entered the TS,
potassinm chloride market in 1996, (Rresnahan, Tr. 8184-85)
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111, CONCLUSTONS OF LAW AND ANALYSIS
A. Jurisdiction

The Complaint charges Schenng and Upsher-Smith {~Respondents™ with violations of
Section 5 of the FTC Act. 15 U.5.C. § 45, Section 5 of the FIC Act gives the Commission
Jurisdiction to prevent untair methods ol compeiition by “persons, partnerships, or corporations.”
15 LLS.C. § 45, Schering and Upsher-Smith arc cotporations engaved in the interstate sale of
pharmacentical products, F. [-9. The Commission has Junisdiction over asts or practices “in or
affecting commerce,” providing that their ellcet on commerce 1s substanual, MclLain v. Real
Fstate Bed. of New Orfeans, Inc., 444 U8, 232, 241-42 {1980); Hosp. Bidg Ca. v, Trs. of Rex
Heosp., 423 LS. 738, 743-46 (1976}, Respondents’ challenged activities relating lo the sale ot 20
mEy polassium supplements have an abvious nexus to interstate commerce. F. 1-8, Accordingly,
the Commisston has jurisdiction over Respondents and the subject matter of this proceeding.

B. Burden of Proof

AT initia] decision must be supporied by “rehable, prebative and substantive evidence,”™
Commission Bule 3.5310¢), Lo C.FRE. § 3.51(c)1). “Substantial evidence is move than a mere
scinlilla. [t means such evidence as a reasonabic mind would acecpt as adequale to suppoTt a
conclusion. It must be of such character as to afford a substantial basis ol [act from which the
facl m 1ssuc can be reasonally inferred. [t exchades vagoe, uncertain or irrelevam matier, Tl
implies a quality and characler ol proof which induces conviction and makes a lasting impression
on reason,” Carfay Co. v FTC, 153 F.2d 493, 496 (77 Cir. 1946).

“Counsel representing the Comumission . . . shall have the burden of prood, bul Lhe
proponent ef any factual proposition shali be required to sustam the burden of proof wilh respect
thereto.” Commission Ruale 3.430a), 16 CHR. § 3.43(a). This is consistent with Scerion 5560d)
of the Admitestrative Procedure Act ("APA™Y “Except as otherwise provided by statute, (he
propenent of a rule or order has the burden of proof™ 5 U.8.C, § 556{d). FPurther, under the
APA, an o1der may not be issucd “cxecpt on consideration of the whole record ar those parts
thereot cited by a party and supported by and in aceordance with the rehable, probative, and
substantial evidence.” 5 U.S.C. § 556(d); see wlso In re Standard Oif Ca. of Califorsia, 84
FT.C 1401, 1446-47 (1974) (finding that vnder the APA, “[cJomplaint counsel have failed 1o
salisfy their burden to establish by ‘reliable, probative and substanizal evidence’ that the resulis
mentioned in the preceding findings do not support [respondent’s] advertising claims™).

“[T)he antitrust plaintiff must present evidence sullicient to carry s burden of proving
Lhat Lhere was [an anticompetitive] agreement.” Moasanio Co. v. Spray-Rite Serv. Corp., 463
5. 732, 703 (1984). The govenument bears the burden of establishing a violalion of antitrust
lavwe, Linited Staies v, .1, duPont de Nemouwrs & Co., 366 T1.8. 316, 334 (1961).
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C. stamiory and Regulatory Framework

As sol forth m the findings of fact, this case artses lrom the spreements o setle palcnl
infringement suits brought by Schening, as the manufacturer of the brand name dma K-Dur 20,
prolected by the "743 pulent, agamst Upsher-8mith and against ES|, as manufacturcrs of generic
drugs, cach of winch had filed an Abbrevialed New Drug Application (“ANDA™) with the FDA
that containcd a Paragraph IV cerlificaiion that the ~743 patent was invalid or not infringed. In
arder to lnlly understand the issucs involved herein, an overview of the statutory and regulatory
framework from which the challenged agreements arose is necessary.

1. Patent Law

Article 1, Section &, Clause 8 ol the 1.5, Constilution empowers Congress “[to promotc
the progress of scicnce and usetii arts, by sceuring for limited (imes 1o authors and invenlors the
exclusive night Lo their respective writings and discoverics.” Patent laws conlcr upon the
paleniee the sxclusive nght to make, uze or sell the patented invention during the patent lerm,
and aulhorizc the palentee o exelude others — for example, by the initiation of infringcment
litigation  from matufaclunng, usmg andfor selling the mvention during the patent term. See 35
L.S.C.o§§ L0l 154, 271, 281, (The “Talent Act,” 35 ULS.C. § § 1 et seg). The Patent Act also
gxpressly provides that a patent is assignable: the patent owner may “orant and convey an
exclusive nght under his application for patent . . . to the whole or sny specified part of the
United Stares.™ 33 [L.5.C. § 201

The exelusive nghls provided for in patent laws are intended to offer an incentive lor
investors to take risks mn performing rescarch and development. Kewanee Qif Co v Bicron
Corp, 410 118, 470, 450-81, 484 (1974), Sears, Rogbuck & Co. v. Stiffel Co., 376 11.5. 223,
220-30 (1964}, The ligderal Trade Conmunission recognizes the role of intelleciual property laws
m prometing innovation and ehancing consumer wellare.

The miellectual property laws provide incentrves for Innevation and its
disscinination and vommercialization by establishing enforceable property rights
for the creators ol new and wseful producls, more effictent processes, and original
works of cxpression. In the absence of intellectual property nights, imitators could
mere rapidly exploit the cfiorts of innovators and inveslors without competitors.
Rapid imitation would reduce the commercial value of ionovahon and erode
incentives to invest, ultimately w the detormen! of consumers.

LS. Dep’t of Justice and Federal Trade Comumn’n, Anfitrust Guidelines for the Licensing of
Futellectual Property § 1.0 (1995), reprinied in 4 Trade Reg. Rep. (CCH) % 13,132, 4l 20,734
The role of patent law in interpreting claims brought under antitrust law 1s discussed more tilly
m Section E.4.b, infra.

2, The Hatch-Waxman Act



The Federal FFood, Diug, and Cosmclic Acl (“FFDCA™), as amended by the Dooy Ponce
Competition and Patent Term Restoration Act of 984, authorizes the Food and Drug
Admmistration {“FDA™) to regulate the markeiing and salc of drugs in the United States, 21

LLS.CL §5 301-397.

An applicant seekang to market a new brand-name diug usually must prepare a New Drug
Appheanon (“NDA™) for FDA consideration. 21 UL8.C. § 355, Preparing an NDA is frequently
a lmme-intensive and costly process, because among other things, it must contam detmled ¢linical
sludics of Lthe drug’s safoly and officacy. F.13; Mylaa Phormaceawticals, nc, v, Thompson, 268
F.3d 1323, 1325 (Fed. Cir. 2001). The WNDA must alse inelude a 15t of patents which claim the
drug. 2L US.C. 5 355b)(L). ihe FDA approves the NDA, 1t pubhishes 2 hsung of the drug
and patents on the drup’s approved aspects i Approved Drey Produels wilh Therapeotic
Fquivalence Evaluations, otherwise known as the "Orange Book." 21 U.S.C. § 38507 A)(it).

In 1984, Congress enacted the Dirug Price Competition and Patent Term Restoration Act,
knowm as the Hatch-Waxmian Act, which simplified the procedure for obtaining approval of
genenc diugs. 'ub. L. No. 98-417, 98 Stat. 1585 (1984), codified at 21 US.C. & 355, Under the
Harch-Waxman Acl, manufacturers of generic drugs are required to sulanit an Abbreviated New
Drug Appheation ("ANDA™). 21 ULS.C. § 355(). An ANDA offers an expedited approval
process [or gencne drug manulacturcrs. Mylar Pharmacewticals, 268 F.3d at 1325, Instead of
filing a full N A with new satety and ctficaey studics, in an ANDA a genenc manulaciurer may
tely in part on the pioneer mamfacturer’s work by submitting data demonstrating the genenic
product’s hinequivalence with the previously approved drug. 21 ULS.C. § 355 (N2 A).

When a brand nome drug 15 protecled by one or more patents, an ANDA applicant that
intends o market its geoeric producl prior W expiralion of any patenl musl cerlify Ll the patent
on the brand name drug is invalid or will not be infringed by the manufaclure, use, or sale of the
drug forwhich the ANDA applicant sccks approval. 21 UE.C. §5 35500 2% A D 1o {TV).
This 1z known as a “Paragraph 1V Certification.”  Ifthe ANDA contains a Paragraph TV
cerfilicalion, lhe ANDA applicant must provide natice to each owner of the patent that is the
subjeel of the eortification and to the holder of the approved NIA to which the ANDA refers, 21
USB.C§3550u2)(BXi). Tlpon receiving notice of a Paragraph 1V certification, the patent holdcr
has 45 days in which to file a patent mhingement suil agamst the genenc manufacturer. 2]
U.S.C. § 355((5%BWin). Ifa patent infaingement suit is initiated against the ANDA applicant,
the FTXA nmust stay its final approval of the ANDIA for the generic drug unlil the earltest of {1) the
patent expiration, (2) a judicial determination ol the palent liligation, or {3) the expiration of a
30-month waiting period. 21 TL3.C. § 3353 H3WBX1ii).

The statutory framework of the Hateh-Waxman Act ereales the potential for costly patent
litigation against the gencric maker that files a Paracraph TV-cerlified ANDA. Mylan Pharms.,
e, v Thompyon, 139 F. Supp. 2d 1, 7 (D.D.C. 2001}, rev'd on other grounds, 268 F.3d 1323,
1325 (Ped. Cir. 20011, As an meentive {o the fivst generic maker to expose itself to the risk ol
costly patent litization, Hateh-Waxman provides that Lhe first to file a Paragraph-IV certificd
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ANDA ("the first [iler”) is eligibie for a 180 day penind of cxelusivity (“the 180 day Exclusivity
Perind™). Ad.; 21 U.S.C. § 35500 5)BY1v). That is, during those 120 davs, the FDA will not

approve any other ANDA for the samc gencnic product until the earlier of the daic on which (1)
the first firm begins commereial markcting of s genenic version of the drug, or {2) 2 court finds
the patent claiming the brand name drug are mvalid or not mfimged. Mpfan, 139 F. Supp. 2d at

7 21 US.CL§ 35500 5)(B)(1v).

The provisions of the Hateh-Waxman Amcndments “emerged from Congress' efforts 1o
balunce two confliching policy objectives: to induce name brand pharmaceutical firms w make
the mvestments necessary to research and develop new drug products, while simultaneously
chabling competitors to bimg cheaper, generic copies ol those drugs to market.” Abbotr Labs. v,
Foung, 920 F.2d 954, 991 (D.C. Cir. 1990} (Edwards, T, disscnting on other grounds). Thas,
although the declared purpose of this legislation was to “make available more low cost generic
drugs by cslablishing a generic drug approval procedure for pionesr drugs firsl approved after
1962],]” HR. Rop, No. 98-857, pt. 1 at 14 (1984), 1984 U.S.C.C.AN. 2647, Congress expressly
recognized the importance of patents.

Patents are designed to promote innovation by providing the nght to exclude
others from making, using, or sclling an mvention. They cnable tinmovators to
oblain greater profits than could have been obtained if dircct competition existed.
These profits acl as incenlives for innovative activitics.

H.R. Rep. o, B8-857, pt. 1 at 17, 1984 US.COCC AN, at 2630, Hatch-Waxman does not compel
the hoider of a valid patent to relinguish the righis it holds pursuant to that patent prior to the
cxpiralion date of that patent.

D. Relevant Geographic and Product Market

The determination of the relevant market 13 assential to all four vielations alleged in the
Complamt. Violations One and Two of the Complamt allege that the agrecments cntered into
between Schering and Upsher-Smith and between Schering and AAP {ESD) unreasonably
restraamed commerce. Complantt Y 68, 69, Establishing the relevant market is the starting poinl
in a rule of reason case. Califprnia Dental Ass'n v, FTC, 224 FA3d 942, 952 (%™ Cir. 20009
(proel ol relevant geographic and product market necessary for proving injury to competition in
rule ol reason case); Stratmore v. Goodbody, 566 F.24 189, 194 (6th Cir. 1989) (“The starting
point in a rule of reason case 1s to identify the relevant product and goographic markets."), See
aiso Twin City Sportservice, fnc. v, Finley & Co., Tne., 676 F.2d 1291, 1300 (%th Cir. 1982) (Tt
i8 also worth noting that the effort to find a relevant market in this htigation was not performed
without purpose. A definition of a relevant market was necessary in ordsr Lo assess possible
Sherman Act vielations.™). The plaintiff bears the burden of prool of definmnyg the relevant
market. Brokerage Comcepts v. ULS, Healthcure, Inc., 140 F.3d 494, 513 (3™ Cliv. 1998) {*The
burden 1s on the plambff to define both componcents [geographic and product] of the relevant
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market.”"y; Pouble [) Spofing Serv. v. Supervatu, Ine., 136 F.3d 554, 560 (8" Cir. 1998}, As
discussed in Scetion E 4, fnfra, rule of reason analysis 1s required in this case,

Determination of relevant product market is an especially imporlant inquiry here, where
Complaint Counsel’s proof that the agreements are anticompetitive ts based on a finding that
Schenmy had monopoly power. Complaint Counscl™s ceonomic cepert, Professar Bresnahan,
used a three-part test to determiing whether the patent settlements befween Schenng and Upsher-
Smith and between Schering and ALLP (ESI} were anticompctilive. F. 414, The threepart test
asks:

(1) Doea the patent holder have monopoly power?

(2) Is there a threal to that power? The threat need not be a cortainty; all that 1s
required 15 thul there be a probalx ity of entry and competition.

(33 Isthure a payrmenl o the polential entrt to delay its entry? The payment can
take any form, as long as 1t 1s 4 net positive value to the entrant.

F. 414 [f 3chening-Plough was not proven to be a monopolist in fune 1997, then the first prong
of Bresnahan’s test would not be satisticd. F. 413-16. Bresnahan also lestified that if the patent
holder did not have maonapaly power, then the agresment would nol be anticompetitive. F. 414,
("Only if there™s some competition absent, which might happen, can you have an anti-
competitive act. Il rather tham bemp produsts with market power or monopoly power they were
products that already had enouph competition to constrain them, an anti-competitive act couldn’t
— wouldn’t do anything o harm competition.”). By making monopoly power an integral part of
thal experl’s testimony, 2 determination of relevant market 15 an intepral part of Complaint
Counscl’s casc.

In its post trial bitefs, Complaint Counsel suggests that it need not deline the relevant
product market. Complainl Counscl asscris Lhal direcl evidence of anticompetitive effacts
“obviates the need, as a matter of law, to underlake the muarket defimtion exercise respondents
advance.” Complaint Counscl’s Post Trial Bricl (“"CCPTE™) at 47. Complaint Counsel argucs
that thu Sepreme Court “in £FTC v. fndiana Fed'n of Dentists .. made clear that proaf of actual
anticompetitive effects make market definition and market power inquartes unnecessay.”
CCPTB at 83. However, Indiana I'ed'n of Dentisis does not relicve Complaint Counsel of its
obligation 1o define Lhe relevant market. Rather, fadiang Fed 'n of Dentists holds that proof of
actual detrimental effects can obwiate the need for an inquiry into market power. FTC v Tndioaa
Fed'n of Dentists 476 11.8. 447, 460-061 (1980). Complaint Counsel further relics on Tows “R”
L5 fneo v FTC, which holds that, “in o properly defined relevant market,” dircet evidence of
anticompetitive ellects 1s one way to prove market power, 221 F.3d 928, 937 (7" Cir, 2000,
Thus, while Tove R ' Uy may relieve Complaing Counsel of proving market powcr, it does not
relieve Complaint Counsel from properly defining the market.

Further, Complaint Counsel’s suggestion that, because it has presented evidence of
anticompetilive effscts, 1t need not present evidence of monopoly power is fllegical. Complaint
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Counsz! cannot prove an effect withoul first proving by market definition what is claimed to be
affected.

Maorenver, Complaint Counscl’s position that it need not prove or defne ihe relevant
market clearly undermines the theory and opimons of Complamnt Counscl’s cxporl witness, as his
test is premised on finding a monopeoly and & threat to the monopoly. See CX 1590 (the “three
pies” chart); B, 414-16 (it Schering was not a “monopolist’” then the Bresnahan Test 1s not
satistied for anticompetitive agreements).

To prove that the agreements did have anticompetitive effeets, Complainf Counsel relied
on the testimony of Professor Bresnahan who reached this conclusion based on his [nding that
Schering was a monopoely and had market power. Withont a proper market definition,
Bresnahan’s opintons are without proper foundation and lose credibility, The casc that was
brought involved prool of a relevant product markel and the expert premised his analysis on the
proot of 2 monopelist within a relevant product market. Accordingly, Complaint Counsel’s
proot was not built wpon a proper determimalion of marker power or monepely power.

Violations Three and Four of the Complaint alleze that Schering hag monopoly power in
the manufacture and sale of potassium chloride supplements approved by the FDA und the
narrower raatkets contained therein and engaced 1 condiect to unlawfhily preserve such
monopoly power and thal Schermyr conspired separately with Upsher-Smith and AHP to
monopolize the relevant markels. Complaint f 76, 71. Establishing the relevant markest is also
necessary to assess whether 8 defondant posscsses monepaly power. Spectran Sports, ne, 1w,
MeQuillan, 506 115, 447, 455-56 {1993) (to cotablish monopolization or altempted
monopelization 1t 1s “necessary to appraise the exclusionary power ol the Hlepal puleol claim in
terma af the relevant market for the product involved. ™) (citations omitted); BWulher Process
Eguip. fnc., v. Food Mach. and Chem. Corp., 382 (18,172, 177 {1963) (*“Without a definition of
that market there is 0o way to weasure [the respondent's] ability 1o lessen or destroy
competition.”).

Complaint Counsel bears the burden to establish the relevant markct, which is “an
indispensuble element ot any monopaoltzation case.” Intergraph Corp. v Intel Corp., 195 F.2d
1346, 1355 (Fed Cir. 1999%; see Fflior v. United Crr., 126 F.3d 1003, 1003-04 (71 Ciz. 1997);
Alcatel US4, Tnc. v, DGI techs., e, 166 F.3d 772, TR (3% Cir, 1999); [1J, Inc. v. It 1 Tel &
Tel, 867 F.2d 1531, 1537 (8" Cir. 1989) {*The plaintiff caries the burden of describing o well-
delined relevant market, both geographically and by product, which the defendants
monopolized.”). Complain Counsel did nol meet its burden of establishing the relevant product

market.
1. {eopraphic Market
The relevant geographic market is the region “in which the selier operates, and to which

the purchaser can practicably tam for supplies.” fompa Efec. Co. v. Nashville Coal Co., 365
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L.5.320, 327 (1961). Purchasers of potaszium chloride supplements in the United States can
purchose these products only from manufacturers who market in the United States, and whosc
products have been approved for sale in the Uniled States by the FDA. F. 26, Schering and
Upsher-3mith have FDA approval and do sell thear petassium chlonde supplemenls in the United
States. F.25-28, Therclore, the relevant goopraphic markel for asscssing the alleeations of the
Complaint is the United States, F, 25-28

2, Produoct Market
The Complaint alleges:

‘The relevant markets are the mamnufacture and sale of all potassium chloride
supplements approved by the FDDA, and narrower markets contained therein,
meluding manufaciure and sale of 20 millieguivalent extended-release potassium
chloride tableis mid capsuies.

Complaint § 21, At trial, Complaint Counscl’s position was that the relevant product market is
20 millizquivalent potassium chloride tablets and capsules. F. 30,

Respondents argue that the evidence does nat support Complaint Connsel’s alleosd
product market of 20 mEq sustamed release potassium chloride tablets.

The greater weipht of eredible cvidence shows that the televant product market is all oral
potassium sapplements that ean be preseribed by a physician lor a patient 1in need of a potassium
supplement. Fo29-114,

a. Functional interchangealility of potassium supplements

The relevant market for purposes of antitrusi hiigation is the “area of effechive
cormpetition” within which the defendant oporaws, Tampa Elec,, 365 1.8, at 327-28, Asthe
Supremie Court explained in £.1. du Pont Nemours:

The ‘market’ which one must study to determine when a producer has monopoly
power will vary with the part of commearce under consideration. The tests arc
constant. The market iz composed of products that have reasonable
interchangeahility for the pmposss for which they are produced -- price, use and
fualines considerad.

351 115, 4l 404.
In defining a relevant product market, courts look to determine il products arc

“reasonably interchangeable,” Cowmts consistently look to reasonable interchangeability as the
primary indicator of a product market, See United States v, Contimental Can Co., 378 1.8, 441,
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453-57 (1964} (glass jars and metal cans sufficiently interchanygeahle to be in the same marker);
Tumis Bros. Co. v, Ford Motor Co,, 952 F 24 715, 722, 726 {3d Cir. 1991) (relevant produet
markel consisted of “Ford and other comparable tractors™ bascd on reasonable
imtcrchanpeability); Kaiser dluminm & Chem. Cosp, v, FTCL 052 F.2d 1324 1330 (71h Cir.
1981) (“the clearest indication that products should be included in the same markel 15 1f they arc
actually used by consumers in a readily mterchangeable manner™y, #.7.C. v R.R. Donnelley &
See Cn, 19902 Trade Cas. (CHH) 9 69,239 at 64 854-55 (TL.D.C. 1990} {ofl=ct and gravure
print processes interehangeable and m the same product market); o re Lizies & Myers, Inc., 87
F.T.C. 1074, 1163 (1976) (premium and economy doy food found to be in the same market in
view of interchangeability of use). See also I re Cardizem (1) Antitrust Litio,, 200 FR.D. 207,
310-11 {E.ID>. Mich, 2001) (*The pharmacewieal market is fundamentally differeat irom the
market for other produocts. In the pharmaceutical induwstry, there is a govermment-assured
complete interchangeability of drug products.”).

The first step in determining interchangeability of potassium supplements is to detcrmine
who makes the selection regarding which potassivm supplement 10 be used. Potassium
supplements arc Eiven by doctors to hypertensive paticnts to lroal or prevent hypokalemiy, a lack
of potasgiom causcd by the use of diurelic madications. T, 38, The doctor is the mosl important
link in the chain of these involved in the dectsion of which potassium supplement to prescribe.
F.38, 118, The doctor diagnoses thal 4 polassium supplement s required for the patient. F. 38,
18, The doctor is the ane who is knowledgeable aboutl whal products/drugs are available to
meel the palient’s needs. Professor Breanahan acknowledged Lthat the demand for potassiun:
begins with a palionl presenting himselfherself to a doctor and receiving a potassium supplement
prescription. F. 38, 118,

There 15 insufficient evidenee to show that the patient has any control over this decigion.
Alfler the docter makes the diagnosis and writes (he prescription, the pharmacy fills that
proserption, Fo 359, 118, The patient and/or medical msurance pay for the prescription. The
credible cvidenee demonsirates that the pharmacist has little or no control over which potassium
supplement product to dispense. Tn many states, the law allows no changre. In some states, a
generic may be subsuiuled. F. 22-23. Thus, between the doctor, the pharmacist, and the patient,
it is the doctor whe exereiscs most, iIf not all, control over which potassium supplement product
is selected for any given patient. Accordingly, the only logical place from which 1o determine the
relevant product market s lrom the array ol therapeulically substitutable choices availabla Lo the
doctor.

In 1597, more than 25 firms sold potassium supplements, inchiding Schering-Plough and
Upsher-Smrth. F.31.37. All forms ol potassium are considered to be therapeutically conivalent:
they all deliver potassium. T, 43-48. The high degree of interchangeability between various
potassium prochucts, including 20 mEq sustained-release products, was confirmed by Complaint
Counsel’s fact witnesses, Dean Goldberg and Russell Teagarden, F. 44-55.
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Dean Cioldherg of Lnited TlealthCave (“UHC”) testified Lhat there {s a substantial “degree
of choice™ in the potassim chloride market. F. 50, Goldberg further testified that most, if not
all, potassium chlonde products are therapeutically equivalent. F. 500 Goldberg also confirmed
that reasonable substitules exist o the 20 mEq sustained release potassium chloride product and,
that phvsicians consistently prescribe those products, U, S0,

Fusscll Teagarden, a Hesnsed pharmiacist, of Merck-Madeo, the nation’s largest Physician
Henefits Manager (“PBM™}, testificd that there 1s no sepavate listing for 20 mEq potassium
chloride products on its formulary, F. 51-34. if Merck-Medco and other PBMs thought that
umcue characieristics existed that warrant a separate market for fust 20 mEq sustained release
potassiwm chioride products, there would bo a separate classification on Merck-Medco's
formulary. F.51-54. ITe also testifted that at many limes, for example in 1993, 1994, and 1993-
96, Merck-Medco did not even list K-Dur 20 as a presenplion diug on its formulary, F, 51-54.
Insicad, Merck-Medco®s fornmlaries at those timmes simply lisled other polassium supplements
sold by olher phammacentical companies. Tr. 31,

In addibion, Prolessor Bresnahan conceded that K-Dur 20, Klor Con & and 14, Micro-K,
K-Tab, Slow K, K-Lyte, Klotrix, Apothecon KO and Ethex potaszium chloride were all
preseribed for the same “purposc” of trealing potassium deficiency. [, 87.

The evidence demonstrates that many types ol polassium supplements are
interehangeable with K-Dur X1, Accordingly, because there arc many other acceptable
potassium supplements which may be substituted, the relevant market 1 not liruted (o 20 mEg

potassium supplements.
b. Pricing of putassinm supplements

Complaimnt Counsel has taken the position that the proper inguiry L detenmine the
relevant market 15 nol whether the products are tunctionally interchangeable, bul whelher the
products constrained each viber’s prices. CCPTB at 85-86, Complaint Counscl relics on e re
Coca-Colu Boitling Co. of the Southwese, which held that the relevant inguiry in conducting an
antitrust analysis is not whether “ceriamn [products] competed against cach other ina broad
sense,” but instead whether such “products were sufficiently substitutable that they could
conslrain®™ each other's pricing. 118 F.T.C. 452, 541-42 (1994). Cora-Cola Bondfing was a
metger case with an overriding tocus on the combined power to influence the market which
would be wielded by the propoesed merger partners. In addition, as stated below, Coca-Cola
Bottling ciled Brown Shoe with approval. I

The Commission has not limited the ioguicy 1o whether certain products are sufficicnily
substitutabte that they could constrain cach others products. &g, far'f Assoc. of Conference
Interpreters, 123 F.T.C. 465, 640 (1997} (Scetion 2 case) (the Commission generally examines
whal products are reasonable substitetes for one another through a consideration of priee, usge and
qualihes). Morcover, in the context ol prescriplion of drugs, the Commission in, Jn re Farner
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Lambpert Co,, 87 F.T.C. 812, 877 (1976), lound that branded and imbranded thyroid produets
constituled a single product market despite “lack of price slaslicity.”

Complatnt Counsai cites to numeraus cases for the agscriion that a pnce difference can
lead to a fitiding of a sepurate product market. CCPTE at 85 and 86 1.33. Bul these cases utilize
the Suprems Court’s Brown Sioe analysis and virually always consider othor Brewn Shoe
facters such as special charsclenistics, industry recognition, distinet customners, and olher Srowa
Shoe “practical indican.” See FTC v. Staples, 970 1°. Supp, 1066, 1075-30 (D.D.C. 1997
(extensive reliance vs Brown Shoe “practical indicia™ for product market, inclnding spectal
characteristics of ofiicc superstores, indusiry recogmition, extensive cvidenee of crogs-elasticity
of demand); F7C v, Carddinal Health, Inc, 12 F. Supp. 2d 34, 45 (D.D.C. 1998) (rclics on
Brawn Shee, 1n particular unique featurcs of the drug wholesaling inedustry, including specialized
customers such as hospitals dependent on wholesalers, lo find a distinet product market; merger
cascl, Coca-Cola, 118 [T.C. at 541-42 {clling Brown Shae with approval and conducting
CXtensive review of sales chanmel differenccs benween home market and cold drink market);
re (din Corp., 113 FT.C 400, 603 (1990} {liguid chlorine pool bleuch in separate market from
drv pool samitizor where “physical and technical characteristica™ diffured; chemical concentration
of active ingredient, chlorine, differed; shelf life differed; and customers were geographically
distinet and functionally distinel  pool service companies vs. homeowners).

‘The pharmaceutical industry easc Complaint Counsel ciles, Smith-Kiine Corp. v. Efi Lilk
dr Coe., 575 F.2d 1030 (3d Civ. 1978), found cephalosponn anbibiolics to be a distinct product
merkel froim olher antihiolics not because of price difference, but because, applying Brown Shoe,
the Third Circuit found eephalospuring had special charactetistice. Cephalosporins were (a)
broad spectrum antibiotics “cilective against a wider range of infections oreanisms than are other
xmtibiolics;” id. at 1064, (“cephalosporins are effective against the organism Klehsiclla”
staphylococel and gram negative bacilli, as contrasted with pemcillins that “tend to be active
againsi onc but not the other™); (b) used [or specialized palicnis: “cephalosporins are generally
used In treating penicillin-allergic patients,”™ id, at 1064; and (2) were “less wxic” than some
other anti-inlectives, Jd These “sufficiently nnique features™ are not presenl here where K-Dur
2{} and other polassium chlonde products contain precisely the same thermpoulic agent and are
“therapentically equivalcnt.”

C. Cumplaint Counscl did not prove a single brand market

Although Complaint Counscl claims 1t does not have to prove relevant market, Complaint
Counsel alleges that Schering had market power and a monopaly in the market for 20 mEq
polassium supplement, However, at all times relevant, Schenng had a valid patent for the 20
mEq potassium supplement. Therelors any monopohization or market power existed by virlus of
the *743 patent. See Jefferson Parish Hosp. Ihst. No. 2v. Hyde, 466 U8, 2, 16 (1934) {When
the zovermment has grantcd the seller “a palent or similar monopoly over a product, it is fair to
presume that the inability o buy the produel elsewhere gives the seller market power.””)
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d. Complaint Counsel did not present pricing data to support an
Tndiana Federation of Dentists analysis

Comnplaint Counsel cites to fediann Fad'n of Denrists, 476 U5, at 460-61, to show that
“proof of aclual detrmmental effects . . . can obviate™ the need for an inquiry into marker power.
COPTB at B3, However, as discussed ifra, the pricing evidence offerad hy Complaint
Counsel’s experl 15 inadequale 1n many respects and does not support an fadigag Federation

analysis.

Complaint Counsel’s experl Professor Bresnahan did not study systematically Schering’s
pricing ol K-Dur 20, Upsher-Siuith’s pricing for Klor Con 10 or Klor Con & potassium products
and did not have or offer pricing data on other competilors, F. 419, Corplaint Counzel™s expert
did not study the costs of Schering or other polassium supplemeni producers. F. 423 Complaint
Counsel’s expert did not study rebates, promotional allowances, or (ree conds, that affect the net
pricmg that Schering’s customers received. F. 424,

Although Complaimt Counsel sought to demmonstrate that the price of K-Dur 20 roze,
prool of one firm’s prices nsing, m a vacuum, cannot lead to any inference as to the relative price
increase or deetoase of Schormy's K-Drur 20 product over ime. An analysis nnder Jrdicene
Federotion requires that more be proven. See Levive v. Central Florida Med. Affifiaies, 72 F.3d
1538, 1552 (11th Cir, 1996) (plaintifi’s prool'that delendant’s prices {doclor’s fees) had risen
was legally insufficient because there was no prool ol other doctors” [oes ur cosls lo compare
those price mereases with). Also, petassium purchasers had more than 20 firms to choose from
to obtain thermpeulically equivalent product, F. 31-37, clearly sufficient alternative choices Lo
deleat an fndfiana Federotion claim. See Flegel v. Christian Hosp, N.E-N. W, 4 F.3d 682, 689
(8th Cir. 1993) (plaintiff provided insufficient evidence of deltnmental effects under fndiana
Federation whore paticnrs had the option of recciving carc al other hospitals).

e, Complaint Counsel did not present a legally cognizable
snbmarket nnder Brown Shoe

Brown Shoe v United States, 370 115, 294, 525 {1962) ntroduced into merger law the
concept of submarkets within the relevanl market. Rothery Storage & Fan Co. v. Atfas Vin
Lineg, Tne, 792 F.24 210, 218 (D.C. Cir. 1985). The Suprerne Court identified several “practical
indicia” that may be uscd to delineate submiarkets:

The boundaries of such a submarket may be determined by examimng
auch practical indicia a3 industry or pubhe reeopnition of the submarket as
a separate economic chtity, the product’s pecnliar characteristics and uses,
unique preduction factiitics, distinel cusiomers, dislinct prices, sensitivity
to price changes, and spocialized vendors.
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Brown Shoe, 370 1.5, at 325, “These indicia seem to he evidentiary proxies for direct proof of
substitutaility ™ Rouhery Storage, 792 F 2d at 218, H./, fac, 867 F.2d at 1540 (*[TThe same
proof which establishes the existence of a relevanl product market also shows (or in this case,
fails 10 show) the existing ot a product submarker.™).

Complaint Counsei argues that a Broves Shoe analysis 1s nol appropriaie. Nevertheless,
the Complaint specificaily defined 20 milliequivalent extended-release patasgium chioride tablets
and capsules as 4 “narewer market” contained within the relevant market ol all potassium
chloride supplements approved by the FDA. Complaine at 21, Thus to determine whelher “24)
milhicquivalent extended-telease potassnmm chloride tablets and capsules” is a scparate
submarket, a Brows Shoe mmalysis follows.

L. “Industry Or Public Recognition™ Of Distinct Markcts

Complaint Counscl did ntot prove that the industry recognizes the existence of distinet
markets hetween potassium chloride producls and 20 mEq sustained-release potassinm chloride

HealthCare, two inportant industry partictpants, provided no testimony to prove lhal the mdusiry
recopnizes 20 mEy sustaimed-releass potassimm chloride products as & scparate and distinct
moarket foom the overall potassium chlorde market. F. 49-53,

In applving this factor, courts Ieok o industry publications, the classification of a ¢lass of
productls in a separate class, perceptions of customers aned the rms” marketing documents. See,
e.g. Moore Corp. v Wallace Computer Servs., Inc., 907 F. Supp. 1545, 1376 {D. Del. 1995)
teitalion omitted). These matenials uniformiy support 4 broad potassium supplemeont market;
Professor Bresnahan admitted that he could not cite any pharmacentical trade periodicals that
treat K-Dur 20 as a product with unigue features. F. B1. Data from IMS has a single catcgory,
0110, for “Potassivm Supplement Chlonde” in which K-Dur 2() is but one of more than 30
producls sold by more than 23 different firms tracked by IMS. F. §3.

Professor Bresnahan conceded that Schering’s marketing docuinenis [or K-Dur 20 use the
entire potassium chloride supplement market as a measure of performanee and aiso consider
other producls such as 10 mEq potassium chloride products az competitors to K-Dar 20. F. 60,
Scherg tracked the progress of its substantial investment in advertising and markcting by
monitoring market share paing in lerms of the overall potassium market. F. 60, Even Bresnahan
and Complaint Counscl relicd on Schenng business documents that combined K-Dur 10 and K-
Dwr 20 in the same charts and business plans. B, 6} The marketing documents of Schering's
potagsium tival, Upsher-Smith, demonsirate that one of the major competitors to the Upsher-
Smith Klor Con product ling, including the Klor Con 10 wax matrix, was K-Dur 20. F. 60
Upsher-Smith targeted K-Dur 20 in a senes of advertisements urging doctors to substimite two
Klor Con 193 [or a 20. F. 64-69. Thus, the marketing perceptions of both companics wore that
K-Dur 20 cumnpeled m the broader polassium market. See, e.g., Moore, 907 F. Supp. at 1576
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{‘nerther company has historically considered [the product al issue] as a calegory unlo itselfi”
findinty broader product market under Browa Sfioe).

2, “Product’s Peculiar Characteristics And Uses™

As detalled in tw preceding section, Complaint Counsel did not prove that K-Dur 20 has
“peculiar characteristios and uges™ lian other potassinomt supplements. Al potassivm
supplements have the same purpose: to deliver potassium to hypokalemic patients. T. 43-48.

3. “Unigue Production Facilities”

Complaint Connsel presented no cvidenee Lthat K-Der 20 and its generic equivalents are
manufactured in diffarent plants or require dilferent production facilities. Tn fact, Professor
Bresnahan conceded at trial that the 10 and 20 inBq products ars produced in Lhe same plant. F.
85-80. Wilh the same production facilitics, the product [acilily faclor cannol support & separatc
K-Dur 20 preduct market. See, e.g., Undted Saies v, Consol, Foods Corp., 455 F. Supp. 108,
125 (E.D. Pa. 1978) (lresh and froven institutional pics in samc producr markct undar Brown
Fhoe where “[m]atu[actunng factlittes for both preducts are virtually the same’™).

4. “ristinet Customers™

Complamt Counsel did not prove that K-Dur 20 13 dircoted toward a distinct class of
customers. In fact, Brasnahan testified thar there is no distinet class ol customners that prefer K-
Dur 20, F. 87-88 {Bresnahan unsware of any group of potassivm deficient paticnts thal camot
by treated by Klor Con 10; Brosnahan “has seen nothing in those terms.™). Similarly, Phillip
Diitsas tastifiad that there is 0o unique subgroup of paiients that can onty take K-Dur 20, F. §7-
8.

5, “Distinct Prices”

Under this (actor, for produc lines to be considered separate, cach potentially delinabie
mariket must have distinet prices. See (15 Healthcare, Ine. v, Healthsources, Inc., 936 F.2d 589,
398-99 (1% Cir. 1993). Complaint Counsel failed to ntroduce sufficient evidence or testimony of
istinct prices in the 20 mEq sustained-release polassium chioride tablet and capsule market, as
compared with other potassium products. Instead, Complaint Counsel’s witness, Mr. Teagarden,
conceded that K-Dur has the same relative price as other potassium chloride supplements, F. 89.
Bresnahan conceded that branded potassium products had “comparable” prices to K-Dur 20, F.
B,

The only specifie pricing dilference thal appesared m Bresnshan’s Report was a 30%,
pricing difference between only a small group of the potassium unbranded generic products, and
Lthis chifference actually proved the cross-elasticity of demand hetween unbranded gencrics and K-
Dur 21y in 1996, Bresnahan presenied no stabishcal pricing stucly, and did not even have a pricing

93



data set for K-Dur 20, a price data sct for K-Dur 10 or [or Klor Con 10, and for ils competitors m
the sale ot potassium supplements. F. 91, 419, 428,

Bresnahan concedes that a pricing difference alone does not suftice to prove a scparate
producl market. F. @1 Nor thd he study the demand for various forms of potassium to caleulate
demand elasticities. F. 422, Professor Bresnahan did not study the 1atio of Schering’s prices to
costs, s0 he is unable Lo evaluate amy rise in Schering’s price for K-Dur 20 as related or unrclated

o cosls. Fo423,
. “Sensitivity To Price Changes”™

Complami Counscl did not miroduce suftficient evidence to demenstrate tihat there is price
sensitivity between other potassium chlonde supplements and K-Duor 20, Complamt Counsel™s
sole expert ceonomuist lailed to comduct the analvaid tecessary to delenmine the degree of price
sensitivity between 20 mEq sustained-relsase products and olther polassium products. F. 112,
113, 419-23. Rresnahan had na pricing data sets for Schering, Upsher-Smith, Apothecon, or any
other potassium competitor. 17 419, Lack of this evidenee wndermines Complamt Counsel’s
clunma. See, e.g., Lanter, Mme. v Novell, tnc, 140 F. Supp. 2d 1140, 1148-49 (D1, Utah 2001)
(orantng defendunts’ maetion [or judgmenl as a matler of law againzt Section | and 2 claims
“IbJecause there 15 no evidence on the cosls of lhe vanous products or of how the consamer
would react 10 a price mercase W such costs, there 15 o evidence of prce sensilivity” undey
Browa Shoe and thus plaintiffe’ “evidence is insufficicnt to catablish therr defimition of the
relevant market™.

The record evidence aclually shows not only price sensitivity in the market, but also K-
Dur 20 losing some markel share to other potassium chlonde products. The recond evidence
showed that the 30% priee difference berween K-Dur 20 and the unbranded genenic polassimm
products was cansing the sales of the gencric products to tige, ag set forth m the K-DUR
Marketing Plan (CX 20), written just six weeks alter the June 1997 Agrreemont bocame cffective:

Klor Con 10, a branded generic, has grown to 16% of total presceiptions. The
calegory of genencs has grown over a full point to 30% of total prescriptions. The
growth in the genence market is due in part to the 3085 price advantage over K-
DUR 24, bul managed care alse plays a sigmficant role,

F. 110; CX 20 (1998 K-Dur Markcting Plan, Asgust 1, 1997, at S8 4040).

Stmilarly, the price scasitivity ol the market to price reductions was dramaticalily
demongtrated by the shilt in sales to Apothecon, a new enirand in the sale of potassium
supplements. F. 104-08. Prce discounling was repeatedly noted in Upsher-Smith's potassium
marketing doeumenrs, F. 104-08.

Furithermore, Bresnahan did not evaluate the brand advertising conducted by Schering. F.
424, Schenmg-Plough pul millions of dolfars into promoting the K-Dur brand and K-Dur 20
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during the 1995-1957 time period. F. 411, Schering also invested heavily in [ree poods, rebates
and other [orrns of discounting and marketing. 114-16. The magnitude of these cxpenditures
demonstrates the prics sinsitivily of polassiem supplement purchasers and the fact that Schering
viewed itself as facing competition from various forms of potassium supplements prior to
september 1, 200, From Oetobeor 1, 1997 (o June 30, 2001, Schertng spent 3136 million in
rebates it paid K-Dur customers. F. 115.

Schering outspent all of its potassium supplement compeliters combined by more than a 4
0 1 margin on advertising and physician awarcnuss aclivilics. F. 411, This extensive
advertising campaign was designed to compete againat generic forms of polussium supplements,
F. 411.

T. “Specialized Vendors™

The lazt Brown Shoe [aclor asks whether there are “spectalized vendors™ unique to K-Dur
20, No specialized vendors setve only 20 milhequivalent extended-relesse potassium chlonde
tablets and capsules. Paticnts who arc hypokalemic receive prescriptions for a potassinm
supplement when they visit the doctor. F. 118, Prescriptions for extended-release potassinm
chlonde supplements are dispensed at pbarmacies. F. 118,

Complaint Counssl’s wilnesses did not estabiish by sufficient evidence any of these
[actors in order (o prove thal K-Dur 20 and 1ts generic equivalents arc a scparatc produst market.
Thus, an application of these “practical indicia™ w the evidence presented at trial reveals that *K-
Dur 20) and its generic equivalents™ is not a separale producl market.

E. First and Second ¥iolations of the Complaint

The Complant charges Respondents with four viclations. The First and Sceond
Violations of the Complaint charge that the agreements hetween Schering and its horizontai
competitors, Upsher-Sinith and AHP, unreasonably restrained commerce and therefore cach
agreement was an nafair method of compatition.

1. The Legal Framework for Analysis of Horizontal Resiraints

The FI'C Act’s prohibition of “unfair methods of competition”” encompasses violations of
other intitrust laws, including Section | of the Shorman Act, which prohibits agreenents in
resicnnt of trade. Cafifornia Dental Ass'n, 526 U.S. at 763 1.3, The Coimnmission relies on
Shetman Act law m adjudicating cases alleging unfair competition. £z, Indiana Fed 'n.
Dentists, 476 1.5, at 451-52 (Commission based its muling that the challenged policy amounted
to & conspiracy in restraint of trade that was imreasonable and henee unlaw ful under the
standards for judging such restraint developed in the Supreme Courd’s precedents mterpreting § 1
of the Sherman Act); fn re Colifornio Dentel Assn., 121 FT.C. 190, 292 0.5 {1996), fn re
American Med, Aszoc | 94 FT.CO 700, 994 (1979,

95



Reslraints om trade have heen held unlawtul under Section 1 of the Sherman Act, cither
when they fall within the class of restraints that have been held to be unreasonable per sc, or
when they arc found to be wnreasonable alter a casc-spoci e appiication of the rule of 1eason. In
ST clrcunstanees, an abbreviated, or “quick look™ rule of reason analysis meay be appropriate.
Cirdifornia Dental, 526 1.5, at 770. Complaint Counscl asscrts that ibe challenged agresments
are wrgasonable restrainls of rade under either the per s¢ or nile of reasen analyais. Although
Complaint Counscl does nol specifically urge “quick look™ treatment, Because many of the
arguments Complaint Counsel advances relate to an abbreviated rule of reason approach, this
method of analyzing the agreements is also addressed. Regardless of the method of analysis
employed, the cssential mguiry remeauns the same -- whether or nof the challengzed resitumt
erthances or impairs compeliion. National Collegiate Athietic Assn. v. Bt of Regents, 465 1.8,
%5, 104 (1984) (“NCAL™),

2. The Per Se Approach Is Not Applicable

“[MJost antitrust claims are analyeed under a ‘rule of toason® . . " State Gil Co, w.
Kehn, 52253, 10 (1997) (citations omitted);, Steadard Cel, 2211181, 62 (1N 1); Chicage
RBd, of Trade v. United States, 246 0.8 231, 238 {1918) {courts generally detenmine the
reazenableness ol a parlicular sgrcement by reference to the swrrounding facls and eircumstances
undler the rule of reason). Courts are free Lo depart fromt this analysis, and adopt per se Tules,
only m [nmited circumstances, after they have had sufficient experience with a particular iype of
resiramt to know that it is manifestly anticompetitive. Broadcast Music, fnc. v, Colunbic Broad.
Sys., Ine., A4 LIS L 9 (1979); Continental TV, fne v, GTE Sylvania Inc. 433 (1.8 36, 50
(1977) (the per s¢ rule should enly apply te conduct that has a “pernicious effect on competition”™
and “lack[s] . . . any redeoming virtue™). Examples of such practices arc horizontal price fixing,
[/nifed States v. Socony-Vacwen Ol Co., 310 .S, 150 (19400, FTC v, Sup, Ot Trial Lawvers
Ass's, 493 TLS. 411 (1990, agreements 1o reduce output, NCAA4, 268 LS, at 99, territoral
divisions among competitors, Cnited Sieies v. Topeo dssoc., Tne., 405 1.8, 596, 608 (1972); and
certain group boveolts. Northwest Wholesale Stationers v. Pac. Stationery & Printing Co., 472
LS. 284, 289-90 (1985). “[C]ertain agrecments, such as horizental price fixing and market
allocation, are thuughl so inherently anticompetitive that cach is illcgal per se withoul inquiry
inta the harm it has actually caused.” Copperweld Corp. v. Indeperncdence Tube Corp., 467 U8,
732, 708 (1V84). See also Palmer v. BRG of Georgia, Inc., 498 U5, 46 (1990), Topca Assoc.,
frc., 405 LS, 596, 608 (1972).

Ta fit its allegations into the per se category, Complaint Counsel advances two theories,
First, Complaint Counsel characterizes the agreements as “temnporal market allocations,” dividing
the time remaining on Schering’s patenl. Second, Complaint Counsel asscrts that the agreements
reduced output and increased prices by keeping Upsher-Smith’s and AFIP s cheaper generic
versions of [K-Dr 20 off the market until Seplember 2007 and January 2004, respectively.
Howsver, the settlement agreenicnts fit neither of these molds. Further, because an agreement to
sellle patent litigation must be examined in the context in which the agrecment arose, the per se
approach is not appropriate.
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». Complaint Counsel has pot prescnted a per se
murket division casc

Complaint Counsel asserts, | e[ach agreement is in cconoinic substance a temporal
market allocation arrangsment, in which sales of K-Dur 20 are rescrved to Schering for several
vears, while Upsher-Smith and AHP are required fo reirain from selling their generic versions of
K-Dur 20 during that time period.  As such, each constitutes a horizontal market allocation
agreement, a classic perse violation,” CCPUT3 at &5, [lowever, this case does not present a
straght forward market division case. Rather, the claims, as framed hy Complaint Connsel, raize
two novel 1ssues, First, whether a patent holder and a challenger to that patent can seftic patant
hnizatien with an agreement that divides the time remaining on the patent. Second, whether &
patcnr holder can make 4 “reverse payment”™ to seltle 2 patant dispute.

The classic per s¢ violalion cases involve fermtonsl or veowraphic divisions of markets.
Palmer, 495 118, at 49-530 {competitors agread not to enter each nther’s (emitlones and to share
profits from sales in ong of those teeritorics); Topce Assoc,, 405 TS, at 607-08 {“Onc of tha
classic examples of a violation of § 1 is an agreement between competitors at the same level of
the rnarket stmicture to allocate territories in order to minimize competition’™). With the
cxooplion of the Cardizesm and Yerazosin cases, Complaint Counsel has cited no case that halds
that a “temporat marked allocation™ i a per se violation and na case that prohibits iz patent holder
from allocating the time remaringe under 1ts palent by retaining the exclusive nshts guaranteed
by the patent for a mimber of years and then granting licences under the patont to allow
manufacturers of generic versions to compete for the remainag time, See In re Cardizem C1
Antizrust Litig. 105 17 Supp. 2d 682 (E.D. Mich, 20000, dn re Terazosia ydrochioride Anttrust
Litig., 164 F. Supp. 2d 1340 (5.0 Fla. 2000}, See alvo dadvy Pharms., Ine, v, Bioveil Corp.
fmt’I 256 F.3d 799, 811 (.C. Cir. 2001).

The Curdfizen and Terazosin cascs can be distinguished on numerous grounds. The
critical ditference, thoush, is that those agrecments did not involve final settlernents of patent
libgateon; and thewy did not invalve agreements pennitting the genarie company to markel 1ts
product before patent expivation. In Terazosin, the court found: “Abbott’s confidentiai
agreemenl with Creneva did not resalve its action before the Northem District of [1linois; in Fact,
1l lended {o prolong that dispute to Abbott’s advantage.” 164 17, Supp. 2d at 1350, Likewisc, in
Caredizem, The challenged agreement “did not resolve the pending patent claims; _ . . Rather than
lacilitating or [vslenng an expeditious tezolubon of the HMRI/Andrx patent infringement suit, . .
. [the agrecment and paviments] created the incentive to pursue the litigation beyond the districi
court and thiough the appellate couris.™ 103 F. Supp. 2d at 703.

Loy additien, Complanl Counsel™s challenge Lo what Complainl Counsel has characterized
a8 “reverse payrnents” 13 far from an “established” anbtrust violation. lhe novelty of challenges
to “reverse paymont” patent infringement settlements was acknowledged by Complaint
Counscl’s expert wilnesses at trial. Professor Bresnahan testified that there was no economic
literature on the topic of reverse pavments prior to the filing of suit in this case. Bresnahan, Tr.
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6dd-45. Professor Bazermam testified that he had never heard of the phrase “reverse payments™
prior to his work in this case. Bazerman, Ti, 85369, Applying 2 per se rule 1o a praclice that 1s 50
new would be mappropnale. Broadeast Music, e, 431 U8, al 9; Arizona v, Muricopa Couney
Med Soc'v, 437 U8, 332, 344 (1982).

Courls have been reluctant Lo eroale new per se tules, fmdiong Fed n of Dentisis, 476
LS, 247, 458-58 (1986) (Wi have been slow . . . lo extend per se analysis to restraints imposed
inn the context ol business relationships where ihe sconomic impact of certain practices is 1ol
ummediately obvious.”); Broadeasi Musie, Inc., 441 U5 al 9 (1]t iz only after considerable
experience with ccrtain business relationships that courls classtfy them as per se violations.™)
See also Maricopa Conwnty, 457 ULE. 332, 344 (1982 ("Once experience with a particular kind of
Testraint enahles the Cowrt to predict with contidence that the rule of reasan wiil condenm it, it
has apphead a conclusive presumption that the restraint is wreasonable.”).

The few dectsions by ULS. district courts adjudicating claims arizing (rom the agreements
enlered inlo belween Hoechst Munon Roussell and Andrx and between Abbott and Zenilh and
Gineva hardly consilute “consuderahle® experience, Further, the facmal differences between the
challcnged agrecments in Curdizem and Ferazosts and the challenged agresments here
distinguish those cases from the instant one. Without cstablished case law helding that temporal
market allocations pursuant to a patent or payments in conneclion wilh the seltlement of patent
hiligation are per g2 vialations, the ““considerable cxpericnee” needed lo supporl per se
condemnation 15 lacking and application of the per se rule iz inappropnatc.

b. Complaint C'ounsel has noi presented a per se case of reduced
cutput and increased prices

Complaint Counsel alleges “that the challenged paymenis 1o stity off the market directly
Ll compctition on price and output and are inherently Lkely (o delay the entry of lower-priced
alternatives and 1o enable Schering 1o maintain high prices without fear of losing market shure.”
CCPTB at 65, Thas case, however, does not present a straightforward case of an agreement to
reduce output or set prices,

The agreements, on their face, sct no limits on output or prices and Complaint Counsel
woes not argue that Schering dictated the price at which Tlpsher-Smith and EST rmay sell their
products ot the quantities they may seli upon entry. The agreements do, however, establizh that
Upsher-Smith and FS{ may not enter the market with thar gonenc versions of K-Dur 20 vntil
Seplember 2001 and Janunary 2004, respectively. Complaint Counsel! makes the argument that,
by sething these entry dates, Respondents, in ctfcet, limited the oulput - by elvmmating Upsher-
Smith's and ESI"s output — that would have been available for Lhe periods of up unlil September
2001 and lanuary 2004, Complaint Counscl further argues that, because Schering was
anrestrained from competition from the generices, the agreements enabled Schering to increase
prices by charging supra competitive prices for K-Dhur 20,



Complaint Counsel’s argument ipnores the critical fact that {hese agrecments are
agrecments to settle patent liligation. There 13 no evidence that the ‘743 patent is invahid, F. 124.
There is ne evidence that Schering’s initiation of Lhe patent infringement suits against Upsher-
Smith and FST was net for purposcs of defending the 743 patent. 14 12%, 331, Indeed, Hatch-
Waxman encourages patent holders to intizate patenl hifigztion to d=fend thetr patents by
requinng ANDA applicants to notity patent holders of Paragraph 1V Certifications and imposing
a 45 day framework for patent holders to initiate patent inffingement suits agaimst generic
manufacturers. 21 U.5.C. § 355(5); Myfan, 139 F. Supp. 2d at 9. Unless determined to be
myahd, the 743 patent gives Schering the right to limit output - by excluding munufacturers of
mfmging drugs from the market until September 2006, See 35 TLE.C. § § 101, 271, 281, Xenith
Radio Corp. v. Hazeltine Research, 395 U.B. 100, 135 (1969) (“The heart of tns legal monopoly
12 the right 10 . . . prevent others from utilizing hig discovery without hiz consent.”™). And, this
patent gives Schenng the nght to charge menepolistic prices for its patented product. “Such an
exelusion ol compoetitors and charging of supracompetitive prices are at the core of the paentze’s
rights, and arc legitimate rewards of Lhe patent monopoly.™ Unifed States v. Studieagesellschafl
Kohfe, MBH, 070 F2d 1122, 1128 (D.C. Cir. 19817,

It 15 not immediately obvious whether outpul wis reduced and pnices were increased by
operation of Schering’s legal, patented monopoly or by oporation of the agreements entered into
between Schenng and Upsher-Smith and Schering and TSI Further, because il 1s not
immediately obvious thal Upsher-Smmth or ES [ conld have entered the market sooner than the
agread upon Jates, 1t 15 nol immodiately obvitous that output was redoced. [ T)he Supreme Court
has marle it clear that the per ve rolc 18 8 “demandmy’ slandard that shonld be applied only in
clear cut cases.™ Law v NCAd, 134 F.3d 1010, 1019 (10" Cir. 1998) (citing Continenial T V..
433 T5.5. at 571, Because this case does not prescnt aclear cul case of Testraim s where the
CeOnOmIC impact 1s “immediately ohvious” (Fadiana Fed'n of Dentists, 476 ULS, at 459, per se
treatment is not appropriate and a full rule of reason analysis is required.

L. ‘The agreements challenged by Complaint Counsel are not in
the class of agreements with no redeeming virtnes

Settlements of intellectual property lawsuits are nol 1o a cluss of per se agreements that, in
ihe words of the Supreme Court in White Motor Co. v, United States, 372175, 253 (1963
“lack ... any redeeming virlue” fd at 263, All scttlements have redeeming virtue, providing
tmpottant procompetitive benefits that must be taken into consideration in any aniilrust analysis.
See, e.g., Speed Shore Corp. v. Denda, 603 F.2d 469, 473 (9% Cir. 1979 (court must balanee
“deeply-instilled policy of settlement(s]” against claim that patent settiement unreasonably
restradned frade);, Are Corp. v, Allied Witan Co., 331 F.2d 1268, 1372 (8" Cir. 1976)
{"Scttioment 1s of particular valug in patent litigation, the naturc of which is often inordinately
comtplex and trme conswmng. . . . By such agreements are the burdens of tnal spared (o the
partics, 1o other htigants waiting their turn before over-burdened courls, and to the citizens whose
taxcs who support Lhe latler. An amicable compromise provides the more speedy and reasonable
remedy for the dispute™). For example, enc ol Schering’s experl wilnesses, Rehert Mnookin,
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testified that socicty benefits when setilements allow the parties to conserve resources and avoid
transaction costs, which may include 0ol only legal fees, bul alse the Lme and distraction of the
parties and their personnel. T. 384, M. Muookin also lestified that scitlemenls can mitigate
uncerlamiy and allow the parties to avoid the risks of litigation, thus creating economie
elliciencies. F. 384, This 15 especially true of sertlements of patent inlringement cases, like the
Upsher-Smith and ES] settlements. See Grunin v, fnt ' House of Pancakes, 53 F2d 114,123
{8th Cir.}, cart. dented, 423 L5, BG4 (1975} (*"The very purpose of conmpromise is to avoid the
délay and cxpense of such a trial ™y, Hoston Scendific Corp. v, Schneider (Furope) AG, 983 F.
Supp. 245, 270-71 (1. Mass. 1997) (upheld settlement agreement as not anticompctitive based
ot the “reneral rule that settlements and cross-licensing agreements do not, without something
more, violale the antitrust faws.™). Under the Upsher-Smith settlement agresment, for cxample,
consumers are crjoymg low priced penenic versions of K-Dwr 20 today. In the ahachec ol the
settlement, it iz impossible for anyone to say whether there would be generic competition today
or not becanse we can’ | know who would heve won the htigation. See Bresnahan, Tr. 8230.

Although the Supreme Covrt has utilized the per sc approach m cases involving
seitlements of patent disputes, in each of those cascs, the patent holder cngaged in conduct that
reached beyond the nghts contared by the patent and engaged in conduet that was m violation of
antitrusl law. E g, United States v Masonite Corg,, 316 1.5, 265, 282-33 (1942) (finding
licensing agrecment where patent holder set prices a violation of Sherman Act); Unised States v
Sinper My, Co, 374U, 174, 197 (1563) (finding patent interference settlement unlaw il
where the dominant purpose of a sctilement was not Lo sclllc prienty, but to exclude a mutual
campetitor of the parties); U5 v, New Wrindle Jne, 342 1.8, 371, 380 (1952} (finding a
licensing apreement between patent owner and manufacturcr which served a5 means for owner to
set prices @ por se violation of Sherman Act), U8 v, Line Mareriwd Co., 333 10,8, 287, 314-15
(1948) (finding agreemenis to eToss license patents which fixad the price of the patented device a
per se violation). As analyzed below, the conduct engaged i by Schering was not proven to be
hevond the rights conferred by the patenl. Accordingly, these cases do nol command the
application of the per se rule.

d. The effects of the agreemenis ¢annot be presumed

Complmnt Counsel argues that the anticompetitive effects of these agrecments are so
clear that the restramnts should be deemed per se unreasonable. COPTB art 46, 65. Northern
Facific Ry, v. United States, 356 ULE. 1, 5 (1958) ([ 1'|here are certain agrecments or pracilices
which hecause of their pemicious effect on competition and lack of any redeeming virtuc are
conchisively presumed o be unreasonable.”). 1tis inappropriate in this case, howewver, to
presumne cffcets, lor to do se would require a preswmnption that the *743 patent was cither invalid
or not infringed by Upsher-Smilh’s and ESTs products, As discussed in Section E.4.b. infra.. 1o
make this presumption would be contrary to law and the substantial, reliable cvidenee presented
at trial. Accordimgly, effects will not be presumed and the agreements wiil be analyzed under the

rule of reason approach.

100



3. The Quick Lonk Approach 1s Not Applicable

An abbreviated or “quick look™ analysis under the rile ol reason may be wlilived when
“the great hkelihood of anticompetitive cifocts can easily be ascertained.” California Denial
Ars'n, 326 LS, at 770, Quick look analysis may be appropnats 1o analvze aprecments to restrict
oulput. AC.A4, 468 LS. at 110 (“naked restraint on price and ovfput requircs some sompetitive
Justification even 1n the absance of a detailed market analysis™). Howcover, where the
“anticompetitive effects of givan restraints are far from intuitively obvious, the rulc of reason
demands a more thotough enguiry into the consequences of those restraints” than can be
performed wsing an abhreviated 1ule of reason analysis. Californir Dented Assm, 526115, at

759,

The casc presenled by Cormplaimt Counsel fails to present a situation in which the
likelihood of anticompetitive cffcets is obvious. TLis possible thal Upsher-Smith and ESI might
have entered the market priot to September 2001 and January 2004, respectively. However, il s
alsa of course possible that they might not have enlered the market unti] Septamber 2006, upoa
the expiration of Schering’s patent, or not at all. Faccd with a sct of dilferent conflicting
possibilities, the Supreme Court in Cliforais Demlal Ass 'n, held “that the plausibility of
compsting claims about the effects of the professional advertising resteictions rulss out the
indulgently abbreviated review o which the Commission’™s order wags treated. The obvious
anticempetiiive ellect thal triggers abbreviaied analysis has not been shown.” 526 U8, al 778,

Here, Complaint Counscl has presented onc plausible explanabion for Schenng’s
payments of 560 millicn to Upsher-Smith and of S15 million to ESI -- that these were payments
lo dobay the genenics’ enlry in the market. But, as analyzed infire, this cxplanation is based
largely on the optmion lestimony of Complamt Counsel’s economic expert that mannfaciurers of
brand name drugs have coonomic inconbives to keep generic manafacturers off the marke! in
arder to retain monopoly profits. This cxplanation 18 aiso based on the opinion testimony of
Complaint Counsel’s valuation cxpert who testiied thal Schenng’s payment to Upsher-Smith
was grossly excessive. Respondents also oller plausible cxplanatons, supported by evidence, -
thai the payments were made to settle legitimate patcnt disputces and for separale pharmaceutical
products at fair value. Given the plansibility of competing claims about whether the payments
weIc only for delay, the obvious anticomm petitive effect “that trigeers abbreviated analysis has not
been shown™ {California Dental Ass'n, 526 1.8, at 778) in this case.

d. Lnder the Rule of Reason, Complaint Counsel Has ot Demaonstrated
‘T"hat These Agreements Are Illegal

4. Complaint Counsel munst prove effect on competition
In & rule of reason case, Complaint Counsel must prove that the challengrual apresments

had the effect of injuring competition. “The Supreme Cowrt has made clear that the rule of
reason cantemplates a flexible enquiry, examining a chalienged restraunt in the delat] necessary to

101



nnderstand its competitive effect.” i re California Dentad Assoc, 121 FT.CL at 308 {eiting
NCAA, 468 TT5 at WI3-1107  “An analysis of the reasonabloness of particular restraints includes
consideration of the facts peculiar to the husiness in which the restraint is applied, the nature of
1he reslriunt and 11s ellTects, and the history of the restraint and the reasons [or its adoption.™
fopce Assoc,, 405 ULS. at 607, See also Todd v. Exxon Corp., 275 F.3d 191, 214 (2d Cur. 2001
(planli [T must preseol evidence 1o supporl allegaton that challenged comBect had
anlicompetitive ellect); AN Cure Nursing Semvice, fne. v High Tech Staffmy Servs,, Inc. 135
F.3d 740, 743 (11" Cir. 1998) {*To satisly the rulc of reason, (he plaintilt must prove that the
[conduct] had an adverse cffect on compectition.’™),

The [act that a case procesds under Section 5 ol'the FTC Act does not alter the
requirement that anti-competitive effacts must be proved with evidence, See California Dental
Assoe, v, FIC. 224 11 3d 942, 958-59 (0™ Cir, 20003 {FTC’s failure to demenstrate substantial
evidence of a net anticompetitive effect resulted in remand with direction that the FIC disrniss
its case). See also Roise Cascade Corp. v. FTC, 637 [.2d 573, 582 (9" Cir. 1980) {absence of
evidence reflecting an anticompetitive effect rendered Commission order unenforceable); see
afso E 1 duPont de Nemowrs & Co. v FTC, 7259 F 24 125, 141 (2d Cir. 1984) (challenged
practice can only be [ound to be unlair method of compettion under § 5 10 weight ol evidence
shows competition substantially lessened and clear noxus botwoon challenged conduct and
adverse effects), see also fmterpreters, 123 T.T.C. at 640 (Complaint Counsel failed to
demonstrate antcompetitive effects of certain aszociation niles).

The cases relied upon by Complant Counsel, Swmniit Health, fod v, Pinhas, S00ULS.
322, 320 (1991) and Goldfard v. Firginia State Bar, 421 U8, 773, 785 (1275}, do not suppott
Complaint Counsel's proposition that Complaint Counscl nood not prove or quantify actual
effects to support a claim under Section 3. Swsemiz Ifeqleh holds that a defendant need not prove
an actual effect on interstate commerce in order to establish federal jurisdiction. 300 U5, at 330
(““Tf establishing jurtsdiction required a showing that the unlawfil conduct itself had an effect on
inlerstate commersa, junsdiction would be defeated by a demonstration thal the alleged restraing
Failed 1o have s mignded anticompetitive effect. This ts not the rule of vur cuses.”™) (citation
omitled). Goldford holds (hat i order (e cslablish thal & challenged activicy allools micrsiale
cormmcres, plaintiff need not quantify the expected ellect. 421 ULS. at 785, “[O]nee an eilfect 13
showr, no speeilic magnitade nced be proved.” fd Thus, Complaint Counscl 18 not relicved of
showing etfects simply because this case was brought under Scetion 3 of the FTC Act, and not

under Section 1 of the Sherman Act.
L. Complaint Counsel has not proven that the agreements
detayed competition
Complaint Counsel alleges that the agreements botwoen Schering and Upsher-Smith and

between Schering and EST harmed competition because the agrecments had the cffoct of delaying
the introduction of Upsher-Smith’s Klor Con M20 atd ESI's Micro-K20 to the market. Tt 1s
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undisputed that the “743 patent gave Schering the lawitul right to exclude infrmging producis
trom the market until September 5, 2004, 1t is undizputed that under the June 17, 1997
Agreement, Upsher-Smiath gained a license under the 743 patent to sell a 20tmEqg
microcneapsulated [orm of potassium chlonide more than five years earlier than the expiration of
the' 743 patent. F. 156, 1115 undispwied that under the handwritten settlement agreement and
tinal settlement agreciment between Schering and EST, ESI guined a license under Lhe “743 patent
to sell & 20 mEqg microeneapsulated form of potassium chlonde more than twe and a half years
carlicr than the expiration ol the ‘743 pawent. F. 367, 372, And, it is undisputed that under
license Lpsher-Smith bepan sclling Klor Con M20 on Seplember 1, 2001, F. 94,

What is disputed is whether Upsher-Smith and EST could have ctiered the market any
earlier than September |, 2001 and January 1, 2004, respectively. If Upsher-Smith and ESI could
have legally entered the market prior to September 2001 and January 2004, but wore pand only
for delay and not as part of 4 legitimate settlement, as Complaint Counsel allcpes, then the
challenged apreements would have anhcompetitive eftects, Thus, to prove anticompctitive
clleets, Complainl Counscl must prove that better settlement agreements or litigation resulls
would have resulted in Upsher-Smith and EST selling their generic equivalents prior to
september 1, 20040 and Jaonary 1, 2004, Complamt Counsel did not demonstrate this. Nor has
Complaint Comnsel hrought forth evidencs that the enby dates agreed upon were
“unreasonablz.” Thaus, withent snfiicient evidence to prove that Upsher-Smith or EST would
have enlered the market sooner than the agreements allow, Complaint Counsel [ailed to prove
thal any unlawful delay resulted from the agreements.

{1) The 743 patent operates to cxelude all now-infringinge
products until September 5, 2006

“A palent shall be presumed valid.™ 25 U.S.C. § 282, This 1s long cstablished law that
cannot be 1pnored. Eg, Doddridae v, Thompson, 22 U5, 409, 483 (1824) (a patent is presumed
to be valid, until the contrary 1s shown); Cordis Corp. v Medironde, Ine, 780 1.2d 9891, 995 (Fed.
Cir, [995] {patenrs are prosumed to be valid; until invalidity is proven, the patentee should
ordinarily be penmnitted to cojoy the fits of his fnvenlion). At see Cardizem, 1005 F. Supp, 2d al
700} {charactenizing detendants” arguments as based on "ermoneous presumptions™ by Andrx
regarding whether a generic drug would initinge the patent). However, Cardizemn cites no
authomity lo support this apparent presumption of the pending patent case and 1o the exlent it is a
presumption of mvalidity or non-infringement, it 1s contrary to well setiled precedent. A
presumption of infringement or invalidity of a patent is tantarmount 1w grafling 4 scelion onto the
Hatch-Waxman Act which is clearly not there. The making of the laws is a funclion of our
Congress.

Unider 1ts “743 patent, Schering had the legal right to exclude Upsher-Smilh from the
market untit Upsher-Smith either proved that the *743 palent was tavalid or that its product, Klor
Con M24, «hid not infrings Schering’s patent. Similarly, Schering had the legal night under its
743 patent to exclude ESI from the market untzl EST eather proved thal the ‘743 patent was
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invalid, or that its product, Micro-K20, did not infringe Schering’s pateat. Doddridee, 22 U8, at
483; Cordis, 780 F.2d at 933, Application of antitrust law to markets affected by exclusionary
statutes suich ay the Patent Act cannol igmore the nigh's of the patent holder. [ re fudependent
dService Ovgantzations Antitrust Litig,, 203 F.34 1322, 1326 (Fed. Cir. 2000 {court must give
*due consideration to the caclusivily that inhercs in the palent grant™); fnrergraph Coep. v, Infel
Corp,, 195 F3d 1346, 1262 {Fed. Cir. 1999) (*[S]lome measure must guaranised that the jury
account [or the procompentive clfects and statulory nghis extended by the mtellectual property
laws.™y, Bement v, Nationad Harrow Co., 186 TLS, 70, BR (1502},

While Complaint Counsel acknowlcdges that the 743 palenl ives Scherng The nght to
exclude all infringing products, Complaint Counsecl argucs that antitrust laws prohibit Schering
from paying Lipsher-Smith and HSI to stay ot the market. However, Complaint Counsel has not
established that Schering paid L psher-Smith and TSI to stay off the market because Complaint
Counsel has not proved that Lipsher-Smith or ESI1 conld have even been oan the market priar to

the exprration of the “743 patent.

Indced, Complaint Counsel acknowledges that it cannot prove that Upsher-Smith and ESI
could have been on the market prior to Seplember 5, 2006, In us post tal bref, Complaint
Counsel states thar it is impossible to reliably defennine whither the Upsher-Smith and ESI
products did not infringe Schering’s patent or whether the alleged inlringers would have
prevailed in the infringement swits. CCPTR at 67-76. The evidence presented at trial confirms
thal the likely oulcome of Lthe patenl dispules canmot reliably be predicted. fid; I 394, And
beeause the oulcome ol the patent disputes cannot be predicted, the date on which Upsher-Smith
and ESI could have entered, but [or the agreoments, cannot be determined. Complaint Counsel

ATUIES:

Respondents, in advocating a test for competitive harm that cannar be
done reliably, urge a rule that would effectively immunize settiemaents

Iy oelving payimenls not to compete. Civen the nndemiable incentives for
branded drug manufacturers and potantial senenic entrants to reach patent
scttfemaents that involve payments lor delaved entry, the threat of serious
hagm to consumers is too great, and the likelthood of deteming
procompetitive agresments [s (oo small, o justily the approach advocaled
by respondents,

CCPIB at 67-76

Complaint Counsel’s argument may hold intellectual appeal. However, simply becanse,
hased upon the theories it advanced m this case, Complaint Counsc! cannot prove whether
Upsher-Smith and ESLwould have come on the market carlier than Seplember 2001 and January
2004, but for the $60 million and $15 million payments, docs nol relisve Complaint Counsel of
itz burden of proof. In Asdex Pharm., 256 F.3d 799, the court, on a motion Lo dismiss, held,
“[o]ne can fairly infer . . . that but lor the Aprcoment, Andrx would have entered the market” &
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at 30, The court noted that Tloechst’s ren million dollar guarterly pavments were presumably in
retum for something that Andrx would not ofiierwise de, that ts, delay marketing of 1t generic,
fel at 813, But in this case, after a lengthy trial, there is substantial evidencs to support
Respondents’ defense that the agreements were legitinuule agreements Lo sellle vigorously
contested patent hitiganon, and, in the case of Upsher-Smailh, thal the payment from Schenng to
Upsher-Smith was for Niacor-SR and the other drugs heensed fom Upsher-Smith o Schering;
and, mm the cese of ESL thal the patent littgation would not have zetiled withoul a paymend. from
Schenng lo EST and the hieensme of other drugs from ESE o Schenmyg. In the Broe of this
substantial evidence, to agrec with Complaint Counacl would cequire an inlereiee or
presurnphion of what Complaint Counsel hag ot proved and would elizctively shilt the burden of
prool o Respondents, contrary to law, as discusscd swpri.

Complaint Counsel, relving on Lnited States v Microzoft Corp., 253 F.3d 34, 79 (D.C.
Cir, 2001), argues that it is not required to prove what would have happened, “but for' the
challenged conduct. In Microsafi, the cowt noted, “neither plaintiffs nor the court can
confidently reconstruct a product’s hypothetical technolngical development in a world absent the
defendant’s exclusionary conduet™ /o The challenge for Complainl Counsel here is much
narrower. Complaint Counsel 18 not asked 1o reconstroct 3 hypolhetical lechnologmeal
devolopmentl, bul 1o demonstrate that, absenl Schenng's paymeonts 10 Upsher-Smith and EST,
Upsher-Smith and ESI would have come on the market carlicr than the aprocments allowed.
Complaint Conngel has not done s0.

Further, even though the govermnment in Micresoff was not tequired to recomstrect a
product’s hypothsiical development 1o 4 world absenl the defendant’s exclusionary conduct, the

sovemument was required 1o prove eflcets:

First, to be condemned as exclusionary, a monopalist's act most have an
‘anticompetitive ¢ffect.’ .. Second. the plaintiff, on whom the hurden of prool of
course restz, ... must demonstrate that the monopaolist’s conduct indeed has the
raquisite anticompeshiive gffect.

Micrasoft, 253 F.3d at 38-59 (emphasis added). Thus, Microsoff does nol relieve Complaint
Counscl of proving the payments delayed catry.

(it} Upsher-Smith and ESI would oot have come on the
mirket until the resolution of the patent infringement
siits

The Hatch-Waxman Act does not provide bnimanity for pateant mnfgcment damages and
there iz no substantial evidenec to demonstrate that Upsher-Smith and ESI would have enterad
the market bofore reselution of the patent inlnngement suits, The courl, in Cardizem, accopted
the plaintiffs” allegations as fruc, as it must en a motion to dismiss, that AndrCs generic drug
would have enlered the U8, market on ot about July @, 1998, the dale on which Andrx recerved
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FA approval, bul for 1le agreement with Hoechst. Cardizem, 105 F_Supp. 2d at 649, However,
FDA approval docs not mean generie entry will oecur while patent disputes are unresolved.
Since FDA approval of an ANDA does not shicld a generic mmanufacturer [rormn liabilily, 35
U.S.C. § 284; King Instruments Corp, v, Perego, 05 11.3d 941, 938 (Fed, Cir. 1995), The prudent
practice, then, is for generic manufacturers to await the conclusion of palent higaion before
marketing a prochict and risking financial niin.

Iy this case, Upsher-Smith and ES1 each recetved final FDA approval to market their
generic versions of Schering’s K-Dur 200 hy Novemnber 1998 and June 1999, respectively. At the
conglusion of trial, there 1s no credible evidence of when, 1f ever, ESI would have othcrwise
entered the market and, (here 1s credible evidence thal Upsher-Smith would not have entered e
market 1f it was stiil enlangled i palen litigaion, even at the end of the 30-month stay and upon
FF1DA approval. F. 3%1-92. For Upsher-5mith (o have lavnched Klor Con M2 while the Schering
“7473 patern challenge was unrcsolved would have been “foelhardy” and potentially could have
had dire consequences. F. 391-92,

r. Complaint C'ounsel did not prove that the psyments were not
to settle the infringement cases and for drugs licensed to
sSchering

{i} Upsher-Smith

The claims against Schering and Upsher-Smith rest upon the allegation that the
$60 millien paytnent from Schering to Upsher-Smith was not a bona fde royally paymenl under
a license for Niacor SR and five other products. The Complaint afleges: “The $60 millien
payment from Schenmnyg lo Upsher-Smilh ways unrelaled 1o the value of the products Upsher-
Smith licensed to Schenng” Complaint T 45, The Complaint alicges that the rovalty payments
wers in [act pavients to delay the introduction of Upsher-Smith's AB-vated generic o K-Dur 20.
Complaint § 64. Complaint Counscl have described the $60 million m royalty payments as a
“vell,” “disguise,” “sham,” and “cover,” COPTD at 2-3, ¢, 8, 24, 34,

Prigr to mial, Complaint Counsel acknowledged that s case would fail i1t could not
prove that Schering paid Upsher-Smith for delay. At a July 23, 2001 hearing, Complaint
Counsel answerad a question from the bench as tollows:

JUDGE: T guess Tneed 1o ask vou onc more question. Then
are you saying the Government has to prove the
paymeni was for deiay m ordar to win thiz casc?

MR, KADES: Absolutely., Thal's what we will prove at wial. . ..

72301 Tr. at 34, Inits Post Trial Brief, Complaint Counsel reallirmed that the Compiaint
requires them to prove that the $60 million was for delay rather than for a bona fide product
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license: “This case does not challenge the settlement of patent disputes by an agreemeant an a
date of entry, standing alome, or the payment of far market value 1n conneclion wilh ‘side deals’
to such an agreement.” COPTB at 43. Complaint Counsel’s expert witness ceonomist, Professor
Bresnahan, agreed that a side deal at farr value did 1ol raise competitive conccins:

Q: All might, sir. Wow, similarly had Upsher-Sinith and
Schenng-Plough entered mito an agrecment that contained a
side deal at far value, sams negolation, they negotiate
cniry date and then they have a side licensing deal, and it
contamng lait magket value consideration being exchanged
between the parties, that would not ilank the Bresnahan
teet, That wanld not he anticompetitive according to you.
Is that correct?

A That's right.

x All might. S0 you don’t have a problem with side
QETESsMenrs, 48 such, vou ward to make sure thers’s noe net
poattive value llowmg o the genene Orm. I that corroet?

Al That’s — that’s my test, yes.

F. 172, Professor Bresnahan confirmed that the delermimation of far value was a subjeclive
standard medasured al the ltme of the ransaction: *u Schenng-Plough had made a stand-alone
determination (hat 1 was geiling as much m relum [rom those products as it was paying, then T
womld inter that they were noet paying for delay.™ F. 172,

At trial, the evidence established that the June 17, 1997 Agreement hetween Schering and
Upsher-Smith wus a type of transaction that Conmplaimt Counsel and their economist concede to
be permusmible: 1t was a settlement of a patenl dispute by an agreement on a date of enlry, with a
side deal supported by Gar value as deformmined sl that tme. The Dact wesbirnony al el was
unrcbutted and credhble m establishing that the licensing agrocment was 8 bona fide armns-lengih
transaction, and that Schenng’s royaity paymeants to Upsher-Smith wore payments for the
products being licenscd to Schering, tozether with certain production rights. Contemporancous
documentary evidenee, such as Mr, Audibert’s comumercial assessment and Schering’s Board
Presentation, corroborated that testimony. The opinion testimony of Complaint Counsel’s capoert
witnesses, based larpely vpon theory, did not impeach that unrebutted and credibie fact evidence.
The substantial, reliable evidence refutes Complaint Counsel’s allegation that the $60 million
paid to Upsher-Smith was *unrelated” to the products being licensed.

{AY The Evidence Establishes That The Niacor-S12
[icense ¥Was a Bona Fide Side Deal For Fair
Vailune
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Abundamt evidence at inal established that the $60 miliion patd by Schening was fair
value for Niacor-SR and the other licensed products. Upsher-Smith i [or yeurs invesied
heavily in Wiacor-SE amd inomid-1997 it appedred 1o be a highly promuising proeduct, F, 191-92,
Start-up company Kos Pharmaccuticals had achicved s market capitalization of approximately
$400 milHon ahmost entirely on the promise of its extended-release niacin product Niaspar,
which, likc Niacor-SE., had not yet obtained FDA appraval for marketing. I'. 152, Schering had
a documented, pre-cxisting mterest in an extended-release niacin product to enter the cholesterol-
fighting market. T 201-1%. I the months preceding the licensing agreement with Upsher-
Smith, Schering had enpaged in extended negotiations with Kos over a possibie ULS. co-
promotion venture, B, 201-08, Schering had made a subsgtantial written proposal to Kos, but
Kos rejected it. F. 214-19. Shortly thereafter, the Niacor-SR opportunity arose. F. 135,

When the Upsher-Smith epportumty arose, Scherng’s James Audilzent undertook a
comnmercial assessmeant of Niacor-SR. F. 228, Mr Audibert had extensive expenience m the
marketing of extended-release formulations, had considerable expenence wilh cholssterol-
reducimg drugs, and ad becn involved in Schening’s discussions wilh Kos relaling to Maspan,
When he preparcd his valuation of Niacor-SE, Mr. Audibert was not aware that the liccnsing
apportunity had ariscn in the context ot a side deal to a patent scttlement and was not aware of
the amount of money that was being asked for the license rights by Upsher-Smith. [ 231, Mr.
Audibert stated in his conmmercial assessmenl: “Miacor SR is expected to be launched in early
19990 with 3rd-year zales of $114 mullion.™ F. 251, “In summary, Niacor SK offers a 5100+
mullton sales opporturaty for Schenng-Ploush,” F. 254,

The other pharmaccutical products that Upsher-Smith liccnsed to Schering, prevalite,
Klor-Cen 8, 10 and M20, and pentoxifylling, also had value. According to the presentation given
to Schering’s Roard of Directors, Schering’s staff forecasted sales “to he S8 million a year in the
first full year of launch, growmg to 512 mellion a vear in the second full year, and then gradually
declimng i year foor and thereafler.” F. 165,

The June 17, 1997 agreoment was contingent on approval by the Schoerng Board of
Dircctors. F. 163, The prescntation given to Schering’s Board of Directors stated that, in the
course of Schering™s discussions with Upsher-Smith, Upsher-Smith indicated that a prercquisite
of any deal would be to provide therm with a suaranteed income stream to make up for the
income that they had projected to earmn from sales of Klor-Can, had they heen successfill in their
suit, . 163, The Board wag informed that Scherning had miade it ¢lear to Upsher-Smith that any
such deal would have to stand on its own merit, independent of the settlement. The Board
presentation provided sales projections for Niacor-SR of 5100 million plus in mmual sales and
showed a net present value of $225-265 million for the Wiacor license. F. 104,

{B) Complaint Counsel did not meet its burden of

proving that the Niacor-SE License was not a
bona fide side deal for fair value
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(i) Dr. Levy

I'o prove that Lhe 560 million payment from Schering to {Ipsher-Smiih was not a bona
fide royalty payment under a license for Macor SR and five olher products, Cotnplaint Counsel
proffered Dr. Nelson L. Lovy, an cxpoert *“m the ficld of pharmaccutical licensing and
plinmacewtcal valuation.” F. 174, Dr, Levy testificd that the $60 nullion payment made by
Schening Lo Upsher-Smath cannot be considered to have been a License fee {or Niacor SR and ihe
itve generic products Hecnsed, F. 315, D Levy had three bascs Tor this opinton. Tiest, Eovy
comcludad that the $60 million non-contitgent fec was grossly exeessive for Niacor-SK and the
olhor hecnsed products, and preatly surpassed the non-contingent 1ecs paid by Schering in other
unrclated pharmaccutical transactions, F, 2940, 290, Second, Levy bases his conclusion on his
opinion that the due diligence condoeted by Schering for Niacor-SR was strikingly superficial
relative to industry standards on due diligence and Schering™s own due diligence practices. [M
301-03, Third, T.evy hases his conchisinn on his opinion that after the settlement agresment was
executed, neither Schering nor Upsher-Smrth undertook behavior conzistent with parlies whao had
Jjust entered into a licensing transaction, for which Schering committed to pay b60 miliion. F.

315-18.

Dr. Levy's testimony 15 contradicted by the oreater weight ol the ovidence, Schering
presented substantial, reliable evidenee demonstrating that Niacor-SR and the other licensed
products were valued at $60 million, F. 258-61. Schering presented substantial, relable
evidence demonstrating that Scherng performead due diligence on Niacor-SR. F. 243-61. And,
Respondents presenled subatanbial, reliable evidence 1o explain Kespondenls’ post deal conduct
and attendant decisions not (o pursic Miscor-SR. FL 262-74,

Furthermors, D, Levy'a testimony is secorded less weight for three reazons. lirst, he
perfommed no quantitative analysis of Niacor-SR. or any of the other 5 products Schering received
under the license agreement and did not consider the market value of Kos. F. 2493, Second, Nr.
Levy's opinions regardiig value of Niacor-5R are founded m part on lus conclusions repardmg
the safety and efficacy of Niacor-SR and s testimony demonstrated he lackcd cxperlise m the
arga of cholesterol-lowermg drugs and niacin. F. 308-14, Thard, Dir. Levy’s conclusion that the
parties’ post deal conduct 15 nod bshavior consistent with parties who had just entered into a
licunsing transaclion [or which Schoring commilied o pay S60 million 15 rebutted by the
evidence Reapondents prescnted on their post deal conduet and diseredited becanse Tevy did not
revicy many of the documents reflecting the partics” communications and continued work on the

liccnsed products. F. 315-18,

{ii} Professor Bresnahan

Complaint Counsel also oficred the cxpert testimony of Profossor Bresnshan to prove
Scherng's pavinenl was not lor the Niacor license. Bresnahan did nol attempt to value the mghis
Schermyg obtained under the Hicensing agreement and did not challenge the Niacor-SE sales
projections, csiimaled cost of poods sotd, nel profil, or the coonome valus o $5225-265 million
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presented o Schering’s Board of Pitectors. Fo 3149 Instend, Bresnahan applied a “revealad
preference” test and a “market test” mnd analyeed the parlies’ mcentives to opine that the $60
million paymeil wis notl for the Wiacor liecnse, Fo 320-26.

Undcr Brosnahan®s Vrevealed proleroncs” test, Bresnahan concluded that Schering’s
tuming down of Kos™ Niaspan “revealed” that Schering was not willing to make a large upfront
payment tor the comparable MNiacor-5R product. F. 320, However, Schering demonstrated a
gerine iersst in Kos™ sustained-release niacin product, projected substantial sales for that
product, engaged in an extended dialogue with Kas, and marde a serious offer inconporating, a
major finangial commitment commensurate with the profit split under the contemplated co-
promotion mrangement. F, 201-19. The substantial, reliable evidence demonstrates legitimate,
credible reasons for Schering’s preference of a licensing deal with Upsher-Smith over a co-
marketmg arangement with Koa. F. 217-19.

Frofessor Bresnahan testified that because no other company had made Upsher-Smith an
oller thal meluded a subslanlial non-conlngent payment for the heenscs, Miacor-5E was not
highly valued cnough in the marketplace to justify a non-continpent paviment, and thercfore the
$60 million non-contingent pavment made by Schering to Upsher-Smith was not tor Niacor-SE.
Iowever, in June 1957, Upsher-Smith was still in active discussions with a variety of companiocs
to market Ntacor-8R. F. 325, 196, Upsher-Smith executives heligved that potential Furopean
licenzees were showing “strong mterest” m Miacor-5R and ihat a substantial pp-front payment
was wartanlod, Bocause Upsher-Snith terminated s markcimg cffornts aficr signing the
cxclusive agreement with Schertng on June 17, 1997, no conclusions as 1o Macor-3E"s value can
he drawn from this onzoing process. The substantial, reliable evidenee presented by Schenng
demonstrates the factors Schering constdered in valuing the Niacor-5R licencs, F, 320, This
gvidence refutes the conclusion Bresnahan reached using his market test.

FProlissor Brosnahan also testifed that Sehenne and Upsher-Smith had inecentives
chgage in a transaction trading a payment [or delay and acted on those incentives, Lltimadely,
Professor Brosnahan was compelled to acknowledse that theorctical “meentives™ hardly
constitute evidence of actual improper conduct:

Q: Professor, is it vour view that if a person has an economic ncaitive to
violate the law, that leads to the conclusion that they did =o?

A Mo,

Bresnahan, Tr. 1105, These “mcentives” are not legally dispositive. See, e.g., Serfeer v. Jewe!
Food Stores, 67 F3d 551, 600 (Tt Cir. 1993) (holding that “the presence of an economic motive
1s of very hittle probative value™ and that “[t|he mere existence of mutual economic advantage, by
itself, . . . supplies no basis for inferring a conspiracy”™y. Contrary to the theory offered by
Rresnahan, the record testimony from all of the participants in the negotiations provides dircet
evidence that the parties did not exchange moncy for delay, I, 322-26.
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‘The presemtation made to Schering’s Board of Directors when it approved the licensing
agresment reported that Upsher-Smith had expressed a desive for "an income slream 1o roplace
the teomne Lthat [ had anttcipated eaming i1 ware able soeccessiily to defend against Key's
minngement cliums"™ F. 163, As Professor Bresnahan acknowledged, {Breenahan, Tr, 572-573),
ihe presenlation also reported: “wo infonmed them (hat any such deal should stand on its own
merit independent of the settlement.” F. 163, The remainder of the presemation contained a
detailed discussion and [inancial analysis justilying the licensing epportunity on its own merit.

F. 163-66. Duspitlc Professor Brosnahan’s opinion otherwise, the Schering Board presentalion
eonflrma Schering’s insistenec that any licensing royalty pavment to Upsher-Smith had to be
independently supported by lair vahac,

{C) The terms of the June 17, 1997 agreement

Pretessor Bresnahan opined that Paragraph 11 of the June 17, 1997 agreement “links"
Schenng’s rovalty payments to the September i, 2001 entry dale. Bresnahan, Tr. 535-536.
Paragraph 11 expressly describes the three payments totaling 360 miihon as “up-front royalcy
paymeni[s].” As evidenced by the negotiatons leading up to Junc 17, 1997 agreement, Upsher-
Smuth and Schenng each milended the term “rovalty” to refleet that Schering would be paying for
the licenses and associated production rights it was receiving from Upsher-Smith.  This
understanding of “rovalty” comports with the common inderstanding of the term. See, e g,
Sierva Club, fnev. CAR,, 80 17.3d 1526, 1531 (Oth Cir. 1996) (noting that ““royalty” commonly
refers to a payment made to the owner of property for permilung another o ase the property™)
{oiling Black s Law Dictionary 133031 (6th ed. 1978)); see also Dennis W, Carlton and Jeffrey
M. Porlofl, Modern Industrial Organization 528 {3d cd. 2000) ("The patent holder may produce
the product (or usc its now process) or feense (permit) others to produce it in exchange for a
payment called a royafne”) (mphasis in original}. [arthermore, in Paragraph 11, the designated
payar of the “rovalty™ payments is “SP licensee.” “SP Licensee” which is first defined in
Paragraph 7. is the recipient of Upsher-Smith’s licenses in Paragraphs 7 through 100 F. 156, 161.
The only nalural and nonnal reading of Paragraph 11 18 thal “SP Licensee™ 15 payimng “royalties”
for the hicenses 115 reconving in Paragraphs 7 through 10,

(i)  ESI

Complaint Counscl contends that the pavment from Schering Plongh to EST was only
made to delay generic cntry by ESL. This is not & casc of a naked payment to delay an entrant
who is legally ready and able to compets with Schering because Schering's patent, #s discussed
supra, is presumed valid. Complaint Counseal introduced a dearth of evidence about the ESI
settlement agreement in its case in chief, It introduced fact evidence only in the form of
deposition testimony and investigational hearing transcripts of Schering and FS1 personnel who
negotiated the scttlement, and a few documents relating 1o the seftlement negotiations.
Complaint Counsel oflered opinion evidence in the form of about fifteen minutes of testimony
about the LSI settlement by Professor Bresnahan, F. 378, Dr. Levy, Compiaint Counsel’s
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valuation expert, was 1ot asked his opinion on the value of enalapril and buspirone. F. 380
Thus, no evidence of fair value was offered.

As discussed supra, Complaint Counsel has the burden ol proof on all viglations alleged
in the Comiplamnt. Respondent Schoning had no duly or requiremant to ofter any evidence on the
EST agreement should Complaint Counsel not do so. Complaint Counsel did 110t present
sufficienl substantial, reliable evidenee to support a conglusion that ESI couid have or would
have entered the markel belore the date set on the settlentent agreement. Complaint Counsel also
did not presert suificicnt snbstantial, reliable evidence to support a conclision that the Schering-
ESI patent litigation would have settled without the provision for the licensing agreament for
cralapril and buspirone being part of that seitlement or that ary payment was not for fair value,
Accordingty, there [s no substantial, relizble evidence to conciude that the $15 million was paid

only [or unlawiul dclay.

Morzover, 1t 15 clear that parties to 4 patent dispule may exchange consideration to settle
this litigation. 'T'he Supreme Court has rejected the argument ihat consideration renders an
agreement unlawful. See Standard (3l Co. v, Unifed Stafes, 283 ULs, 163, 17071 0.5 (1931)
{notmg thal the mierchanpe of rights and royalties m a scttletnent agreciment “may promote rather
than rostrain sompelition™).

d. Complaint Connsel has not demonstrated anticompetitive
citects sufficient to shift the burden to Respondents to show
procompetitive cffects

Onee a plaintifl has demonstrated that “orcat likelihood of anticompetitive effects™ from
agreomerits “can cagily be ascertained,” the burden shifts to a defandant to come forward with
plausibic procompetitive justifications. California Dental 4357, 526 1S, at 770; NCAA, 468
LS. at 113, Because Complaint Counsel has nol demonstrated snticompetitive clleets, analvsis
of Respondents” prottersd jushffeations 15 not necessary,

5. Complaint Counsel Did Not Prove That The “Any Other Sastained
Release Microencapsulated Potassivrm Chloride Tablet™ Clause
Restricted Competition

Complaint Counsel’s position iz that the Schering and Upsher-Simuth settlement
aprecment containg additional collateral restraints which are anticompetitive. CCRB at (4.
Howcever, Complaint Counsel concedad that parties may settle patent litigation “by an agreement
on a datc of entry.” CCPTB at 43, Any such scttlement must necessanly dentify the products
that are the subjcct of the agreement — /.. what the alleged infringer is permuitted to market and
what the alleged intringer is prohibited from marketing under the agreement. H_168. T
degree ol spociltcation is necessary in order to limit the alleged infringer’s ability to 2o to market
with another infringing product under the agrecement. F. 168, It is not enough just to identify the
sibjecl of the agresment as “inlringing products,” as the partics involved in patent litigation
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necessarly disagres over what docs or does not infringe the patenl. F. 168, Such a specification
would likely lead to renewed litigation, with its attendant costs and inclfrcicney. Thus, an
“ancillary restraint™ is ordinanly required o specify the products covered in the agreement by
providing an objective descniption of whal can and cannot be marketed prior to the agreed-upon

entry date.

Ancillary restramts are permilled 1f, and precisely beeause, they are “reasonably
necessany” 1o aceomplish a contract’s cllicicney-cuhancing purposes. See faw v. NCAA, 134
F.3d 1004, 1019 (10ih Cir. 1998) {inquiring whether the challenged cenduct is “reasonably
necessary to achieve lemimale objectives™); Crson, fnc, v Miramax Film Corp, 79 F.3d 1355,
13067-6% (3d Crr. 1996) (inquiring whether the restraint is “reasonably necessary o acheve the
stated olyective™); Rothery Siorage, 792 F.2d at 224 (*The ancillary resltunt 15 subordinate and
collateral m the scnse that it serves 1o make the main transaction more cffcetve in accomphshmg
ils purposc. ™).

The elliciency-enhancing objectives of a patent settlement arc ¢lear. Are Covp. v, Aflied
Witan Co., 331 T.2d 1368, 1372 (6" Cir. 1976) {“TPublic policy strongly tavors settlement of
disputes without litigation. Settlement is of puriicular valve in patent litigation, the nature of
which 1s oflen inordinately comnplox and lime consuming ™). Sec also Sclifegal Mz, Co. v
LS M Corp., 525 F2d 775, 783 {ath Cir. 1973} (“The importance of encouraging settlement of
pateni-mfrmeement hiigation . . . cannot be overstated.™.

Under the Schering/Upsher-Smith settlemend, the scope of products subject to the
September 1, 2001 entry date agreement was 45 nammow as was “rcasonably necessary” to
accomplish Lhe objectives of the settlement. Schering’s 743 patent claims a “conlrolled release
[microencapsulaled] polassium chlonde tablet . ... USX 713 at ESI EXH 000003, The
ScheringT Ipshoer-Smith scttlement likewise covers any “sustained releasc microcncapsulated
potassium chloride tablet . " TC 167, Upsher-Smith’s witnesses venficd that no other
products in Upsher-Smith’s pipeling were delayed by the ancillary restraint contained in
parazraph 3, nor was such a result intended. F. 1740,

>

Complaint Counsel’s witness on ihis point, Bresnahan, testiiled that be had “no evidenee’
that anyone al Schenng-Plough or Upshoer-Simith had any product other than Klor Con M20 in
mind at the hme of the agreement. F. 171, With referonce to paragraph 3, Bresnuhun admitted
that he had not examined Upsher-Smith’s product pipcling between 1997 and 2001, F. 171,

Complami Counsel’s economist cxpert, Professor Bresnahan, expressly conceded hat,
asstming the scillomeni agrecment 18 otherwise lawiul, this provision expandmg 11s coverage 1o a
broader category of produets is reasonable. F. 171, Accordingly, Complaint Counsel has failed
to prove thal the setilement agreement was broader than was “reasonably necessury” lo ssttle the
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6. Compiaint Counsel Did Not Prove That the Schering/ Upsher-Smith
Agrecemoent Iad the Effect of Blocking Other Potential Generic
Compelilors

The Complaint alleges that the June 1997 Settlement Agresment “has the effect of
delaying entry it the relevant market by any other potentia generic compedilor,” (Complaint at,
1 66} and specitically identifies only Andrx Comporation as the firm that “cannot market its
product until Upsher-Smith’s 180-day Exclusivity Period has run.” Complaint at 62,
Complaint Coumsel failed to prove that any potential competilors were blocked or that the
excluzivity perind was manipulated or even discussed by Schenng and Upsher-Smith.

The Complaint onty alleges that one specilic firm, Amdrx, was blocked by Upsher-
Smith’s exclusivity, Complamt at f] 61-62. Lawrence Rosenihal, Execulive Yice President of
Sales and Marketing at Andrx, tzstifi=d thal { redacied

redacted
redacted | F.395

Exscutives at Upsher-Smuth wers not aware of any vlher poleniial competiters blocked
from the market. F. 386, Professor Brosnahan testificd that he e not aware of any polcnhal
compettors who were blocked from centoring the alleged product market tor K-Dur 20 az a resull
ol the ;Jung 17, 1997 Agrecment, F, 397,

The 180-day exclusivity period was never discussad between Schering and Upsher-Smith
dunng their settlemnent negotiationa. F. 399, Nowhere m Schenng or Lpsher-Snuih documents
or in the seltlement agreement is the 180-day cxclusivily menlioned as 4 considertlion ncreating
the settlement agreermneni. F. 399, Schering-Plough, similarly, acknowledges that the agrecment
did not make any relerence to exchasivity and the subjcct was never even discussed. F, 309,

In the absence of proot’ that any other finm was blocked or that Schering and Lipsher-
Smith discussed the 180-day exclusivity peried in thair settlement negotiations, Complaint
Counsel has failed to prove that the June 1997 Settlement Agreement anlaw (ully delayed entry
by other potenhial genenc competitors.

K. Third and Fourth Violations of the Complaint

The Thind and Fourth Violations ¢ the Complaint allege that Schering has monopoly
power 10 the manulacture and gale of potassivm chleride supplements approved by the FDA and
the narrower markets contained therein and eneaged in conduct to unlawfully prescrve such
monopoly power and thar Schering conspired scparately with Upsher-Smith and ESI to
monoepohze the relevant markels, Complant g 70, Y1, As detadled m Scetion D, supra, to
cslalilish monopolization ot attempted monopolization, 1t is noscssary to appraise the
exclusionary power in terms of the relevant market for the produet mvalved. Spectrum Sports,
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506 U5 al 455-56. The relevant market in this case iz all oral potazsinm supplements that a
physician can presenbe to a patient @ need of a potassium supplement.

1. Complaint Counsel Did Not Prove That Schering Had Monaopaoly
Power

Monopoly power i3 defined “as the power to cotitrel prices 1o the relevant markel or to
exclude competitors.” Asper Skitng Co. v, Aspen Ilighlands Shing Corp., 472 118, 585, 595,
n.20 (1985). The critical inquiry is whether Schering had monopoly power in the relevant market
at the time it entercd the challenged agroements, Bresnahan, Tr, 656-60, Complaint Counsel
assests that Schering must have had monopoly power because it othoerwise would ot have paid
Lipsher-Smith and ESI not to enter the market. This circular arpinent is not evidence to supporl
a finding of monopoely power. See Imferpreters, Y23 11T.C. at 642 (the fact that some mermbers
charged Lhe agreed upon price does not necessarily mean that they have market power).

Instead, monopoly power 15 defermined through an analvsis of market shares, barriers to cntry
and Lhe abilily of iivals o cxpand output 1n that market. Rebel i Co. v. Ad. Richficld Co., 51
F.3d 1421, 1434 (9" Cir. 1995).

a. Market share

Complamt Counsel prazented inzufficient evidence on Schering’s market share in the
market for all oval potassium supplements. Schering's share of the market for potassinm
supplements between 1995 and 1999 wag between 30 and 40 percent. F. 400-04. Schering’s
market share ol less than 50 percent cannod as a maller of law suppott an infarence of monopoky
power, See, e, Baifey v Allgos, fre. 254 F.3d 1237, 1230 (111h Cin 2002 (“A markel share at
cor less than 500% is inadequate as 2 matter of law to constitute motopoly power™);, Biwe Cross &
Blue Shield United v. Marshfield Clinic, 05 1.3d 1406, 1411 (7th Cir. 1995) (50 poreent i3
below any accepled benchmark for infening monopoly power from market share™).

b. Lack of harriers to entry and the ability of rivals to cxpand
ontput

Complaint Counsel did not prove high entry barriers inte the markel for all oral potassium
chloride supplements. The evidence demonsirates that there were over 30 products compeling as
of 1997 in the potasaium chleride market, all of which had cntercd at some point, and that a
number of new competitors entered the market in recent vears. F. 405-08, Abscnt v idence ol
high entry harriers, an inference of monopoly power is inappropriate. See, e.g., Weslern Parcel
Express v, (PS, Ing., 190 13,2d 974, 977 (W' Cir, 1999 (*“ A high market share, though it may
ordinarily raise an inference of monopoly power, will not do 2o in a market with low cntry
barriers or other evidence of a defendant’s inability to control priccs or exclude competitors™)
(citations cmitted). Complaint Counsel did not prove the inability of other firms o capand
output in the face of 4 price inerease or output reduction by Sehering. F. 405-08. When firms
can rapidly cxpand cutput, as here, an infercnice of monopoly power is mappropiale. See, g,
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Rebel (il (o, 31 F.3d at 1441 {power over pnce “depends largely on the ability of existing firms
te quickly merease their own output in responsc lo a comtrastion by the defendamt™).

c. Pricing

Contrary to Complant Counsel’s contention, (nicing ahove marginal cost does not
gstablish monupoly power or market power. See [ [lerbert lovenkamp and Mark A, Lemley, IP
cened Angiirwst § 4.le, al 4-5 thru 4-7 {Aspen Law & Business 2002) (use of marginal cost “for
measuring power is very hard to muke workable in the case of miteilectual property™); see iel at 4-
% {“the undertving theory of intclleetual property nghts is that an anticipated stream of above cost
prices creates the necntive 1o cngage in research or ereativity in the first place™} Fven if it could,
Complaimt Counsel failed to prove that E-Dur was sold above margmal cost for extendad periods
of time. The fact that someone could underscll K-Dur 24) does not prove that contention, and
Crrnglaint Counsel offered no other evidence.

Further, higher prices for a branded product do not cstablish monopoly power. SMS Sur,
Maimtenance Serv., dnc. v, Digifal Fgqurp. Corp, 188 F.3d L1, L7 (1™ Cie. 1999) (“In any market
wilh surne degree of product differentiation, goods of a single brand will cajov a certain depres
ol unmuecncss, . ., that Giel, withoul more, does nol suffice to establish that the manufacturer
enjoys monopoly powor in that markel.”), cert. dented, 528 LS. T18E (2000). bvidence of
higher prices is ambiguous at best, and msufficient evidencs of monopoly power in the absence
of market analysis. Farrant Serv. Agency v. Am. Standard, Inc., 12 F.5d 609, 615 (6™ Cir. 1993)
{higher pnices tor gemune parts was not evidence of monopoly power in marlet that included
fenenc paris).

Complaint Counsel asserts (hat 1l proved monopoly power hecause Schering priced K-
Pur 240 at an elevated price. Pricing ¢vidence alone is not sufficient to prove monopoly power.
See, e.g., Forqth v Humang, fac, 114 F 3d 1467, 1476 (9th Cir. 1997) (evidence that finn
“routinely charged higher prices than [competitors| while reaping hagh profits” did ol constitute
“dircet evidence of market power™ becanse there was no evidencs ol “restrivied oulput™); Blue
Cross & Blve Shield, 65 F 3d al 1411-12 (higher prices “may reflect a higher quality more costly
to provide . . .1l 1s always freacherous to try to infer monopoly power from a high rate of
return’”); fn re IBM Peripheral EDP Devices Aniitrust Livie., 481 F. Supp. 963, Y81 (N.D. Cal.
1979, a/f ol 698 F.2d 1377 (9™ Cir. 1983) {*[ 1'he inference that a defendant that enjoys healthy
profits only dogs so becanse of an unhealthy market structure is not a strong one. Good
management, supertor cificicncy and difTerences in accounting provide explanations that arc just
a5 plausible, and nonce of those explanations 18 inconsistent with an effectively competitive
market.”}. In this case, as in Forsyth, il is conceded by Complaint Counsel that at all times
Schering was cxpanding ks output ol K-Dur 20. F. 409-13. Also, Schering had no ability to
restrict the cutput of the more than 20 other fivms selling “therapeutically cquivalent” potassium
chioride supplotnents, F. 408.
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In addition, Complaint Coungel did not prove that Schering’s pricing was at 8 monopaoly
level. Complant Counsel’s expert witness did not conduct a thorough examination of Scherimg’s
prices. Professor Bresnahan did nol have a data set of Schering’s prices or of competitors
pricitig; thus be could nol compule Lhe Telative price level of K-Dur 20 to other products. I, 419
Pror[ussor Brosnahan did ne sledy of costs 5o he @5 unable to svaluars the price ncreases for K-
Dur 2d. F. 423, Prolessor Bresnahan's Falure to study competitive product pricing means that
he cannot demonstrate that any price inereases of K-Dur 20 over a 5 vear penod was move or lggs
than the prics iIncrcasces of compaiifive potassium products. F. 423,

Complaint Counscl also asserls thal the Eulure lo lose sales despile 4 price ise to he
evidence ol a monopoly. This is not sullicient cvidence (v prove monopoly power. The price of
K-Dur I rose every time that the pricc ol K-Dar 20 rosc. F. 10]1-03. And K-Dur 10 was at alf
times more expensive per dosc that K-Dur 20, F. 101-03, By this logic, K-Dur 10 should be a
“monapoly.” Both Professor Bresnahan and Dr. Addanki refused to conclude that K-Dur 10 was
a separate “monapoly” unto itselt. 14 101-03,

Acsingle irm’s price increase dita without data from other firms is not helpful. Without
Enowitiy systematically what the other firms were domyg on pnice, 1t 15 impossihle to know the
relative price of K-Dur 20 1o othor finm's products. Noor 1s 1t possible te discern 1f product costs
or firm cosfs arg rising. And net pricing  considering rebates, allowances and ree gonds —
was also missing from this analysis. Theae critical aspocts of Schering’s K-Dur pricing were not
studied by Professor Bresnahan, F. 418- 29, A strong commod feature of K-Dur 10 and K-Dur
20 was 1he heavy promolion of both products by Schering. F. 8(). Nee Levine, 72 T 3d at 1552
{price wnereases do nol prove aclual divect effects without competitoss” pricing and costs being

examined).
d. Sensitivity to premotion and advertising

Professor Bresnahan conceded that Schering’s advertising increased demand for
polassium chlonde and in particular K-Dur 20, Ray Russo testified that potassium chloride was
highly scnsintve to promotions.  Schering outspent randed potassium competitors such as
Lipsher-Stmnth by more than 100 lo 1. F. 427, These levels of adverhising were tremendous
relative to the size of the potassium marketplace. F. 79-8(k Russe, Tr. 34158-19 (“these are
relatively [ think promotion-gensitive markets. . . We invested heavily in field force effort . .
we had a numboer of significamt promotional programs over thal approximate len- year period that
heavily promoted and marketed K-Dur  K-Dur 10 and K-Dur 2077,

The fact that Schering’s zales incrcased dunng the 1994 2009 peniod atests Lo the
power of Schering’s detailing and rchate activity. In lact, the approximately $200 million spent
by Schering on rchates alone between 1995 and summer 2001 atlssts {o the stff competition
Schering faced prior to the advent of AB-rated substitutes. F. 114-16. Schening also invested
millions in promotion. F. 412
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Pharmacentical promotinng are pra-competitive, and Prolessor Bresnahan testificd that
aggresaive marketing such as that practtced by Schering was not anticompetitive. Yot Prolcssor
Bresnuhan made no altempt o assess the roie of advertising on demand in this case or the relative
strengih of adverlistng efforls by polussium firms, Protessor Addanki did sa and found strong
and pronounced cffcets from Schenme®s advernsmg. Fo411-13. Schering’s executives
recognized that markering was the key to gamning market share from the other polassiom firma;
"Detalmg by sales representatrves 15 the most effective way to educate providers on the
importance of K-DUR @nd move market share.™ CX 18 {1997 K-DUR Marketing Tlan, Sept. 10,
1996 at SP 23 00039). F. 411-13.

e. K-Dur 10 sules demonsérate that K-Dur 2IF was not 2 monopoly

K-Dur 1) in June 12497 amounted t© 3% ol the total presenptions [or polassium chlorids
in the United States. T, 101, Even it the 10 mEq sepment were smdicd in isolation, K-Dur 10
had less than 925 of new preseriptions of 10 mEq strength potassivm chloride. USX 626 at USL
15232 (histing mere than 19 10 mEq strength potassium supplements, K-Dur 10 had 8.7% of
NRx 0 19968). B 101,

Yol, despilc K-Dur 10%s non-monopoly stalus, K-Thur 1) sales performed just as
schering’s K-Dur 20 performed. E-Dur 100z 3alcs rosce over time due o Schenng's promotiona,
Despite the price inereases for K-Dur 10, K-Dur 1073 sales rose and m fact rose [aster than K-Dur
20's sales. B, 1(H. K-Dur 10 demonstrates that avowedly non-monopoly branded products will
perform in exactly the same way that K-Dur 20 perfonmed when it is promaoted.

f. Cieneric potassium prodacts grew at a faster rate than
K-Dur 20

Geeneric potassivi — rather than branded potassium -- grew at a faster rate than K-Dur 24,
demonstratng the price senzitivity of many potassium purchasers., F. 402, Complaint Counsel
assctt that the sales of [K-Dur 20 mrew rapidly m the 1997-2004 period, implying that K-Dur 20
outsold all competing potassium despile price increases.  The nrarket share of generic potassium
chlotde rose as fast or faster than K-Dur 20 1n every year from 1997 through 2000, F. 402,
Howewer, at the tme relevanid to the Brespahan lest, June 1597, genanc potassiam
tablets/capsules were almost as large in marker share as all of K-Dur 20, 31.0% of total
potassium chioride preseriptions. F. 402, With K-Dur 20 at 33.0%; of total potassium chloride
prescriptions, i, other brands ol potassium chlonde, such as K-Tab, Micro K, Micro-K 10,
Klotrix, Kaon-Cl, Klotrix, Klor Con § and Klor Con 10, accounied for 27.6% of lotal potassium
chloride proscriptions as of June 1997, Ray Russo (catificd thal pencnics wers a major
competitor to K-Dur duc to substitution. F. 402,

2. Complzint Counsel Did Not Prove the Requisite Specific Intent for a
Conspiraey to Monopolize the Market for Potassinm Sapplements
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“$pecific intent to manapohze 1s the heart of a conspiracy charge™ Safea Corp. v. Gen,
Morars Corp.,, 317 F.2d 367, 576 (10th Cir. 1973). 1115 more demanding Lthan Lhe generdl-inlent
requirement of Section 1 clams, See, eg.. Wagner v. Magellan Health Servs, fnc, 121 B, Supp.
2d 673, 681 (N.D. THL 2006) (“A conspiracy lo monopolize inder Sechion 2 15 somewhal different
than its Section 1 counterpart becauae of (8 heightened indent element, 1.e., concerted actinn by
knowang parhcipanls whe have a specilic mtent to achneve a monopoly™). As one coutt recenliy
stated. specific imtent “significs something more (han willing, voluntary, and knowing
participaton m the 1lleeal course of conduct that [defendant] 18 alleged to have pursued.” fn re
Microsofi Corp. Antitrust Litig., 127 F. Supp. 2d 728, 731 (D. Md. 2001). Rather, “[i]t means
parlicipatinyg in thal course of conduct for the specific, shared purpuse of maintaining”™ Schoring's
monopoly. Ff (cBation omited),

A mere contluence of economic interests between the parties does not establish a specific
intcnt to monopeolize. See Bullding fmdus. Fund v. Local Union No. 3,992 10 Supp. 162, 186
{L.D.N.Y. 19963 {*“I'he essence of a conspiracy 15 not simply a commonality of interest. It
involves an agreement hy lwo or more people 10 accomplish a specific illegal objective™);
(renaite Sys. Corp. v Abbott Labs,, 681 F. Supp. 407, 422 (D.D.CL 1988) (rejecling theory that
“mutual pumposcs and micnded slicets™ could satisfy speoific ntent standand ) {citation omrmleed).

There 15 inaufficicat evidence to demonstrate that Upsher-Smith or Schering “specifically
intended” 1o fAuther Schering’s alleged unlawiul monopoly in the sale of K-Dur 20. Moreover,
there were numercus legitiimate business Jastifications offersd for Upsher-Smith’s and Schering’s
conduct, mcludmyg ending the expengsive and acrtmomeous patent hbgation, oblaming o dale
cerlain Jor enlry of Tpsher-Smily’s gencric produc! lve years belore (he capiraton ol Scherning’s
patent, opening the door for other generic mbq sustained-release potazsium chloride supplements
to enter the market, frecing up resources at Upsher-Smith lor faturs pharmaceutical R&D and
marketing of potassium products; and giving Upsher-Smith overseas distribution capability for
six of its pharmaceutical products.

As the court in Microsoft explained, to establish a Section 2 consmracy, “what plaintiffs
musl prove 15 Lhal when conlrotted with Microsofi’s demands, the OEM defendants steppad
back and concluded Ukl maniaining Microsefl's monopoelies was a goal that they themsclves
desired to accomphish.” AMicroweff, 127 F. Supp. 2d at 731, The eredible cvidenes demonstrates
thal far Irom seeking to further Schering’s alleged monopoly, Upsher-Smith Tought hard to brng
ils product o market and compered vigorously wilh Schering belore, during and alter the
execurion of the scttlemacnt agreemer.
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IV, SUMMARY OF CONCLUSIONS OF LAW

1. The Federal ‘frade Commission has jurisdicuon aver the subjeet matter of this
praceeding and over Respondents Schenng-Flough Corporation {“Schering”) and Upsher-Smmlh
aboratones, Tne. (“Upsher-Smith™).

2. Schenng 15 a comporation, as “corporation” 15 delined n Scetion 4 of the Federal
Trade Commussion Act, 15 TIR.C § 44,

3. Schenng's acts and practices, including the acts and practices alleged in the
Conplaint, arc in or affect commoree a8 “commerce” is defined in Section 4 of the Federal Tradc
Comimission, 15 US.C. § 44,

4, Upsher-Smith is incorporated, has shares of capital or capital stock, and is
authorized to carry on business for its own profit, and is, therefore, a corporation, us
“corporation” is defined in Section 4 of the Federal T'rade Commassion Acl, 15 U.5.C. § 44.

A Upsher-5milth's business activilics arc m or allcet commerce a3 “commerce’ 15

defined in Section 4 of the Federal Trade Commission Act, 13 ULS.C § 44,

&. Complaint Counsel bears the burden of preef of estahlishing each element of the
vinlations of the Complaint.

7. The relevant geograplic market for asscssing the allegations of the Complaint 1s
the Dndted States.,
3. The relevant product market for aszessing the allegations of the Complamt is all

oral potassium supplements that can be prescribed by a physician for a patient in nesd of a
patassium supplement,

9. Complaint Counsel failed to prove or properly dehne the relevant produet market.

10, Patent laws conler upon the patentee the exclusive right to make, use ar sell the
patenied mvention during the palent term, and suthonze the pateates to cxclude others — tor
gxamplc, by the imbation of infiingement higation - from manufacturing, vsing and/or seiling
the invenition during the patent term.

11.  The agreoment botween Schering Plough and Upsher-Smith did not wnreasonably
resirain competition amd was tol an unfair method of trade.

12. The agreement between Schenng Plough and EST did not unrcasonably restrain
competition and was not an unfair method of trade.
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15,  Schering-Plough docs not have monopoly power in the relevant product market,

14.  Schering-Plough did not engage in conduci w0 unlawlully preserve monopoly power in the
relevant product market.

15. Schering-Plough did not conspire with Upsher-Smith or ESI e unlawfully preserve
monopoly power in the relevant product market.

16. Complaint Counse] fatled 1o meet fts burden of proof in suppoert of the Violations alieged
in the Complaint.

1T The Camplaint should he and is dismissed.
ORDER

For the reasons stated above,

IT 15 ORDLERED that all violations of the Complaini be, and horeby arc, dismisscd.

ORDIRED: Lo ﬁ_{mrﬁo,f_ﬁ%
1. Michasl Chapp
Adnmmimstralive Law Judge

Drated: June 272002

121



