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INTRODUCTION
A. Federal Trade Commission Complaint

The Federal Trade Commission issued its Complaint in this matter on March 30, 2001.
The Complaint charges that Respondents Schering-Plough Corporation (Schering), Upsher-
Smith Laboratories, Inc. (Upsher-Smith), and American Home Products Corporation (AHP)
engaged in conduct that violates Section 5 of the Federal Trade Commission Act, 15 U.S.C.
845. The Complaint dlegesthat Respondents entered into unlawful agreements to delay entry
of low-cost generic competition to Schering's prescription drug K-Dur 20. Before detailing the
findings of fact and conclusons of law, the following overview is provided.

Schering manufactures and markets two extended-rel ease microencapsulated
potassium chloride products: K-Dur 20 and K-Dur 10, both of which are covered by a
formulation patent owned by Schering, patent number 4,863,743 (the “* 743 patent”), which
expires on September 5, 2006. On August 6, 1995, Upsher-Smith filed an Abbreviated New
Drug Application (*ANDA") with the U.S. Food and Drug Adminigtration (“FDA™) to market
Klor Con M20, ageneric version of Schering’s K-Dur 20. Upsher-Smith submitted a
certification to the FDA, known as a Paragraph |V Certification, with this ANDA certifying that
its product, Klor Con M20, did not infringe Schering’s K-Dur 20 and, on November 3, 1995,
Upsher-Smith notified Schering of its Paragraph 1V Certification and ANDA.

Schering sued Upsher-Smith for patent infringement in the United States Digtrict Court
for the Didtrict of New Jersey on December 15, 1995, dleging that Upsher-Smith’s Klor Con
M20 infringed Schering's ‘ 743 patent. On June 17, 1997, Schering and Upsher-Smith agreed
to sdttle their patent litigation. The Complaint aleges that through this settlement agreement,
Schering agreed to make unconditiona payments of $60 million to Upsher-Smith; Upsher-
Smith agreed not to enter the market, either with the alegedly infringing generic version of K-
Dur 20 or with any other generic verson of K-Dur 20, until September 2001; both parties
agreed to dipulate to the dismissa of the litigation without prejudice; and Schering received
licenses to market five Upsher-Smith products. Complaint at 1 44.

On December 29, 1995, ES Lederle, Incorporated (“ESI”), adivison of AHP,
submitted an ANDA to the FDA to market a generic version of Schering's K-Dur 20. ES|
submitted a Paragrgph IV Certification with this filing and notified Schering of its Paragraph IV
Certification and ANDA. Schering sued ESl for patent infringement in the United States
Digrict Court for the Eastern Didtrict of Pennsylvania on February 16, 1996, dleging that ESl’s
generic verson of Schering’s K-Dur 20 infringed Schering's * 743 patent. The Complaint
adleges that Schering and AHP reached an agreement in principle settling thelr litigation in
January 1998, and they executed afind settlement agreement on June 19, 1998. Complaint at
154. AHP agreed that its ESI divison would not market any generic verson of Schering’s K-
Dur 20 until January 2004, would not market more than one generic version of Schering'sK-
Dur 20 between January 2004 and September 2006, and would not support any study of the



bioequivaence or therapeutic equivaence of aproduct to K-Dur 20 until September 5, 2006.
Complaint a 55. AHP received a payment from Schering of $5 million, and an additiond
payment of $10 million when its generic product received FDA approvd in 1999. Complaint at
1 55.

The Complaint aleges that the agreements between Schering and Upsher-Smith, and
between Schering and AHP, were agreements not to compete that unreasonably restrained
commercein violation of Section 5 of the FTC Act. Complaint at 1 68, 69.

The Complaint further dleges that Schering had monopoly power in the manufacture
and sale of potassium chloride supplements approved by the FDA and narrower markets
contained therein, and engaged in conduct intended to unlawfully preserve that monopoly
power, in violation of Section 5 of the FTC Act. Complaint at  70. And, the Complaint
dlegesthat Schering conspired separately with Upsher-Smith and with AHP to monopolize the
manufacture and sale of potassum chloride supplements approved by the FDA and narrower
markets contained therein, in violation of Section 5 of the FTC Act. Complaint at 1 71.

B. Respondents Answers

In answersfiled April 23, 2001, Schering, Upsher-Smith and AHP denied that the
agreements were unlawful, and offered a number of affirmative defenses. Upsher-Smith's
answer asserted that its patent settlement agreement with Schering was lawful, reasonable,
procompetitive and in the public interest.

Inits answer, Schering asserted that its settlement agreement with Upsher-Smith
alowed Upsher-Smith to bring its product to market in September 2001, five years before
patent expiration. Schering asserted its settlement agreement with ESl was forged under active
judicid supervison and alowed ESI to bring its potassum chloride product to market over two
years before Schering' s patent expired. Schering further asserted that the Complaint falsto
acknowledge that Schering has avaid patent giving it aright to exclude infringing products, the
Complaint fallsto alege that the procompetitive efficiencies of the settlement do not outweigh
any actud or potentia anticompetitive effects, and that the reief sought by the Complaint is
contrary to public policy because it interferes with settlement of patent infringement litigation.

C. Procedural History

On October 12, 2001, the Complaint against AHP was withdrawn from adjudication
for the Commission to consider a proposed consent agreement. The Commission approved the
find consent order on April 2, 2002. Although AHPis no longer a party to the case, the
legdlity of the Schering/AHP agreement remains at issue with respect to Schering.



Tria commenced on January 23, 2002 and ended on March 28, 2002, covering 8629
pages of transcript, with 41 witnesses testifying, and thousands of exhibits admitted into
evidence. Closng arguments were heard on May 1, 2002.

On February 12, 2002, Upsher-Smith moved to dismiss the Complaint dueto
Complaint Counsd’ sfailure to establish aprimafacie case. Pursuant to Commisson Rule
3.22(e), the ruling on the motion to dismiss was deferred until al evidence wasreceived. Ina
ruling from the bench on March 22, 2002, Upsher-Smith’s motion was denied on the grounds
that the evidence presented created factud issues of dispute sufficient to defeet the motion to
dismiss

On March 6, 2002, the partiesfiled ajoint motion to extend the deadline for filing the
initial decison. By Order dated March 14, 2002, extraordinary circumstances were found to
exig sufficient to extend the deedline for filing the Initid Decison by 60 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 exist and the deadline was extended an additiona
60 days. Thisinitia decison isfiled within 90 days of the close of the record.

D. Evidence

The Initid Decison is based on the transcript of the testimony, the exhibits properly
admitted in evidence, and proposed findings of fact and conclusions of law and replies thereto
filed by the parties. Numerous exhibits were conditiondly admitted. Evidence, including
transcripts from investigationa hearings, which was conditionaly admitted, was considered
even though Complaint Counsdl failed to properly connect up the evidence againg dl parties,
and was found not to be digpositive to the determination of any materid issuein the case.

The parties submitted extensive podt-trid briefs and reply briefs. The Initid Decison
contains only the materid issues of fact and law. Proposed findings of facts not included in the
Initial Decison were rejected either because they were not supported by the evidence or
because they were not dispostive to the determination of the alegations of the Complaint.

Many of the documents and testimony were received into the record in camera.
Where an entire document was given in camera trestment, but the portion of the document
relied upon in this Initid Decison does not rise to the level necessary for in camera treatment,
such information is disclosed in the public verson of this Initid Decison, pursuant to 16 C.F.R.
8 3.45(a) (the ALJI may disclose such in camera materia to the extent necessary for the proper
disposgition of the proceeding).

E. Summary



Based upon the theories advanced by Complaint Counsdl, for Complaint Counsdl to
prove that the agreements to settle the patent litigation between Schering and Upsher-Smith and
between Schering and ESl were anticompetitive requires a presumption that the ‘ 743 patent
was not valid or that Upsher-Smith’s and ESI’ s products did not infringe the * 743 patent.
Thereisno bassin law or fact to make that presumption. In addition, Complaint Counsdl has
failed to meet its burden of proving the relevant product market or that Schering maintained an
illega monopoly within that market. Despite the emotiond gpped which may exist for
Complaint Counsdl’s pogition, an initia decision must be based on substantia, reliable evidence
and wdll reasoned legd andysis. For the reasons et forth below, the violations dleged in the
Complaint have not been proven and the Complaint will be dismissed.

. FINDINGS OF FACT
A. Respondents
1 Schering-Plough Cor poration

1. Schering-Plough Corporation (* Schering”) isaNew Jersey corporation with its
principa place of business at 2000 Galoping Hill Road, Kenilworth, New Jersey. Schering is
engaged in the discovery, development, and marketing of brand-name and generic drugs, as
well as over-the-counter healthcare and animal care products. (Schering Answer at § 3; CX
174 a FTC 0022249-50 (Schering 12/31/99 Form 10K)).

2. Key Pharmaceuticds, Inc. (“Key”), aFFlorida corporation, is a subsidiary of
Schering. (CX 174 at FTC 0022315). It produces K- Dur 20, a 20 milliequivaent potassum
chloride supplement, and holds the patent on that product. Schering Answer at 1 34. Warrick
Pharmaceuticas Corporation (“Warrick”), a Delaware corporation, is asubsidiary of Schering.
CX 174 a FTC 0022318. It produces generic pharmaceutica products, and in some
Stuations, produces generic versions of Schering's patented products once another generic has
entered the market. (Russo, Tr. 3429-30).

3. Schering isa corporation, as “corporation” is defined in Section 4 of the
Federal Trade Commission Act, 15 U.S.C. §44. (Schering Answer at 1 7).

4, Schering’ s acts and practices, including the acts and practices aleged in the
Complaint, are in or affect commerce as*commerce’ is defined in Section 4 of the Federd
Trade Commission Act, 15 U.S. C. 844. (Schering Answer at 1 8).

2. Upsher-Smith Laboratories, Inc.



5. Upsher-Smith Laboratories, Inc. (“Upsher-Smith”) is a business corporation
organized under the laws of the gate of Minnesota that has issued shares of common stock.
(CX 1 (Upsher-Smith Articles of Incorporation); Upsher-Smith First Admissions, Nos. 1, 2.
Its principa place of businessis Plymouth, Minnesota. (Troup, Tr. 5397). Upsher-Smithisa
privately-held company. (Troup, Tr.5398).

6. Upsher-Smith isincorporated, has shares of capita or capital stock, and is
authorized to carry on business for its own profit, and is, therefore, a corporation, as
“corporation” is defined in Section 4 of the Federd Trade Commission Act, 15 U.S.C. § 44.

7. Upsher-Smith manufactures pharmaceutica products at its facilitiesin
Minnesota and ships products to the other 49 states of the United States. It purchases
pharmaceutica ingredients for its pharmaceutical products from suppliers located outside
Minnesota, and transfers funds across sate lines in exchange for those ingredients. Upsher-
Smith First Admissions, Nos. 12, 13, 14, 15, 16, 17, 18, 19, 20 and 21.

8. Upsher-Smith markets its products to retail, chain, and hospital pharmacies,
and to key physician groups, primarily by means of wholesale and drug chain distribution
channels throughout the United States. (CX 317 at USL 01643 (Upsher-Smith Financid
Statements, 1/3/99 and 1/4/98)).

0. Upsher-Smith’s business activities are in or affect commerce as“commerce’ is
defined in Section 4 of the Federa Trade Commission Act, 15 U.S.C. §44.

3. American Home Products Cor poration

10.  American Home Products Corporation (“AHP’) is a corporation organized and
exiging under the laws of Delaware, with its principa place of busness at Five Girdda Farms,
Madison, New Jersey. It engagesin the discovery, development and marketing of brand name
and generic drugs, aswell as“over the counter” medications. AHP Answer at 15; CX 484 at
05 00052.

11. Wyeth-Ayerst Pharmaceuticas, Inc. (“Wyeth”), isasubsdiary of AHP. ES
Lederle, Inc. (*ES”), isabusiness unit of Wyeth. ESI engages in research, manufacture and
sde primarily of generic drugs. AHP Answer at § 6.

12. On October 10, 2001, Complaint Counsdl and counsd for AHP filed a Joint
Motion to Withdraw Respondent American Home Products from Adjudication in order for the
Commission to consider an executed proposed consent agreement. On October 12, 2001, the
Commission issued an Order Withdrawing Matter from Adjudication as to Respondent



American Home Products Corporation. The Commission gpproved the finad consent order
April 2, 2002.

B. The Phar maceutical Industry

13.  Newly developed prescription drugs are sometimes referred to as “ pioneer” or
“innovator” or “branded” drugs. (Hoffman, Tr. 2206-07; Dritsas, Tr. 4621). Approva for an
innovator drug is sought by filing aNew Drug Application (“NDA”) with the U.S. Food and
Drug Adminigration (“FDA”). (Hoffman, Tr. 2207).

14. Newly developed prescription drugs are often protected by patents. (Hoffman,
Tr. 2215). A patent is granted by the federd government to the patent holder giving the holder
exclusve rights to make, use, vend and to import the subject matter covered by the patent
clams. (Miller, Tr. 3310-11:2; O’ Shaughnessy, Tr. 7064-65).

15. A generic drug contains the same active ingredient as the branded or innovator
drug, but not necessarily the sameinactive ingredients. (Hoffman, Tr. 2207; Levy, Tr. 2186).
Approvd for ageneric drug may be sought by filing an Abbreviated New Drug Application
(“ANDA") with the FDA. (Hoffman, Tr. 2209; Troup, Tr. 5403). The ANDA applicant must
demondtrate, among other things, that the generic drug is bioequivaent to the brand-name drug
that it references. (Hoffman, Tr. 2208; Troup, Tr. 5403).

16. When abrand-name prescription drug is protected by one or more patents, an
ANDA gpplicant that intends to market its generic prescription product prior to the expiration of
any patents may proceed to seek FDA approva, but must certify in the ANDA either that (1)
the generic version does not infringe the patents on the brand-name drug or (2) the patents are
invalid. (Hoffman, Tr. 2215-16; Troup, Tr. 5404). Thisisknown asa*Paragraph IV
Certification.” (Hoffman, Tr. 2216; Troup, Tr. 5404).

17. A bioequivdent drug contains the same active ingredient as the reference drug
and is absorbed into the bloodstream &t the same rate and extent, and remains at certain levels
for the same period of time asthe reference drug. (Hoffman, Tr. 2208).

18.  Generic drugsthat are AB-rated to areference drug are considered by the FDA
to be therapeuticaly equivaent to, and subgtitutable for, the reference drug. (Hoffman, Tr.
2278).

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



20.  Theprice of generic drugsfdls even further as additiond generic versons of the
same branded drug enter the market. (Schering Answer at {1 17; Goldberg, Tr. 120-21,
Rosenthal, Tr. 1543).

21. Sdes of the branded product decrease after generic entry because generics are
subgtituted for the branded product. (Rosenthd, Tr.1538; Bresnahan, Tr. 462-63).

22. In most states, a pharmacist is permitted to substitute an AB-rated generic
product for a brand name drug, unless the physician directs otherwise. (Hoffman, Tr. 2278;
Teagarden, Tr. 197-98; CX 1493 at 81 (Dolan Dep.); Schering Answer at 118). A pharmacist
cannot subgtitute a generic that is not AB-rated for abranded drug without the physician’s
approval. (Bresnahan, Tr. 491; Russo, Tr. 3468).

23. In some states, pharmacists are required to subgtitute an AB-rated generic
unless the physician directs otherwise. (Bresnahan, Tr. 1178; Addanki, Tr. 5998).

24, In addition to state mandatory substitution laws, Medicaid policies and managed
care plans aso tend to encourage generic subgtitution. (CX 18 at SP 23 00044 (1997 K-Dur
Marketing Plan); Bresnahan, Tr. 491-93).

C. Geographic Market
25.  Thegeographic market isthe United States. (F. 26-28).

26. Purchasers of potassum chloride supplementsin the United States can purchase
these products only from manufacturers who market in the United States, and whose products
have been approved for sdle in the United States by the FDA. (Hoffman, Tr. a 2206).

27.  Schering has FDA approval to sdll its K-Dur extended rel ease potassum
chloridetablets. (Kerr, Tr. 6561). Schering sdalls K-Dur throughout the United States. (CX 18
at SP 23 00044). Of the $290 million in K-Dur 20 sdlesin 2000, Schering made $287 million
of those sdesin the U.S,, and $3 million worth internationdly in 2000. (Audibert, Tr. 4212-
13).

28.  Upsher-Smith has FDA approval to sl its Klor-Con M extended release
potassium chloride tablets. (CX 59; Hoffman, Tr. 2273-74). Since Upsher-Smith began Klor
Con M20 in September 2001, Upsher-Smith has been shipping it to dl the mgor wholesalers
and chain distribution centers throughout the United States. (Kraovec, Tr. 5076-77). Upsher-
Smith does not sell Klor-Con M20 outside of the United States. (Dritsas, Tr. 4620).



D. Relevant Product Market

29.  Therdevant product market isdl ord potassum supplementsthat can be
prescribed by a physician for apatient in need of a potassum supplement. (F. 31-118).

30.  Professor Bresnahan incorrectly defined the relevant product market as K-Dur
20 mEqg. (F. 31-118).

1 K-Dur 20 isone of many potassum chloride products on the
mar ket

31.  K-Durisapotassum chloride product marketed by Schering. (Russo, Tr.
3410-11). K-Dur isprimarily used to treat potassium depletion in coronary artery disease
patients. (Russo, Tr. 3410-11). To treat a patient’s coronary artery disease, physicians often
prescribe products that are dso diuretics, causng adepletion in potassum, referred to as
hypokalemia. (Russo, Tr. 3410-11; Goldberg, Tr. 125-26).

32.  K-Durismarketed in 10 mEq and 20 mEq dosage strengths. (Russo, Tr.
3411). The 10 mEq and 20 mEq labds denote the amount of potassium within the tablet.
(Russo, Tr. 3415).

33. Thereareat least 23 potassum supplements on the market. (Russo, Tr. 3414;
SPX 2209-31; CX 17).

34. Reports from the IM S database reflect that the potassium chloride supplement
category includes a number of products, including K-Dur 10 and 20, Micro K, Micro K 10,
Slow K, K-Tab, Klor Con 8, Klor Con 10, Klor Con M 10, Klor Con M20, as well as other
generd tablet/capsules and generic forms of potassum chloride. (USX 1010; Bresnahan, Tr.
889-90).

35. Managed hedth care offers many choices of ord potassum chloride
supplements. There were at least 24 different combinations of brand and generic potassum
chloride products listed on the 2001 United Healthcare Preferred Drug List. (Goldberg, Tr.
154; USX 277).

36.  Asof 2001, there were numerous branded and generic potassum chloride
products on Merck-Medco'sformulary. (Teagarden, Tr. 207, 216-17; CX 56; CX 57). A
formulary isalist of drugs that the physicians kegp on hand to determine what products and
what portion of the cost the managed care organization will reimburse to the patient. Dritsas, Tr.
4648.



37. Medco, a pharmacy benefit manager and Merck-Medco' s predecessor, regards
10 mEq and 20 mEq potassium chloride products to be “competing.” (Teagarden, Tr. 226;
USX 131 at Merck-Medco 000206).

2. Potassum chloride products ar e ther apeutically equivalent

38.  Thedemand for a potassum supplement “begins when a patient goesinto a
physician and they' re treated for hypokaemia, so the doctor would write a prescription for
KCl.” (Dritsas, Tr. 4644; Bresnahan, Tr. 696).

39. If a physician prescribes a specific amount of potassum, any potassum chloride
product would be effective. (Freese, Tr. 4951-52). A prescription for 20 mEq of potassium
could be satisfied with a potassum chloride powder, effervescent, or liquid. (Freese, Tr. 4953-
54; USX 410 at 190301). Because potassum products are al therapeuticaly interchangesble,
apharmacist could dispense 20 mEq of potassum chloride in whatever product formis
appropriate for the patient. (Freese, Tr. 4956).

40. At maintenance, a physician will typicaly prescribe gpproximately 40 mEgs of
potassium per day. (Russo, Tr. 3423). If adoctor writes a prescription for K-Dur 20, a patient
will take two tablets (one tablet two times aday, with medls). (Russo, Tr. 3423-24). If a
patient’ s prescription is written for a 10 mEq product, the patient will have to take four 10 mEq
tablets, likely two in the morning and two in the evening. (Russo, Tr. 3424).

41.  Just because a potassum chloride product is not AB-rated to K-Dur 20 does
not mean that it is not therapeutically interchangeable for K-Dur 20. (Dritsas, Tr. 4689-90; CX
740).

42.  The FDA’sdesignation of ageneric pharmaceuticd as*AB-rated,” rated or
bioequivaent, to a pioneer drug does not necessarily define the product market for antitrust
purposes. (Addanki, Tr. 5684). Professor Bresnahan incorrectly defined the relevant market as
conssting of 20 mEq tablets and capsules, and a 20 mEq tablet is not bioequivaent to a 20 mEq
capsule. (Addanki, Tr. 5684; Bresnahan, Tr. 675; CX 1586). An AB-rated genericis
substitutable for the branded product, but that does not mean that the AB-rated generic is the
only potentia substitute for the branded product. (Addanki, Tr. 5684).

43.  K-Dur 20's 20 mEq dosage does not give it atherapeutic advantage over other
potassium chloride products. (Russo, Tr. 3421).

44, K-Dur 20 isthergpeuticaly interchangeable with two Klor Con 10s. (Dritsas,
Tr. 4655-56). There isno category of patients who can only take K-Dur 20 and not two Klor
Con 10s. ( Dritsas, Tr. 4661).



45.  Two 10 mEq tablets would effectively release in a patient’s somach a
approximately the same rate as one 20 meq tablet. (Goldberg, Tr. 174-75). If a pharmacist
were to give a patient two Klor Con 10 tablets, rather than a K-Dur 20, the patient would
samply take the two Klor Con tablets at the time that he was supposed to take the one K-Dur
20 tablet. (Dritsas, Tr. 4660-61).

46.  Upsher-Smith’'s 1996 marketing plan for its Klor-Con potassum products
shows that the various release mechanisms for different potassum chloride products dl ddlivered
potassium, and therefore 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 subgtitutability for each other. (Addanki,
Tr. 5693). The primary side effect associated with potassum chloride products is the possibility

of gastrointestinal (GlI) irritation. (Addanki, Tr. 5693-95). Gastrointestinal irritation is not a
substantial problem, however, as its incidence is low for all oral potassium chloride

supplements. (Addanki, Tr. 6163). K-Dur 20 does not diminate this potentid Gl sde effect.
(Addanki, Tr. 5693-95). Thus, potentid side effect issues do not affect the subgtitutability of
other potassum chloride products for K-Dur 20. (Addanki, Tr. 5695).

48.  Although Schering's marketing strategy for its K-Dur 20 product wasto
emphasize that it could increase patient compliance, there is no significant differencein patient
compliance between K-Dur 20 and Klor Con 10. (Dritsas, Tr. 4662).

3. Customersviewed K-Dur 20 and other potassum chloride
products as inter changeable

49.  According to Complaint Counsd’s witnesses, ord potassum chloride products
are therapeutically equivaent.

50.  Dean Goldberg of United HedthCare (“UHC") tedtified that thereisa
substantial “degree of choice’ in the potassum chloride market. Goldberg, Tr. 126-27.
Goldberg tetified that mogt, if not dl, potassum chloride products are therapeutically equivalent.
Goldberg, Tr. 144 (discussing USX 277, United HedthCare' s Preferred Drug List). Goldberg
aso confirmed that reasonable subgtitutes exist to the 20 mEQ sustained release potassum
chloride product and, that physicians consistently prescribe those products. Goldberg, Tr. 144.

51. Russdl Teagarden, alicensed pharmaci<t, of Merck-Medco, the nation’s largest

Physcian Benefits Manager (“PBM”) tedtified that there is no separate listing for 20 mEq
potassium chloride products on its formulary. Teagarden, Tr. 234 (discussing USX 125); Tr.
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240 (discussing USX 127). He dso testified that at many times, for example in 1993, 1994, and
1995-96, Merck-Medco did not even list K-Dur 20 as a prescription drug on its formulary.
Teagarden Tr. 239-44. Instead, Merck-Medco’s formularies at those times smply listed other
potassium supplements sold by other pharmaceutical companies. USX 127 at 176; USX 128 at
186.

52. Merck-Medco has consstently regarded potassium chloride products with
different ddivery sysems as dinicdly equivadent and therefore interchangesble. (Teagarden, Tr.
249-50; (USX 123; USX 124; USX 125).

53. Merck-Medco equates microencapsul ated tablets and capsules with wax matrix
potassium chloride products. (Teagarden, Tr. 232, 247-48, 250; USX 123-25). Merck-
Medco views branded and generic liquids, sustained release tablets and capsules, effervescent
tablets, and powder potassium chloride supplements as dternative products subgtitutable for one
another. (Teagarden, Tr. 233-34, 237-38, 240, 243, 255-56; USX 125; USX 127; USX 128;
USX 126; USX 690). In addition, 8 mEq and 10 mEq products consstently are listed as
substitutable alternatives on Merck-Medco’ s formularies. (Teagarden, Tr. 234, 240, 243-44,
256; USX 125; USX 127; USX 128; USX 690).

54.  All the potassum chloride products on Merck-Medco’s 2001 formulary are
listed in the same therapeutical class. (Teagarden, Tr. 223-24; USX 131).

55.  All theord potassum chloride products on United Hedlthcare' s Preferred Drug
List are thergpeuticaly equivalent. (Goldberg, Tr. 144-45).

56.  Decigon-makers at HMOs do not place a premium on K-Dur’ s delivery system
or dosage form. (CX 13 at SP 003045; Addanki, Tr. 5691).

57.  Physcansviewed K-Dur 20 as a product for which there were numerous other
aternatives. (Dritsas, Tr. 4834). In 1995, 71 percent of the prescriptions for potassum
chloride supplementation were being written for products other than K-Dur 20. (Addanki, Tr.
6174; CX 13). Asof August 1997, 6 out of 10 potassium chloride prescriptions were for
something other than K-Dur 20. (Bresnahan, Tr. 1279).

58. A company could compete with K-Dur 20 smply by convincing a physician to
change his prescribing habits. (Dritsas, Tr. 4690).

59.  There was sgnificant substitution back and forth between Klor Con 10 and

K-Dur 20. (Dritsas, Tr. 4752; Addanki, Tr. 5702). Pharmacists were subgtituting two Klor
Con 10sfor one K-Dur 20. (Dritsas, Tr. 4834).
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4. Schering viewed K-Dur 20 as competing in the same market as
other potassum chloride products

60.  Schering measures the sales performance of K-Dur 20 againgt the entire
potassium chloride supplement market, including other products such as 10 mEq potassum
chloride products as competitors to K-Dur 20. (Russo, Tr. 3420; CX 18 at 23 000041; CX
17 at 003951, 003954; CX 20 at 00434). Schering’s marketing plansindicate that there are
over 20 different potassium chloride supplements, dl competing in the same market. (Russo Tr.
3414-15; SPX 2209-2231; CX 17). Professor Bresnahan relied on Schering business
documents that combined K-Dur 10 and K-Dur 20 in the same charts and business plans.
(Bresnahan, Tr. 816). Bresnahan did not consider key portions of Schering’s documents that
show Schering considered K-Dur to be a part of alarger potassum chloride market.
(Bresnahan 709-13, 721, 814-17, 824-25).

61. A 1996 Schering marketing backgrounder states that “K-Dur competesin a
crowded $264 million potassium market which continuesto grow. . . ." (Russo, Tr. 3412; CX
17, CX 746; Bresnahan, Tr. 720-21).

62. Schering's 1997 K-Dur Marketing Plan lists competing potassum chloride
tablets and capsules. (SPX 977 at SP003849).

63. Schering perceived that K-Dur’'s mgjor competitors were Klor Con and generic
potassium chloride. (CX 20; Bresnahan, Tr. 827). A number of Schering documents
characterize generic 10 mEq forms of potassium chloride as Schering’s “major competitors.”
(Bresnahan, Tr. 1170).

5. Upsher-Smith viewed its potassum chloride products as
competing in the same market asthe other potassum chloride
products

64. Upsher-Smith believed it was competing againgt everyone selling potassum
chloride, including K-Tab, Micro-K, Ethex, K-Dur, and Slow K. (Addanki, Tr. 5711; SPX
1050). Upsher-Smith focused on the entire potassium chloride market and did not differentiate
between dosage strengths. (Dritsas, Tr. 4692).

65.  Upsher-Smith’s documents indicate thet it was looking a the entire potassum
chloride market in positioning its Klor Con 10 potassum chloride product. (Dritsas, Tr. 4692,
Addanki, Tr. 5711).

66. Inits 1996 market share projections, Upsher-Smith assumed that the potassum
market, which included K-Dur 10, K-Dur 20 and al other potassium products, was a $218
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million market. (Dritsas, Tr. 4700; USX 1549 at USL 13858).

67. A 1996 marketing plan for Klor Con tabletsindicates that the major competitors
to Klor Con 8 and 10 were K-Tab, Micro-K 10, Ethex and K-Dur 20. (Dritsas, Tr. 4691-92,
4696; USX 1549 at USL 13858).

68.  An Upsher-Smith traning manud, dated June 3, 1997, listed a variety of 10
mMEq products competing in the potassum market, including Klor Con 10, K-Tab 10, Klotrix
10, Kaon-Cl, Apothecon’s product Micro-K 10, ESI, Medeva, Ethex, K-Dur 10, K-Dur 20
and K-Plus 10. (Dritsas, Tr. 4738-39; USX 630 at USL 15331). The manua listed a number
of 8 mEq potassum productsin the market, including Klor Con 8, Sow K, Copley 8, Warner
Chilcott 8, Kaon-Cl 8, Abbott 8, Micro-K 8, and K-Plus 8. (Dritsas, Tr. 4739; USX 630 at
USL 15332). Potassum powders in the market were Klor Con 20, Klor Con 25, K-Lor
powder, Kay Ciel powder and Klor-vess powder 20. (Dritsas, Tr. 4739; USX 630 at USL
15333). K-Lor powder is marketed by Abbott Laboratories, amgjor, multi-billion dollar
pharmaceutical company. (Dritsas, Tr. 4739-40). Findly, at least two effervescent tablet
products were in the potassum market, Klor Con/EF and K-Lyte. (Dritsas, Tr. 4740; USX
630 at USL 15333).

69.  Upsher-Smith's marketing documents reflect the fact that K-Dur 20 “competes
directly againgt the 8 and 10 mEq strengths’ of Upsher-Smith’sKlor Con. (Bresnahan, Tr. 845;
Dritsas, Tr. 4689, 4696; CX 740).

6. The substantial subgtitutability among potassum chloride
products was reflected in actual competition between them

(@ Upsher-Smith directly targeted K-Dur 20 by emphasizing
the subgtitutability of Upsher-Smith’sKlor Con 10 mEq
product

70. Upsher-Smith built demand for its Klor Con potassium chloride products based
on therapeutic subgtitution. (Dritsas, Tr. 4653).

71. In order to compete against Schering’s K-Dur 20, Upsher-Smith’s sales
representatives informed physcians and managed care organi zations that they could more
cheaply subgtitute two Klor Con 10 tablets for one K-Dur 20 tablet. (Dritsas, Tr. 4622-23).

72. In August 1999, Upsher-Smith employed a tactic to encourage high prescribers

of K-Dur 20 to prescribe two 10 mEq tablets instead of one K-Dur 20. (Dritsas, Tr. 4765-66;
USX 484 at USL 03330).
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73. K-Dur 20 tablets are scored, making them easier to break in half. (Freese, Tr.
4955). Because many patients had to break the large K-Dur 20 tablet in half to swallow it
anyway, patients could save money by taking two Klor Con 10s instead of one K-Dur 20.
(Dritsas, Tr. 4622-23). Upsher-Smith’s Klor Con 10 wax matrix tablet was about the same
Szeashaf aK-Dur 20 tablet. (Dritsas, Tr. 4624; Freese, Tr. 4955). Klor Con 10 was easier
to swallow, though, because a halved K-Dur 20 tablet was bulky with rough edges. (Dritsas,
Tr. 4624). Klor Con 10 was round and aqueous coated, a good alternative for patients
complaining about swallowing a big tablet. (Dritsas, Tr. 4624).

74.  Upsher-Smith implemented thergpeutic switch incentive programs through its
telephone sdes force by targeting high volume K-Dur pharmacies, through visits to the
headquarters of chains, wholesalers and managed care organizations, and by targeting long term
care and select chains. (Dritsas, Tr. 4754-56; USX 1551 at USL 13795). Upsher-Smith also
sent direct mail to high K-Dur prescribers about the cost savings of using two Klor Con 10s
instead of one K-Dur 20. (Dritsas, Tr. 4756-58; USX 1551 at USL 13795).

75.  Direct mailings emphasized the quality of Klor Con and the 56 percent savings.
(Dritsas, Tr. 4766; USX 484 at USL 03328). These mailings continued through November
1999. (Dritsas, Tr. 4766-67; USX 484 at USL 03331).

(b) Schering competed againgt other potassum
chloride products

76. During the 1996 -1997 period, Klor Con 10 sales increased 33 percent, moving
from 12 percent of total prescriptionsto 16 percent. (Bresnahan, Tr. 831). Generic potassum
chloride sales increased during the same period, moving from 29 percent to 30 percent of tota
prescriptions by 1997. (Bresnahan, Tr. 832).

77.  Thisgrowth was coming a K-Dur 20's expense. (CX 746 at SP 23 00039;
Bresnahan, Tr. 743-45, 477; CX 18; SPX 901). Generic competition was growing a K-Dur
20's expense, in part because of the generics price advantage, in part because of efforts to
substitute two 10 mEq tablets for one K-Dur 20, and also because of managed care’srolein
requiring the use of generics. (Addanki, Tr. 5708, 5732-33; SPX 993 at SP 290039; CX 20
at SP 004040).

78.  Schering expected that losses to 10 mEq generics would worsen over time. “As
physicians change their prescribing habits and as the senior population moves into the managed
care setting, the branded portion of the market will decrease and the potentia for K-Dur volume
growth will belimited.” (CX 13 at SP 003046). Documents from the March 1995 time frame
reflect concerns that staff HMO “decision makers do not place a premium on K-Dur’ s unique
ddivery system and dosage form.” (CX 13 at SP 003047; Bresnahan, Tr. 717).
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79. In 1995, Schering developed a marketing strategy to address competition from
generic 10 mEq products. (CX 13 a SP 003046; Bresnahan, Tr. 715-16). Schering sought to
develop brand awareness of, and brand dlegiance to, the K-Dur brand to prevent an
anticipated loss of market share to generic competition. (Bresnahan, Tr. 714-715; CX 13 at
SP 003044- 48).

80.  Asof July 1996, Schering was aggressvely marketing K-Dur to gain sdles from
generic potassium chloride products. (CX 718 at SP 23 00039; Bresnahan, Tr. 742). Schering
began atargeted mail seriesto promote K-Dur 20 in an effort to “ blunt the continued growth of
generic potassum usage.” (CX 718 at SP 23 00054); Bresnahan, Tr. 758; CX 18 at SP 23
00039). Schering ran asgnificant number of promotiona programs over aten-year period that
heavily promoted and marketed both its K-Dur products. (Russo, Tr. 3418-19).

7. Brown Shoe factors not addressed in the preceding sections
a. No industry or public recognition of distinct markets

81.  Complaint Counsd’s expert, Dr. Bresnahan, admitted that he could not cite any
pharmaceutical trade periodicalsthat treat K-Dur 20 as a product that has unique features.
(Bresnahan, Tr. 711-12; 1271-72).

82. No studies exist comparing patient compliance for K-Dur 20 and the Klor Con
8 mEq and 10 mEq wax matrix products. (Dritsas, Tr. 4662; Kerr, Tr. 6907-08).

83. IMS, the authoritative industry data source, lists a number of products and
manufacturers under its single potassium supplement category numbered 60110. (Dritsas, Tr.
4709-12; 4800-01; USX 619 at 14884-996; USX 822 at 1-12). Schering’s K-Dur 20
product isincluded in the IMS listing with al of the other potassum products. (Dritsas, Tr.
4709; USX 822 at 1). Professor Bresnahan concedes that “all economic researchers. . .
working inthisindustry use’” IMS data. (Bresnahan, Tr. 471). In fact, Bresnahan himsdf relied
on IMS datafor the graph in CX 1596. (Bresnahan, Tr. 735).

b. No peculiar characteristics and uses

84.  Thereareno peculiar characterigtics or uses for K-Dur 20. (F. 38-59).
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C. No unique production facilities

85.  TheK-Dur 10 and K-Dur 20 mEq products are produced in the same Schering
fecility. (Bresnahan, Tr. 1272).

86.  Upsher-Smith purchases from Rehes, the same company that suppliesthe active
ingredient for both the wax matrix Klor Con 8 and 10 and sustained release Klor Con M10 and
M20. (CX 263 at 170356.).

d. No digtinct customers

87.  Thereisno digtinctive class of customers based on *demographics or other
classfication criterid’ that prefer K-Dur 20. (Bresnahan, Tr. 707). K-Dur 20, Klor Con 8 and
10, Micro-K, K-Tab, Slow K, K-Lyte, Klotrix, Apothecon KCL and Ethex potassium chloride
products are dl prescribed for the same purpose of treating potassum deficiency. (Bresnahan,
Tr.1271; Dritsas, Tr. 4662).

88.  Thereisno specid group of patients that can only take K-Dur 20 and can not
take other potassium products such as Klor Con. (Dritsas, Tr. 4661).

e. No distinct prices

89. In 1997, K-Dur had the same relative price as other potassum chloride
supplements. (Teagarden, Tr. 224, 215, 218). During thistime period, branded potassium
products had “comparable’ pricesto K-Dur 20. (Bresnahan, Tr. 730). K-Dur and other
potassum chloride supplements have “ approximately the same’ price. (Russo, Tr. 3426).

90.  Dr. Bresnahan presented no statistical pricing study (Bresnahan, Tr. 1274), and
did not even have pricing datafor K-Dur 20, K-Dur 10, Klor Con 10 or for any other
competitors (Bresnahan, Tr. 834-35. 867). During 1997, some potassum chloride products
were more expensive than K-Dur 20. (Addanki, Tr. 5741-42; SPX 2069 at 1).

91. Dr. Bresnahan conceded that a pricing difference aone does not suffice to prove
a separate product market. (Bresnahan, Tr. 1002). Prices of products that competein a
relevant market need not be close to one another becauise competition can occur in other
dimensions. (Addanki, Tr. 6198).

92.  Professor Bresnahan did not conduct the andysis necessary to determine the

degree of price sengtivity between 20 mEq sustained-rel ease products and other potassum
products. (Bresnahan, Tr. 689-90, 810).
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93. Professor Bresnahan did not study the price trend of K-Dur 20 since September
1, 2001, when new entry occurred in the market. (Bresnahan, Tr. 1003).

94.  Upsher-Smith launched Klor Con M10 on September 1, 2001. (Dritsas, Tr.
4827).

95. Upsher-Smith launched Klor Con M 10 aggressively against K-Dur 10
smultaneoudy with the launch of Klor Con M20 against K-Dur 20. (Troup, Tr. 5486-88).

96.  Jud prior to the launch of Klor Con M10, K-Dur 10 sdes began to fal
dramatically beginning in the summer of 2001 and continuing through November 2001. (Dritsss,
Tr. 4827, USX 1557). K-Dur 20 sdesfollowed the same trend in the summer of 2001 and
continued though November 2001. (Dritsas, Tr. 4823; USX 1586).

97. Upsher-Smith launched Klor Con M10 in the midst of K-Dur supply problems
that began earlier in the summer of 2001, just prior to the launch of Klor Con M10. (Troup, Tr.
5488-89). Dueto thelack of availability of K-Dur, Upsher’s potassum chloride sales were
aready on the rise, when Klor Con M 10 and M 20 were launched into the market. (Troup, Tr.
5488-89).

98. Upon its entry into the market with Klor Con M 10, Upsher-Smith had a
sgnificant sesincrease in its potassum chloride products. (Troup, Tr. 5489-90). Upsher-
Smith had record sales of wax-matrix potassum chloride products in the year 2001 as well.
(Troup, Tr. 5490).

99.  While Upsher-Smith enjoyed strong sdes for its Klor Con M 10 product, this
was due partialy to the supply shortages Schering faced for both K-Dur 20 and K-Dur 10, due
to FDA compliance issues that arose during the summer of 2001. (Dritsas, Tr. 4682, 4825).

100.  Upon the launch of Klor Con M 10 as a generic substitute to K-Dur 10,
mandated state substitution for low cost generic dternatives took effect in severd dates.
(Dritsas, Tr. 4824-25). These laws frequently block the prescribed branded product from being
dispensed when a generic dternative is available, and thus prevent competition from the branded
product completely. (Addanki, Tr. 5748-49; Dritsas, Tr. 4824-25). Similarly, in the K-Dur 20
market, state substitution laws that mandated substitution by a generic dternative negetively
affected Schering’ s sales. (Dritsas, Tr. 4682, 4825).

101. K-Dur 10in June 1997 amounted to 5% of the total prescriptions for potassum
chloridein the United States. (CX 62 at SP 089326-27). K-Dur 10 saes performed just as
Schering’s K-Dur 20 performed. Despite the price increases for K-Dur 10, K-Dur 10's sales
rose and in fact rose faster than K-Dur 20’'s sales. (CX 62-65).

17



102. Professor Bresnahan incorrectly asserts that K-Dur 20 isamonopoly
(Bresnahan, Tr. 8147), but he concedes that K-Dur 10 was not amonopoly. (Bresnahan, Tr.
8146-47; Addanki, Tr. 5740).

103.  While K-Dur 10 was not a monopoly product, K-Dur 10 salesfell just as
dramatically as K-Dur 20, when Klor Con M 10 became available on September 1, 2001.
(Addanki, Tr. 5739-40; Dritsas, Tr. 4823-28; USX 1586; USX 1557).

f. Price sengitivity

104. Priceisamagor compstitive factor in the potassum supplement market.
(Dritsas, Tr. 4715-16; USX 626 at 15228 ).

105. Generic potassum products competed vigoroudy on price with branded
potassium products, taking away sales and market share. (Dritsas, Tr. 4715-18, 4724-25,
4752-53, 4770-72; USX 626 at 15228; USX 1551 at 13791; USX 425 at 1002952).

106.  K-Dur 20 lost some market share to other potassum chloride products. (CX
18 at 23 00045, CX 20 at 004040; Dritsas, Tr. 4717-18, 4752-53). K-Dur 20 also took
market share and sales from other potassum products. (Dritsas, Tr. 4719-20, 4724-25, 4742,
4752, 4841; CX 19 at 15228).

107.  Generic manufacturers, such as Apothecon, increased their sales of potassum
supplements with lower prices, suggesting price sengtivity and an ability to gain share a the
expense of other products in the market with lower prices. (Dritsas, Tr. 4763-64, 4770-72,
4909-10; Addanki, Tr. 6176-79; CX 50 at 13474; USX 380 at 142328; USX 425 at
1002952.).

108.  Upsher-Smith’'s Dolan wrote that afirm may have again in sales after cutting

prices. Sow-K, for example, showed a unit increase of 41% from 1994 to 1995 while their
dollar share continued to decline. (Addanki, Tr. 6181).

(. Schering K-Dur priceswere sendtive to other
potassum supplement prices

109.  According to Schering, the pricing of K-Dur 20 was depressed due to generic
potassium competition. (Russo, Tr. 3416).

110. The 30% price difference between K-Dur 20 and the unbranded generic
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potassium products caused the sales of the generic productsto rise, as noted in the 1998 K-
DUR Marketing Plan. (CX 20 at 4040).

111. Schering' s price for K-Dur 20 was not the highest for potassium chloride
supplements during this time — other products were both lower and higher than K-Dur 20 for a
20 mEqg dose. (Addanki, Tr. 5741; SPX 2069). IMS data showsthat in 1997, K-Tab 10 was
the highest priced potassium chloride product. (Addanki, Tr. 5742; SPX 2069). Between
1996 and 2000, K-Dur 20 was never the highest priced potassium chloride supplement.
(Addanki, Tr. 5743; SPX 2068). Schering’'s K-Dur 20 competed on price with other
potassium chloride products by using discounts and rebate programs. (Addanki, Tr. 6172-73).

112. Professor Bresnahan testified that he did not compare Schering’s prices against
other potassum products pricing in forming his opinion asto the rdevant market in thislitigation.
(Bresnahan, Tr. 725, 867).

113.  Professor Bresnahan aso did not measure the cross-eladticity of demand
between competing potassium productsin conducting his andys's of the potassum market and
K-Dur 20. (Bresnahan, Tr. 810).

(i)  Schering paid largerebates

114. The annua rebates Schering-Plough paid to its customers for K-Dur for 1995
were $21.005 million. (CX 695 at SP 020696). The annua rebates Schering-Plough paid to its
customers for K-Dur for 1996 were $28.659 million. (CX 695 at SP 020696). The annua
rebates Schering-Plough paid to its customers for K-Dur for 1997 were $17.593 million. The
annua rebates Schering-Plough paid to its customers for K-Dur for 1998 were $34.565 million.
(CX 695 at SP 020699). The annua rebates Schering-Plough paid to its customers for K-Dur
for 1999 were $37.602 million. (CX 695 at SP 020700-701). The annual rebates Schering-
Plough paid to its customers for K-Dur for 2000 were $35.214 million. (CX 695 at SP
020701). These rebates were “sgnificant” and were “more than 10 percent of the gross saes of
K-Dur” in 2000. (Addanki, Tr. 6173-74). Inthefirst Sx calendar months of 2001, Schering-
Pough paid its K-Dur customers $23.530 million in rebates for K-Dur. (CX 695 at SP
020702).

115. From October 1, 1997 to June 30, 2001, Schering-Plough paid its K-Dur
customers atota of $136.566 million in rebates related to its K-Dur product. (CX 695 at SP
020698-0702).

116. The rebatesthat Schering-Plough paid its K-Dur customers after the June 1997

Agreement with Upsher-Smith demondtrate that Schering-Plough “[was] competing on price
through rebates’ (Addanki, Tr. 6173). The tens of millions of dollars paid to K-Dur customers
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In rebates is incons sent with the theory that Schering-Plough was a monopolit in the sale of its
potassium products during this time period. (Addanki, Tr. 6173).

117. Professor Bresnahan did not study Schering's rebates a dl in connection with
hiswork in thiscase. (Bresnahan, Tr. 702). Nor did Professor Bresnahan study Upsher-
Smith' srebate programs. (Bresnahan, Tr. 702). Further, Professor Bresnahan did not compare
the two firms relative leve of rebate spending on potassum chloride (Bresnahan, Tr. 702).

g. No specialized vendorsfor various potassum products

118.  No specidized vendors serve only K-Dur 20 — both Klor Con and K-Dur 20
are dispensed by pharmacies in response to prescriptions written by doctors. (Bresnahan, Tr.
695-96). Both drugs are prescription medications for potassum. (Bresnahan, Tr. 696-97).
Petients who are hypokaemic receive precriptions for a potassum supplement when they visit
the doctor. (Bresnahan, Tr. 696). Demand for both products begins when a patient presents
himself to adoctor. (Bresnahan, Tr. 696). Prescriptions are dispensed for both products at
pharmacies. (Bresnahan, Tr. 697-99).

E. The ‘743 Patent and Schering's K-Dur Products

119. Potassum chloride supplements are prescription drugs used to treat potassum
deficiency (known as “hypokademid’), a condition that often arises among individuas who take
diuretic medications used to treat high blood pressure or congestive heart disease. (Goldberg,
Tr. 125-26; CX 3 at FTC 190286-89; CX 19 at USL 15229). Potassium deficiency can cause
muscle weakness and life-threatening cardiac conditions. (CX 3 a FTC 190286-88; CX 26 at
USL 07336; Goldberg, Tr. 125-26; Schering’s Answer at § 22; Banker, Tr. 2950).

120. Potassum chloride, the active ingredient in potassum chloride supplements,
including K-Dur 20, is not patented. (Schering Answer at § 33; Banker, Tr. 3251).

121.  Patent number 4,863,743 (* 743 patent) clams a* pharmaceutica dosage unit in
tablet form for ord adminigration of potassum chloride’” containing potassum chloride crystas
coated with amaterid comprising ethylcdlulose, having a viscosity greater than 40 cp, and
hydroxypropoylcellulose or polyethylene glycol. (CX 12 & FTC 0021322). The novd feature
clamed in the * 743 patent is the particular coating applied to the potassium chloride crystds.
The active ingredient, potassum chloride, was a known compound. The coating alows for
sustained-release delivery of the potassum chloride. (CX 12 at FTC 0021319-20). Thus, the
‘743 patent relates primarily to the sustained-rel ease formulation and does not cover the active
ingredient itself. (Banker, Tr. 2947; Horvitz, Tr. 3625-27).

122.  Key Pharmaceuticas, adivison of Schering, ownsthe ‘743 patent. The ‘743
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patent, issued on September 5, 1989, covers K-Dur 20 (as well as K-Dur 10, a 10 mEq
verson of the product) and expires on September 5, 2006. (Schering Answer at {1 34; CX 12
at FTC 0021318).

123. K-Dur 20 isacontrolled release, microencapsulated, potassum chloride
product devel oped by Key Pharmaceuticals in the 1980s and approved by the FDA in 1986.
(Kerr, Tr. 7561). The“20” in K-Dur 20 refersto 20 mEq (milliequivadent), the amount of
potassium contained in the 20 mEQ dosage form. (Bresnahan, Tr. 489).

124.  Complaint Counsd’s expert witnesses did not reach an opinion as to whether
the * 743 patent isinvaid or infringed by Upsher-Smith’s or AHP s products. (Bresnahan, Tr.
670; Bazerman, Tr. 8568; Hoffman, Tr. 2351).

F. Upsher-Smith’s Potassum Products and Patent Litigation
1. Upsher-Smith’s ANDA and theinitiation of patent litigation

125.  OnAugust 8, 1995, Upsher-Smith filed an ANDA with the FDA to market
Klor-Con M in two dosage forms, 10 mEq and 20 mEq, as bioequivaent versons of Schering's
K-Dur products. (USX 695). Upsher-Smith subsequently amended its ANDA submission to
remove the 10 mEq dosage form from congderation, due to the FDA'’sinitid rgection of a
biowaiver for the 10 mEq dosage form. (CX 255). The FDA determined that no ANDA filer
was digible to have exclugvity for any 10 mEq dosage form of any generic verson of K-Dur.
(USX 345).

126. Atthetimeof its ANDA submission, Upsher-Smith was not aware thet it was
the first ANDA filing referencing K-Dur 20. (Troup, Tr. 5491; Dritsas, Tr. 4666). After
amending its ANDA to remove the 10 mEq dosage form, Upsher-Smith submitted a Paragraph
IV Certification. (CX 224). On November 3, 1995, Upsher-Smith notified Schering of its
ANDA filing and Paragraph IV Certification with respect to the 20 mEq dosage form. (CX
224; Troup, Tr. 5404).

127.  On December 15, 1995, pursuant to the time period set forth in the Hatch-
Waxman Act, Schering sued Upsher-Smith for patent infringement in the U.S. Didrict Court for
the Didtrict of New Jersey, dleging that Upsher-Smith's Klor Con M infringed Schering's ‘743
patent. (USX 677; Kralovec, Tr. 5032; Troup, Tr. 5404). Trid of the patent case was
scheduled to begin on June 18 or 19, 1997. (Hoffman, Tr. 3549).

128. Notestimony or evidence was offered to show that Schering sfiling of the
patent litigation againgt Upsher-Smith was not initiated for the legitimate purpose of defending its
patent.
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2. Settlement discussions between Schering and Upsher-Smith

129. Inthe patent litigation, Schering aleged that Upsher-Smith’s Klor Con M20

product infringed the ‘ 743 patent because [ redacted ]
[ redacted ]
[ redacted ] (Banker, Tr. 5254-55; SPX 2258; SPX 2259).
Schering also asserted that | redacted ||
redacted 1 [
redacted ] [(Banker, Tr. 5257-59:16; SPX 2258; SPX
2260).

130. Initsanswer to Schering’s complaint, dated January 29, 1996, Upsher-Smith
denied that its product infringed “any clam of the ‘ 743 patent,” and asserted, as affirmative
defenses, that the claims of the * 743 patent were invalid and that the * 743 patent was
unenforceable. (CX 226 at SP 08 00039-41). Upsher-Smith also filed a counterclaim for
declaratory judgment that its product did not infringe the * 743 patent and that the ‘ 743 patent
was invalid and unenforcegble. Upsher-Smith asserted that Schering brought its case with the
intention of “trying to deay Upsher-Smith’s FDA approva and thereby put off for aslong as
possible the time when it must face competition from Upsher-Smith's product.” (CX 226 a SP
08 00041-42).

131. The patent infringement litigation between Upsher-Smith and Schering was
vigoroudy contested from the outset. (Canndlla, Tr. 3815; Kralovec, Tr. 5033; Troup, Tr.
5405-06). Asthe patent litigation 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 on Upsher-Smith. (Troup, Tr. 5405-06). The litigation was taking longer
than Upsher-Smith had anticipated and was particularly rancorous. (Troup, Tr. 5405-07).

132.  InApril or May 1997, Troup first gpproached Schering about apossible
settlement of thelitigation. (Troup, Tr. 5397, 5408-09). The parties held a series of meetings
over the course of the month before tria in an attempt to reach a settlement of the patent
litigation. (F. 129-62).

133. Theinitid settlement meeting took place between Mr. Martin Driscall, Vice
President of Sales and Marketing for Key, and Troup at Schering's office in Kenilworth, NJ on
May 21, 1997. (Troup, Tr. 5409). Troup stated that he wanted to obtain through settlement
the earliest possble date to launch Klor-Con M20 without incurring the damages that could
arise from patent infringement. (Troup, Tr. 5411-12). Troup suggested to Driscoll that they
Stle the litigation by setting a date certain for Upsher-Smith to enter the market with its Klor
Con M products sometime before September 2006, the expiration date of Schering’'s K-Dur
patent. (Troup, Tr. 5410-11).
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134. At this settlement meeting or the next, Driscoll and Troup discussed the
possibility that Schering might permit Upsher-Smith’s generic version of K-Dur to cometo
market in late 2005 or early 2006, before the expiration of Schering's patent. (Troup, Tr.
5412). Troup stated that Upsher-Smith wanted to be on the market at an earlier date and that it
would have problems with money and cash flow if its entry was delayed until 2005. (Troup, Tr.
5413).

135. The parties met again a Upsher-Smith's offices in Plymouth, Minnesota, on
May 28 and June 3, 1997. Mr. Driscoll and Mr. Raman Kapur, President of Schering's
Warrick subsdiary, atended these meetings on behalf of Schering. Mr. Troup and consultant
Andrew Hirschberg attended on behalf of Upsher-Smith. (Troup, Tr. 5417; CX 1511 a 8-10
(Kapur Dep.); Schering First Admissions Nos. 7-9, 11-12; Upsher-Smith Second Admissions
Nos. 9-10, 13-14, 22). At the May 28, 1997 meeting, Kapur indicated he was interested in the
possibility of licenang some of Upsher-Smith’s products. (Troup, Tr. 5420).

136. During the course of the May 28 and June 3, 1997 meetings, Troup again
suggested that Schering make a payment in connection with a settlement of the patent suit.
(CX 1511 at 18-19 (Kapur Dep.)). Troup stressed Upsher-Smith’s need to replace its lost
revenue from not having a generic K-Dur 20 product on the market. (Hoffman, Tr. 3568; CX
1511 at 18-19 (Kapur Dep.)).

137.  During the course of the May 28 and June 3, 1997 meetings, the parties
discussed various dates for Upsher-Smith’s entry into the K-Dur 20 market. (CX 1511 at 22-
23 (Kapur Dep)). The parties decided to gpproach settlement by splitting the remaining life on
Schering’s K-Dur patent. (Troup, Tr. 5424-26). Mr. Troup preferred an earlier date. (CX
1511 at 23-24 (Kapur Dep.)). Mr. Driscoll told Upsher-Smith that the earliest date he could
offer for Upsher-Smith’s entry was September 2001. (CX 1511 at 23 (Kapur Dep.)).
Schering never suggested that it would consider an entry date earlier than September 1, 2001.
(Troup, Tr. 5500).

138. Atthe May 28 and June 3, 1997 meetings, the parties discussed severd
possihilities for business opportunities, such as a co-marketing arrangement with respect to
Schering’ s K-Dur or ajoint venture for Upsher-Smith research and development. (CX 1511 at
14-15 (Kapur Dep.); Troup, Tr. 5433-34). They dso discussed the possibility that Schering
might license one or more Upsher-Smith products, including cholestyramine, pentoxifyilline and
Upsher-Smith’ s sustained release niacin product, Niacor-SR. (CX 1511 at 14, CX 1495 & 62
(Kapur Dep.); SPX 1242 at 16 (Kapur Dep.); Troup, Tr. 5420, 5430-34). Upsher-Smith
described the expected clinical benefits of Niacor-SR, and Schering was aware of the market
opportunity for Niacor-SR because it had been involved in evauating the market for other,
nearly identica projects. (CX 1495 at 70-71; SPX 1265 at 73 (Driscoll Dep.)). Troup was
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willing to consider the possibility of licensng Niacor-SR to Schering outsde the United States,
as Upsher-Smith had no presence in Europe or elsewhere internationdly. (Troup, Tr. 5432).

139. Prior to the parties next face-to-face negotiation session, Mr. John Hoffman,
Schering's Generd Counsdl, spoke to, Mr. Nick Cannella, Upsher-Smith's outside counsel, on
or about June 10, 1997, to discuss logistics and ground rules for the upcoming mesting.
(Canndllg, Tr. 3824-25). Hoffman told Cannella that Schering viewed the upcoming meeting as
an opportunity to discuss potentid business opportunities between Schering and Upsher-Smith,
not as an occasion to debate the merits of the underlying patent case. (Canndla, Tr. 3826;
Hoffman, Tr. 3541). Hoffman stated that Schering “was not going to be paying Upsher-Smith to
dtay off the market.” (Hoffman, Tr. 3541).

140. Prior to the parties next face-to-face negotiation session, Troup and Hirschberg
discussed what Upsher-Smith should ask for in exchange for alicense to Niacor-SR. (Troup,
Tr. 5448). Hirschberg recommended that Mr. Troup ask for $100 million for a Niacor-SR
license. (Troup, Tr. 5448).

141.  Upsher-Smith representatives, Troup, Canndlaand Hirschberg, and Schering
representatives, Hoffman, Kapur, and Jeffrey Wasserstein, Vice President of Business
Development, met in Kenilworth, N.J. on June 12, 1997. (Troup, Tr. 5436-38; Hoffman, Tr.
3539, 3541-42). Troup again raised his desireto gain an entry date earlier than September 1,
2001, for Upsher-Smith’ s generic version of K-Dur. (Troup, Tr. 5439). Mr. Troup Stated a
the June 12 mesting that Upsher-Smith still had “cash needs’ because dl of the company’s cash
was tied up in two products in development, Upsher-Smith’s generic verson of K-Dur and its
sustained release niacin product, Niacor-SR. (Hoffman, Tr. 3543).

142. Hoffman stated to Troup that the September 1, 2001 entry had aready been
negotiated, and that Schering wanted to discuss licensing opportunities. (CX 1509 at 49
(Hoffman Dep.); Troup, Tr. 5439-40). Mr. Hoffman told Mr. Troup that Schering would be
“willing to do arm’ s length business dedls that stand on their own two feet, and that’s what we're
hereto discuss” (Hoffman, Tr. 3544).

143. Before the June 12, 1997 meseting Upsher-Smith required Schering to sgn a
confidentiaity agreement regarding Upsher-Smith Niacor-SR product information. (CX 1041).
Troup brought to the meeting a confidentia printed presentation about Upsher-Smith’s Niacor-
SR product. (Troup, Tr. 5436-37; CX 1041). This presentation was Smilar to the
presentations Upsher-Smith provided to Searle and the European companiesinterested in
licenang Niacor-SR. (USX 538; CX 1023). Troup also provided Schering with two draft
protocols for conducting post-market studies for Niacor-SR. (CX 714; CX 1043).

144.  Troup confirmed that Upsher-Smith’'s offer of a Niacor-SR license extended
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only to non-NAFTA territories. (Hoffman, Tr. 3545; Troup, Tr. 5440-41). Schering was
disappointed that Upsher-Smith would not consider a partnership for Niacor-SR in the United
States (CX 1511 at 26-27 (Kapur Dep.)), but remained interested in the opportunity to market
the product internationaly. (Troup, Tr. 5443-44). Kapur also expressed his continued interest
in Upsher-Smith’ s cholestyramine and pentoxifyilline products. (Hoffman, Tr. 3545).

145.  The parties discussed the market potential for Niacor-SR. (Hoffman, Tr. 3547-
48; Troup, Tr. 5441-43; Canndla, Tr. 3868). Upsher-Smith told Schering that late-stage
clinica work on Niacor-SR was finished and that Schering would be able to get on the
European market with Niacor-SR soon. (Troup, Tr. 5441-43). Schering and Upsher-Smith
discussed niacin combination therapy, the advantages of Niacor-SR versusimmediate release
niacin, the flushing side effects and Niacor-SR’' s effectson Lp(a). (Troup, Tr. 5583-87). Troup
referred to Kos Pharmaceutical’ s niaspan product, and Kos's market capitalization, to show that
Upsher-Smith’s Niacor-SR niacin product had tremendous potentia. (Troup, Tr. 5583-87;
Cannélla, Tr. 3829-30).

146. The Jdune 12, 1997 meeting included a preliminary discussion concerning the
price of the Niacor-SR product. Troup asked for $70-80 million in hisfirgt offer to Schering.
(Troup, Tr. 5449; Hoffman, Tr. 3545; SPX 1242 at 44-45 (Kapur Dep.); Cannélla, Tr. 3830).
Schering told Upsher-Smith it would continue to andyze the issues and the clinical datafor
Niacor-SR and would get back to Upsher-Smith about its interest in pursuing adedl for Niacor-
SR. (Hoffman, Tr. 3545-46; Cannella, Tr. 3832). The parties aso discussed the potentia
licengng of other Upsher-Smith products, including Prevaite and Pentoxifylline. (Troup, Tr.
5445-46; Hoffman, Tr. 3544-45).

147.  Shortly before or after the June 12, 1997 meeting with Upsher-Smith in
Kenilworth, Kapur and Driscoll briefed Mr. Raul Cesan, Schering's president of
pharmaceuticas worldwide, on the Upsher-Smith negotiations. (CX 1510 at 66-67; SPX 1242
at 29-30 (Kapur Dep.)). Driscoll and Kapur told Cesan that they had discussed with Troup
whether there were any potentia business opportunities that would be vauable to both Schering
and Upsher-Smith, and that Troup had suggested a possible dedl for Niacor-SR in markets
outside of the United States. (SPX 1242 at 30 (Kapur Dep.)). Cesan asked Kapur to contact
Mr. Tom Lauda, Schering's Vice President of Globa Marketing, to seeif Laudawould be
interested in marketing Niacor-SR internationdly. (SPX 1242 at 30-31 (Kapur Dep.); CX
1489 at 14 (Cesan Dep.)).

148. Following Cesan'singructions, Kapur telephoned Lauda and told him that
Schering was consdering alicensing opportunity for Upsher-Smith’'s sustained-release niacin
product, that the opportunity would cost Schering gpproximately $60 million, and asked if
Globa Marketing would perform an assessment of the product to seeiif it would be worth $60
million to Schering. (Lauda, Tr. 4342-43). Kapur did not tell Laudathat thislicenang
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opportunity was connected to patent litigation. (Lauda, Tr. 4344).

149. Laudaasked Mr. Jm Audibert, head of Schering's Globa Marketing's
cardiovascular unit, to perform an assessment of Upsher-Smith’s Niacor-SR product. (Lauda,
Tr. 4344). Laudatold Audibert that a packet of information about the product would be
delivered and Kapur was available to answer any questions that Audibert may have had.
(Lauda, Tr. 4404). Laudadid not tell Audibert any amount that Schering expected to pay for
the license, and Audibert was unaware that the Niacor opportunity had any connection to a
patent suit. (Audibert, Tr. 4113).

150. Kapur sent Upsher-Smith's Niacor-SR data package to Audibert after recelving
it from Troup. (CX 1511 at 40 (Kapur Dep.)). Audibert did not recall Lauda specifying a
deadline for his review of Niacor-SR, but he knew from past experiences with smilar requests
that Lauda usually wanted the assessment to be completed quickly. (Audibert, Tr. 4112-13).

151.  Audibert provided aforma written assessment of the commercid vaue of
Niacor-SR, dated June 17, 1997. (SPX 2). Although Audibert did not complete hiswritten
assessment until June 17, 1997, Audibert and Lauda discussed Audibert’ s assessment before
Audibert completed it. (Lauda, Tr. 4345; CX 1483 at 30 (Audibert I.H.)). In summary,
Audibert concluded that Niacor-SR offers a $100+ million sales opportunity for Schering.
(SPX 2, at SP 1600045.) Annua dollar sales projections, in millions, were $45 (1999), $70
(2000), $114 (2001), $126 (2002). (SPX2, a SP 1600046-47). Detailed findings on
Audibert’ sandyss and conclusions are set forth at F. 243-57.

152.  The next meeting between Schering and Upsher-Smith took place on June 16,
1997, in Upsher-Smith’'s office in Plymouth, Minnesota. (Troup, Tr. 5452; Hoffman, Tr. 3550).
Kapur, Hoffman, Wasserstein and Schering' s in-house atorney Paul Thompson attended for
Schering; Troup, Hirschberg, and Cannella (via telephone) participated on behaf of Upsher-
Smith. (Hoffman, Tr. 3546; Troup, Tr. 5452; Cannella, Tr. 3834). Discussion at the June 16
meeting focused on the vauation of the package of Upsher-Smith products, including Niacor-SR
and pentoxifylline for the ex-NAFTA countries and cholestyramine worldwide. (Troup, Tr.
5453). Over the course of the meseting, Upsher-Smith offered to license to Schering for the ex-
NAFTA countriesits wax matrix 8 and 10 mEq products and Klor Con M20. (Troup, Tr.
5453). Troup till wanted $80 million and talked again about the fact that Kos' market
capitalization was $400 million based on the strength of Kos' smilar niacin product, for which
Kos had projected annua sdes of $250 million by the third year. (Troup, Tr. 5455; Hoffman,
Tr. 3547; Canndllg, Tr. 3835). Schering made a counter-offer of $60 million, which was
accepted by Upsher-Smith. (Cannela, Tr. 3835; Troup, Tr. 5458).

153. The parties discussed, either at the June 16 meeting or shortly theregfter, that the
$60 million would be paid in ingalments. (Troup, Tr. 5459-60; Hoffman, Tr. 3547; CX 1511
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a 74-75 (Kapur Dep.)). To bridge the gap between Upsher-Smith’ s asking price and
Schering’ s counter-offer, the parties negotiated milestone payments for launch of Niacor-SR in
nine different countries throughout the world, including $2 million for Jgpan and $1 million each
for eight other countries, totaling $10 million in milestones. (CX 1511 at 72-73 (Kapur Dep.);
Canndlla, Tr 3836; Hoffman, Tr. 3547; Troup, Tr. 5458-59). Troup aso asked for two
different levels of roydties on Niacor-SR: a 10% roydty on annua net sdles up to $50 million
and a 15% royaty on annual net salesin excess of $50 million. (Troup, Tr. 5459; CX 347 at
SP 12 00195).

3. Final negotiations and the June 17, 1997 Agreement

154.  Following the June 16, 1997 meeting, the parties firs effortsto create awritten
agreement produced competing drafts. (Cannella, Tr. 3842-44). Thefind details of the
agreement, induding the amounts of the instalment payments that would make up the $60 million
in up-front roydties, were worked out in a series of telephone calls between the parties over the
next 24 hours. (CX 1511 at 74-76 (Kapur Dep.); Hoffman, Tr. 3548-50; Troup, Tr. 5459-60,
5464; Canndlla, Tr. 3843-44).

155.  After the conference cdls to fine-tune the agreement, the agreement was
memoridized in writing in an initid fax copy in the early hours of June 18, 1997. (Troup, Tr.
5464; Hoffman, Tr. 3549-50). The settlement agreement, CX 347, bears the date of June 17,
1997. (CX 347; Hoffman, Tr. 3550). However, it was actualy signed at 2:00 or 3:00 am. on
June 18, 1997. (Hoffman, Tr. 3550; Troup, Tr. 5467). Troup signed afax copy on June 18
(Troup, Tr. 5467), and a hard copy of the find verson on June 19, after returning to the office
from abusinesstrip. (Troup, Tr. 5465, 5467-68; CX 348).

156. Thecriticd terms of the June 17, 1997 Agreement (CX 348) are st forth
below:

IX.  This Agreement condtitutes a binding agreement between the Parties
with respect to the subject matter set forth herein, conditioned solely
upon the gpprova of the Board of Directors of Schering-Plough
Corporation (the “Board”). This Agreement will be presented to the
Board at its regularly scheduled mesting to occur on June 24, 1997.

X. Failure of any party to perform its obligations under the Agreement
(except the obligation to make payments when properly due) shal not
subject such party to any liability or place them in breach of any term or
condition of the Agreement to the other party if such falure is dueto any
cause beyond the reasonable control of such non-performing party
(“force mgeure’), unless conclusive evidence to the contrary is
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13

14

provided. Causes of non-performance condgtituting force magjeure shal
include, without limitation, acts of God, fire, explosion, flood, drought,
war, riot, sabotage, embargo, strikes or other labor trouble, failurein
whole or in part of suppliersto deliver on schedule materia, equipment
or machinery, interruption of or delay in trangportation, a nationa hedlth
emergency or compliance with any order or regulation of any
government entity acting with color of right. . . .

Upsher-Smith agrees that it will not market in the United Statesiits
KLOR CON M 20 potassium chloride product, or any other sustained
rel ease microencapsulated potassium chloride tablet, prior to September
1, 2001. Effective asof September 2001, Upsher-Smith shal have a
non-royalty bearing non-exclusive license under the ‘ 743 patent to
make, have made, import, export, use, offer for sdle and sl its, KLOR
CON M 20 and KLOR CON M 10 potassum chloride tabletsin the
United States. . . .

Each of Upsher-Smith and Schering shdl stipulate to the dismissd
without prejudice of the action known as Key Pharmaceuticals, Inc. v.
Upsher-Smith Laboratories, Inc., U.S.D.C., D.N.J. (Civil Action No.
956281 (WHW)).

Paragraphs 7, 8, 9, and 10 grant Schering or its designated affiliates, the “ SP
Licensee,” exclusive licenses for NIACOR-SR, KLOR CON 8, KLOR CON
10, KLOR CON M20, PREVALITE, and Pentoxifylline. For each of the drugs
except PREVALITE, the territories of the exclusve licenses are dl countries
other than Canada, the United States, and Mexico. For PREVALITE, the
territories are dl countries other than Canada and Mexico (and in different

packaging inthe U.S)

111

In congderation for the licenses, rights and obligations described in
paragraphs 1 though 10 above, the SP Licensee shal make the following
payments to Upsher-Smith:

(0] An up-front royaty payment of twenty-eight million dollars
($28,000,000) within forty-eight (48) hours of the date on which
the Agreement is approved by the Schering-Plough
Corporation’s Board of Directors (the “ Approval Date”).

(D) An up-front royaty payment of twenty million dollars
($20,000,000) on thefirgt anniversary of the Approva Date.

28



@)  Anup-front roydty payment of twelve million dollars
($12,000,000) on the second anniversary of the Approva Date.

(iv)  Milestone payments due within ten (10) days of the first
commercid sale of NIACOR-SR by the SP Licensee or its
sublicensee in each of the following countries. . . .

112 Intheevent that any court or governmenta authority or agency rules that
the licenses granted to the SP Licensee are void or invadid, then al such
rights which are ruled to be invdid shal terminate and Upsher-Smith
shall have theright, at its sole discretion, to purchase back, for nomina
condderation, dl such terminated rights. Any of Schering’s payment
obligations under the Detailed Agreement rdating to such invaidated
rights which have not become due and payable prior to the date of such
ruling shdl thereupon terminate.

157.  TheJune 17, 1997 agreement achieved two purposes. (1) a settlement
agreement of the patent infringement litigation whereby Schering agreed to grant Upsher-Smith a
royaty-free license to enter the market with Klor Con M20 and Klor Con M 10 on September
1, 2001 (five years before the expiration of Schering's patent on its K-Dur products) (Troup,
Tr. 5461-63; Hoffman, Tr. 3548; CX 348); and (2) alicense agreement for Six separate
products, and arelated supply agreement for each of the six licensed products. (Troup, Tr.
5509, 5461-63; CX 348).

158. Paragraph 3 Satesthat “Upsher-Smith agrees that it will not market in the
United Statesits Klor Con M 20 potassium chloride product, or any other sustained release
microencapsul ated potassum chloride tablet, prior to September 1, 2001.” (CX 348; Troup,
Tr. 5469). The language “or any other sustained rel ease microencapsulated potassium chloride
tablet” was added so that Upsher-Smith could continue to market its Klor Con 8 and Klor Con
10 wax matrix tablets without any restrictions. (Troup, Tr. 5469-70). Schering wanted to
prevent Upsher-Smith from smply renaming its Klor Con M 20 product to get around the
language and intent of the settlement agreement. (Troup, Tr. 5470). No other restrictions on
any of Upsher-Smith’s other products were intended by the settlement agreement. (Troup, Tr.
5470; Canndlla, Tr. 3849-50).

159. Thelicense from Schering to Upsher-Smith for the ‘ 743 patent coversthe
marketing and sde of both Klor Con M20 and Klor Con M10 in the United States, even though
Klor Con M10 was not a subject of the patent infringement lawsuit or a part of Upsher-Smith's
ANDA filing. (Troup, Tr. 5470-72; Kerr, Tr. 6253-54; CX 348).

160. Paragraph 11 of the settlement agreement discusses royalty payments, which
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refers to the licenses for the six products: Niacor-SR, cholestyramine, Pentoxifylline, and the
three potassium products. (Troup, Tr. 5473-74, 5631-33).

161. Paragraph 11 contains a reference that payment was in consderation of licenses,
rights, and obligations described in paragraphs 1-10 of the entire agreement. (Troup, Tr. 5473-
74; CX 348). Theterm “SP Licensee,” by whom consideration was paid, only appearsin
Paragraphs 7 through 10 of the settlement agreement dedling with licenses, and not in
Paragraphs 1 through 6, which involve only the settlement of the patent infringement litigation.
(Troup, Tr. 5472-73, 5631-33).

162. No fact witnesstedtified that the payments provided for in the June 17, 1997
agreement were not for Niacor-SR and the other products Schering licensed from Upsher-
Smith.

4, Schering’ s Board of Directors approvesthe June 17, 1997
Agreement

163. The June 17, 1997 agreement was contingent on approval by the Schering
Board of Directors. (Cannella, Tr. 3855-56; CX 347 at SP 12 00190). The presentation to
Schering’s Board sought authorization to enter into the license agreement with Upsher-Smith.
(CX 338). It sates that, during the course of Schering’s discussions with Upsher-Smith,
Upsher-Smith “indicated that a prerequisite of any ded would be to provide them with a
guaranteed income stream for the next twenty four months to make up for the income that they
had projected to earn from saes of Klor-Con had they been successful in their suit.” (CX 338
at SP 12 00270). The Board wasinformed that Schering had made it clear to Upsher-Smith
that any such deal would have “to stand on its own merit, independent of the settlement.” (CX
338 at SP 12 00268). One Schering Board member testified that “it was made very clear to the
directors that we were looking at this license agreement which had to stand on the merits of the
license agreement.” (SPX 1225 at 30 (Becherer Dep.)). Another Board member explained
that “the licensing agreement that was being proposed would have to stland on its own merits,”
S0 that it “would be an agreement that would make sensein and of itsalf independent of anything
else” (CX 1526 at 24-25 (Russo Dep.)).

164. The Board presentation provided sales projections for Niacor-SR of $100
million plusin annua sdes. (CX 338 a SP 12 00268). The presentation showed a net present
value of $225-265 million for the Niacor license. (CX 338 at SP 12 00275).

165. The Board presentation provided sales forecasts for sades of prevalite,
pentoxifylline, and Klor-Con 8, 10 and M 20 “to be $8 million ayear in thefirst full year of
launch, growing to $12 million ayear in the second full year, and then gradudly dedlining in year
four and thereafter. Net margins on the products are expected to be between 35% and 50%.”
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(CX 338 at SP 12 00271).

166. A Board member testified that “[t]he focus of this proposd was alicensng
agreement for four products in a space that Schering was interested in for a $60 million
investment and a $225 million plus economic vaue return.  So, from the Board' s standpoint,
there was nothing abouit this that would cause any questions.” (CX 1526 at 51 (Russo Dep.)).
Based on the information presented to them and their understanding that the payments were for
the licensed products, the Board approved the license deal. (CX 340 at SP 07 00003).

5. The “any other sustained release micr oencapsulated potassum
chloridetablet” clause was necessary and narrowly constructed to
fully settle the litigation

167. Paragraph 3 of the settlement agreement States that “ Upsher-Smith agrees that it
will not market in the United Statesits Klor Con M 20 potassium chloride product, or any other
sustained release microencapsulated potassium chloride tablet, prior to September 1, 2001.”
(CX 348; Troup, Tr. 5469). Thelanguage “or any other sustained release microencapsulated
potassum chloride tablet” was added after some discussion between the parties so that Upsher-
Smith could continue to market its Klor Con 8 and Klor Con 10 wax matrix tablets without any
regrictions. (Troup,Tr. 5469-70). Schering wanted to prevent Upsher-Smith from smply
renaming its Klor Con M 20 product to get around the language and intent of the settlement
agreement. (Troup, Tr. 5470).

168. A narrowly-congructed regtriction like the one in the first sentence of paragraph
3 of the agreement is necessary in a patent settlement, as“it’s essentia to describe what it is that
the partiescan and can’'t do.” (Kerr, Tr. 6334, 6336, 6338-39). |n the pharmaceutical
indugtry, settlement agreements necessitate narrowly-constructed clauses limiting the production
of specific compounds, as generics need to be as smilar as possible to the branded products
and hence defy limitation by generd language. (Kerr, Tr. 6338-39).

169. Professor Bresnahan has not identified any other product that was blocked by
the language in the June 17, 1997 agreement that alegedly barred Upsher-Smith from marketing
“any other sustained release microencapsulated potassum chloride tablet.” (Bresnahan, Tr.
984). Nor is Professor Bresnahan aware that either Upsher-Smith or Schering had any product
in mind other than the Klor Con M 20 product when they drafted their agreement. (Bresnahan,
Tr. 984).

170.  Upsher-Smith's withesses verified that no other products in Upsher-Smith’'s
pipeline were bottlenecked by the limiting clause in paragraph 3. (Dritsas Tr., 4836).
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171. Professor Bresnahan conceded that “if the contract were otherwise pro-
competitive,” it would be reasonable to read the language of the agreement asruling out a“me-
too product that is Ssimply introduced under another name other than Klor Con M20 but is, in
fact, Klor Con M20.” (Bresnahan, Tr. 985). Such a provision would not be anticompetitive.
(Bresnahan, Tr. 987-88, 990-91).

G. Whether the $60 Million Dollars Was a Payment For Fair Value of
Niacor-SR

172. Complaint Counsd’s expert witness economist, Professor Timothy F. Bresnahan
testified that a Sde ded at fair vaue did not raise competitive concerns. (Bresnahan, Tr. 932-
33.) Professor Bresnahan confirmed that the determination of fair value was a subjective
standard measured at the time of the transaction: “if Schering-Plough had made a stand-aone
determination that it was getting as much in return from those products as it was paying, then |
would infer that they were not paying for delay.” (Bresnahan, Tr. 964-65. See also Tr. 660-
61; 989-90.)

1. Themarket for cholesterol reducing drugs

173.  Inthemid-1990s, pharmaceutica companies were interested in the market for
reducing cholesterol-reducing drugs. (Horovitz, Tr. 3623-60). The worldwide market for
cholesteral lowering drugs had grown to become the seventh best sdlling drug class in the world.
(SPX 235 a SP 16 00001). I1n 1997, the globa market for cholesterol-reducing drugs was
estimated at $6-7 billion. (Kerr, 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 $11 billion. (Kerr, Tr. 6875-76; SPX 225 at 3).

174. Documents available to Schering in June 1997 showed that the market for
cholesterol lowering drugs outside the U.S,, Canada, and Mexico (“worldwide Ex-NAFTA”)
was larger than the U.S. market for cholesterol lowering drugs. (SPX 5 at SP 16 00447; CX
1042 at SP 16 00112). Complaint Counsel’s pharmaceutica licensng expert, Dr. Nelson Levy
estimated that in 1997, U.S. sdes represented “roughly” half of worldwide sales of cholesterol
lowering drugs. (Levy, Tr. 1914-15).

175.  Although reatively inexpensve hyperlipidemic agents, including niacin, had been
available for decades, annoying side effects interfered with patient compliance. (SPX 608 a SP
16 00344-345). In thelate 1980's, however, the market for cholesterol lowering drugs began
to take off with the widespread use of the newly developed and more expensve HMG-CoA
reductase inhibitors, known as the statins. (SPX 608 at SP 16 00345). In the mid-1990's,
there were five classes of cholesteral lowering drugs, including the satins that dominated the
market, the fibrates, the bile acid sequestrants, niacin and probucol. (SPX 235 at SP 16
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00001).

176. Niacin, or nicotinic acid, isa B vitamin that wasfirst discovered to have
hypolipidemic quditiesin 1955. (SPX 608 at SP 16 00390). Niacin decreases LDL (known as
“the bad cholesteral”), raises HDL (known as “the good cholesterol”), decreases triglycerides
(TGs), and decreases lipoprotenin(@) (Lp(a)). (SPX 608 at SP 16 00390-391; Horovitz, Tr.
3620; Audibert, Tr. 4099). Niacin has a unique profilein that it isthe only drug shown to ater
each of these lipidsin the desired direction, and is one of the most effective compoundsin
increesng HDL. (Havorsen, Tr. 3903; Horovitz, Tr. 3620; Levy, Tr. 1761; CX 1042 at SP
16 00072). Niacin's effectiveness in reducing total cholesteral, LDL cholesterol and
triglycerides, aswedl asraisng HDL cholesterol, has been demongtrated in numerous
independent studies over the past 30 years. (USX 21 at 0077; USX 308 at 110462-64).

177. Niacinisaso one of the only compounds known to decrease Lp(a). (SPX 608
at SP 16 00390-391; Halvorsen, Tr. 3903; SPX 235 at SP 16 00002). Prior to 1997, severd
studies had associated Lp(a) with atherosclerosis and CAD, and treatment of Lp(a) was
consdered by European and U.S. experts to be one of the mgor unmet needs. (SPX 608 at
SP 16 000362; SPX 235 at SP 16 00003; SPX 924 at SP 002780; CX 1042 at SP 16
00068-69).

178. Inaddition to its known efficacy profile when used as monotherapy, niacin had
a0 been shown prior to 1997 to be an effective agent when used in combination with other
cholesterol lowering drugs, such as statins. (SPX 608 at SP 16 00382, 391, Freese, Tr. 4962-
64, 4989; SPX 52 at FTC 110463-110464; USX 141 at Moreton 00082; CX 1042 at SP 16
00074). Asareault, physcians aso prescribe niacin in combination with gatins. (Horovitz, Tr.
Tr. 3670; Brown, Tr. 3146-47; Freese, Tr. 4989).

179. Despite niacin’s known profile as an effective cholesteral reducing agent, the
immediate release formulations of the drug were not widely used prior to 1997 dueto aside
effect known as flushing. (Horovitz, Tr. 3620-21, 3625-26; USX 141 at Moreton 00082; SPX
924 at SP 002781; Audibert, Tr. 4100). Flushing isaresult of increased blood flow near the
skin, which causes redness, tingling and itching in dmogt dl patients who use niacin. (Horovitz,
Tr. 3625-26; Havorsen, Tr. 3906; Brown, Tr. 3150). Although flushing does not present a
safety risk, it isanuisance Sde effect that significantly reduces patient compliance. (Havorsen,
Tr. 3906; Horovitz, Tr. 3620-21, 3625-26; Audibert, Tr. 4105). Thisflushing sde effect
prevented widespread use of what was recognized in the pharmaceutica industry as an
otherwise effective cholesterol lowering agent. (Horovitz, Tr. 3620-21; Audibert, Tr. 4099-
100).

2. Upsher-Smith’s Niacor-SR and other productsreevant to the
settlement agreement
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a. Development and testing of Niacor-SR

180. Upsher-Smith began the Niacor-SR (Sustained Release) development program
in1991. (Kraovec, Tr. 5010). Niacor-SR is a sustained-release formulation of niacin, meaning
that it releases niacin gradudly over aperiod of time. (Havorsen, Tr. 3901; Horovitz, Tr.
3624). The purpose of sustained-release niacin isto eiminate flushing. (Halvorsen, Tr, 3905-
06).

181. In 1997, both Upsher-Smith and another pharmaceutical company, Kos
Pharmaceuticas, were each involved in the advanced stages of development for obtaining FDA
approva of their own sustained-release niacin products. (Troup, Tr. 5474-75; USX 21 a 76-
77). Upsher-Smith’s Niacor-SR product presented an opportunity for Upsher-Smith to expand
its sdlesin an extremely large market of cholesterol-reducing drugs. (Havorsen, Tr. 3902-03).

182. By spring 1997, Upsher-Smith believed that it had completed dl of the clinica
development work on Niacor-SR, and was preparing to file its NDA for Niacor-SR. (Troup,
Tr. 5474-75). Asearly as 1995, Upsher-Smith had conducted and completed the patient
phase of two Phase 111 pivotal studies -- the last phase of clinical development for gaining
approva of adrug product by the FDA with over 900 patients. (Halvorsen, Tr. 3907). By July
of 1996, the last of 300 patients had completed testing in two additiona longer-term Phase 111
follow-on studies. (Halvorsen, Tr. 3911; CX 1019 at 175679). By June 1997, Upsher-Smith
was in the process of developing and performing a short, 17-day, 38-hedthy-volunteer
pharmacokinetic study on Niacor-SR and was findizing an individua and integrated study report
so that Upsher-Smith could fileits NDA. (Havorsen, Tr. 3907).

183. Aspart of its Phase I11 testing for Niacor-SR, Upsher-Smith conducted two
pivotd studies, as required by the FDA, the 920115 and 900221 studies. (Halvorsen, Tr.
3907-08). Upsher-Smith aso conducted two longer term follow-on studies — the 920944 and
900837 studies. (Halvorsen, Tr. 3907-08). The last patient in the last of the four studies, the
920944 study, completed treatment in July 1996. (Havorsen, Tr. 3909). The results of the
Phase 11 sudies available in June 1997 confirmed the safety and efficacy of Niacor-SR asa
cholesterol-reducing drug. (Horovitz, Tr. 3641-42, 3658).

184. Inaddition to dlinicd safety and efficacy tests, the FDA requiresa
pharmacokinetic test (“PK test”) for gpprova of an NDA submission. (Havorsen, Tr. 3937).
This test measures how a drug is absorbed and eliminated in the human body. (Havorsen, Tr,
3936-37, 3939). The subject is dosed and then seria blood draws or urine samples are taken
over time, for example hourly, with the purpose of plotting the concentration of the drug in the
plasmaor urine over time. (Halvorsen, Tr. 3936-37). In March 1997, the FDA ultimately
agreed with Upsher-Smith that a multi-dose PK test was unnecessary for approva of the
Niacor-SR NDA, and indicated that Upsher-Smith could seek gpprova based on asingle-dose
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urine PK test. (Halvorsen, Tr. 3938-41; CX 917 at 107426-27; USX 281).

185. Asof June 1997, Niacor-SR was Upsher-Smith's primary research project and
was a highly valued asset. (Troup, Tr. 5474-75). By the second quarter of 1997, Upsher-
Smith had spent $13 million developing Niacor-SR — more than double al of Upsher-Smith's
other projects combined. (Halvorsen, Tr. 3902; Dritsas, Tr. 4833).

186. In 1994, Upsher-Smith’s market research showed a potential market for
Niacor-SR of $100 to $400 millionin 2000. (Kraovec, Tr. 5011-12). As of spring 1997,
Upsher-Smith believed Niacor-SR had the potentia to be a very successful product, with
revenues of at least $50 to $100 million, and possibly as much as $250 million. (Freese, Tr.
4978, 4990; Kraovec, Tr. 5011; Dritsas, Tr. 4829, 4831-32).

b. Upsher-Smith’s comparison of Niacor-SR to Kos Niaspan
and cross-license agreement with Kos

187. Inthe mid-1990s, Kos Pharmaceuticals (“Kos’) developed Niaspan, a
sustained-release niacin product, which released niacin in a controlled dosage form for
cholesteral therapy. (Patel, Tr. 7497; Halvorsen, Tr. 3945; Horovitz, Tr. 3640). Based on
information available to Upsher-Smith in 1997, Niacor-SR and Niaspan were virtualy the same
interms of efficacy and safety. (Halvorsen, Tr. 3947-48, 3960; Troup, Tr. 5524-25; Kerr, Tr.
6292; Horovitz, Tr. 3626, 3660; Lauda, Tr. 4351; Levy, Tr. 1315). During 1996 and 1997,
Upsher-Smith’'s Director of Clinical and Regulatory Affairs, Dr. Mark Halvorsen continudly
kept track of the information on Niaspan that was publicly available. (Havorsen, Tr. 3945-47;
USX 535).

188. Comparing Kos s satements regarding Niaspan's performance on dl of the lipid
parameters -- Lp(a), LDL, HDL, triglycerides -- and Kos statements regarding the safety
profile of Niagpan to Niacor-SR's clinicd and safety results, Dr. Halvorsen was confident in
June 1997 that Niaspan and Niacor-SR were virtually identical. (Halvorsen, Tr. 3945-47; USX
535). Upsher-Smith executives believed Kos's Niagpan to be a direct and mgor competitor to
Niacor-SR. (Kraovec, Tr. 5025; Halvorsen, Tr. 3946-47; Kerr, Tr. 6297).

189. By February 7, 1997, Kos and Upsher-Smith had negotiated and agreed on a

cross-license under which | redacted ] [
redacted ||
redacted | (Kralovec, Tr. 5022-23; Halvorsen, Tr. 3948; CX 568 at 145288-9). |
redacted

] (Kralovec, Tr. 5022-23; Halvorsen, Tr. 3948; CX 568 at 145288-9).

190. Thisagreement did not affect Upsher-Smith’s ahility to license its Niacor-SR
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product for sales outside of the United States. (Kraovec, Tr. 5027-28; Troup, Tr. 5479-80).
In fact, the agreement explicitly alowed Upsher-Smith to licenseits extraU.S. rights under the
patent to third parties. (Troup, Tr. 5655-56; Kerr, Tr. 6462; CX 568 at 145288).

191. Thefinancid market expected Kos Niaspan product to be very successful.

(Kerr, Tr. 6292-93; USX 1606). On April 21, 1997, investment firm Dillon Reed forecast that
Niagpan sdes would reach $250 million by 2001 --roughly the same amount that Upsher-Smith
had estimated for its sales of Niacor-SR. (Kraovec, Tr. 5025-26; USX 535 at USL 11515;
SPX 225 a 2). In May 1997, andysts a Dillon Reed estimated product revenues for Niaspan
of $17.3 million for 1998, growing to $242.8 millionin 2001. (Kerr, Tr. 6827-28; 6832-33;
USX 239). Other investment reports at that time forecast Niagpan sales of $20 millionin 1997,
growing to $250 millionin 2000. (Kerr, Tr. 6876-77; SPX 225).

192. Theinvestment community’s vauation of Kos Pharmaceuticasin the firgt haf of
1997 bolstered Upsher-Smith’ s expectations for Niacor-SR. (Kralovec, Tr. 5025-26; Troup,
Tr. 5441-43; USX 535).

C. Upsher-Smith’s effortsto license Niacor-SR

193.  Inorder to reach the maximum level of salesfor Niacor-SR, Upsher-Smith
believed that it would have to spend $15-20 million to develop an effective salesforce.
(Kralovec, Tr. 5012-13).

194.  Upsher-Smith saw great potential for Niacor-SR outside the U.S. market, but
lacked a sales or marketing representative outside of North America. (USX 154-55; Freese,
Tr. 4978; Kralovec, Tr. 5016; Troup, Tr. 5476; Havorsen, Tr. 3970-71). By mid-1996,
Upsher-Smith began actively looking for a Niacor-SR licensing partner for the European
market. (Kraovec, Tr. 5028-29; Troup, Tr. 5476; Halvorsen, Tr. 3965). Upsher-Smith
planned to market Niacor-SR in North Americaon its own and so did not discuss U.S. licensing
of Niacor-SR with potential licensees. (Freese, Tr. 4977-78; Kralovec, Tr. 5016; Troup, Tr.
5431-33, 5440-41).

195. By theend of May 1997, Upsher-Smith's efforts to find a European partner for
Niacor-SR had progressed to the point where Upsher-Smith representatives were holding face-
to-face meetings with potentid licensees to discuss licensing opportunities. (Freese, Tr. 4976-
77; Halvorsen, Tr. 3965; Troup, Tr. 5475-76; Kraovec, Tr. 5020-21; USX 596-98; CX 880).
These Upsher-Smith representatives reported to senior management that they were enthusiastic
about finding alicensing partner. (Kraovec, Tr. 5020-21).

196. Inthefirst week of June 1997, Upsher-Smith executives were in Europe meeting
with four potentia licensing partners for Niacor-SR: Servier, Pierre Fabre, Esteve, and Lacer.
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(Halvorsen, Tr. 3871, 3967, 4026; Kralovec, Tr. 5028-29; Troup, Tr. 5476; Horovitz 3767,
USX 596-98; CX 880). Upsher-Smith executives believed that potential European licensing
partners were showing “strong interet” in Niacor-SR and that a substantia up-front payment
waswarranted. (Kralovec, Tr. 5017-18; 5020-21). Asof June 1997, none of the four
potential licensing partners for Niacor-SR had turned down Niacor-SR. (USX 596; USX 1523
at 58-59 (O’ Neill Dep.); Kerr, Tr. 6321, 6818, 6815-16).

d. Other Upsher-Smith productsreevant to the June 17,
1997 Agreement

197. In1997, in addition to its niacin and potassium supplement families of products,
Upsher-Smith had severa other drugs on the market, or near market stage, including
Pentoxifylline, Prevalite and Pacerone. (Dritsas, Tr. 4618-19, 4832-33; Troup, Tr. 5420-21,
5445). Although Upsher-Smith had plans for marketing these productsin the United States, it
lacked the presence and resources to market the drugs outside of North America. (Dritsas, Tr.
4636, 4833; Troup, Tr. 5431-32).

198. Prevdite, abile acid sequestrant called cholestyramine, was another cholesterol
fighting drug sold by Upsher-Smith. (Dritsas, Tr. 4618-19). Prevdite was a branded generic
smilar to Bristol-Myers Squibb’ s branded product Questran/Questran Light. (Dritsas, Tr.
4813-18; USX 591; USX 660). In 1996, Upsher-Smith had sdles for Prevaite of $7 million,
with 1997 projected sales at $8.8 million. (Dritsas, Tr. 4804-05, 4812-13; USX 591; USX
440; USX 627 at 15277).

199. Pentoxil, Upsher-Smith’s trade name for Pentoxifylline, was another generic
drug that was under development at Upsher-Smith in 1997. (Havorsen, Tr. 3981).
Pentoxifyllineis used to trest periphera intermittent claudication. Pentoxifylline alows red blood
cdlsto be more flexible so that they may pass into blood vessdals that have decreased in Size and
ddiver oxygen. (Havorsen, Tr. 3981). By June of 1997, Upsher-Smith had completed and
submitted to the FDA dl the clinica studies required for gpprova of its ANDA for Pentoxifylline
asageneric form of the Trental brand of Pentoxifylline. (Halvorsen, Tr. 3981082). In 1997
aone, Trental sales were $153 million. (Rosenthd, Tr. 1740). Trentd’s Pentoxifylline patent
was st to expire in July 1997, and in June 1997, Upsher-Smith expected to be among the first
generics approved to enter the market after the expiration of the patent. (Halvorsen, Tr. 3983).
At that time, Upsher-Smith’sinternd market projections estimated that Upsher-Smith's
Pentoxifylline would redize $4.4 million sdlesin 1998. (USX 668 at 20666).

200.  Pacerone, Upsher-Smith's trade name for an amiodarone product, was under
development at Upsher-Smith in 1997. Paceroneis used to treat ventricular tachycardia, or
rhythm management for the heart. (Dritsas, Tr. 4637-38, 4833). In June of 1997, Upsher-
Smith believed that Pacerone was an important product and estimated first year sdes of
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Pacerone would be $10 million. (Troup, Tr. 5446).
3. Schering'sinterest in and valuation of Niacor-SR

a. Schering'sinterest in Kos' sustained release niacin
product, Niagpan

I Schering's negotiations with Kos

201. Kosfiled an NDA for Niaspan with the FDA in May 1996. (SPX 18).
Schering was interested in Niaspan in early 1997. Schering believed that a sustained release
niacin product that solved flushing caused by immediate release niacins and did not eevate liver
enzymes to the degree that some over-the-counter sustained rel ease niacins had done could be
commercialy successful. (CX 1494 at 85; CX 1495 at 73 (Driscoll Dep.); SPX 1265 at 73
(Driscoll Dep.); Audibert, Tr. 4116-17).

202. Schering was interested in Niagpan not only as alate stage product that could
generate revenues in the near term, but also because it presented an opportunity for Schering to
enter the cholesteral lowering market in advance of its launch of ezetimibe, a drug that Schering
was developing for the cholesterol market. (Audibert, Tr. 4108-11; Russo, Tr. 3437-38; SPX
21 at 002771).

203. In 1997, Mr. Raymond Russo was Key's marketing director for cardiovascular
products in the United States. (Audibert, Tr. 4110; Russo, Tr. 3433-34). Russo participated in
the negotiations with Kos regarding its Niaspan product. (Russo, Tr. 3449). James Audibert
was Ray Russo's counterpart responsible for territories outside the United States and was for a
time involved in the negotiations with Kos regarding Niaspan. (SPX 1224 at 77 (Audibert
Dep.); CX 1484 at 132 (Audibert Dep.); Audibert, Tr. 2450, 2452, 4109; Russo, Tr. 3439).

204. By thetime of Schering's discussonswith Kos, the FDA had completed its
medicd review of Niaspan, and was discussing labeling with Kos. (Russo, Tr. 3445; CX 543;
Audibert, 4102, 4105). The fact that the medical review had been completed meant that the
FDA had judged the product to be safe and efficacious, and that it was just amatter of findizing
the actua labeling on the product before approva by the FDA. (Audibert, Tr. 4105-06).

205. During thefirg haf of 1997, Kos was seeking a co-promotion arrangement for
Niaspan, meaning that both parties to the dedl would be involved in the sdes and marketing of
the Niaspan product. (Russo, Tr. 3449). Under a co-promotion arrangement, the parties
would split effortsin the field force and divide the cost of the marketing. (Russo, Tr. 3449). A
co-promotion arrangement differs from alicense, in which the company licensing the product
would retain all control and all sales proceeds after royaties are paid. (Russo, Tr. 3449-50).
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Also, in alicense arrangement, the licensee done would be responsible for dl the expenditures,
investment and strategic direction associated with the product. (Russo, Tr. 3449).

206. Martin Driscoll, Schering's Vice President of Sales and Marketing for
Schering’'s Key divison, thought Kos' product labdling looked interesting. (CX 1495 at 96
(Driscoll Dep.); Driscall, Tr. 1420, 2702). Schering asked Kos for more information, including
Niaspan's clinica results supporting the [abeling. (CX 1495 at 96 (Driscoll Dep.)). Koswas
not forthcoming with additiona information. (CX 1495 at 97-98 (Driscoll Dep.); SPX 1265 at
97-99 (Driscoll Dep)).

207. Koswanted to maintain control over Niaspan's marketing and strategic
positioning, while its partner gave Niaspan primary promotional pogtioning. (SPX 18). Kos
wanted to have Niaspan promoted by Schering's sales representatives in the “primary position,”
meaning that it would be the first product a saes representative would discuss in adoctor’s
office. (Audibert, Tr. 4106). Schering explained that it could not guarantee that Niaspan would
aways be in the primary position because Schering had its own products, such as Claritin, that
would be detailed first during particular seasons. (Audibert, Tr. 4107). Kos aso wanted
guarantees with respect to the level of call activity, asking for specific numbers of specific types
of calsthrough the launch period. (Russo, Tr. 3451). Schering did not fed that it could
accommodeate the leve of call activity that Kos wanted. (Russo, Tr. 3451). Schering would be
more comfortable with secondary detailing. (Patel, Tr. 7555). Koswanted “absolute maximum
commitment from Schering in the form of firdt line details” (Pate, Tr. 7555). And, Kosadso
was demanding strategic control over the marketing and promotion of Niagpan. (Driscoll, Tr.
1423; Patel, Tr. 7557). Schering and Kos aso discussed the issue of who would “book” sales.
(Pate, Tr. 7556). Booking saes refersto which company records the sales that have been
made. (Patel, Tr. 7556). Kos wanted to record, or “book,” Niagpan's sales to show significant
sdesasacompany. (Patel, Tr. 7556).

208. Audibert viewed Kos demands as “unredistic in terms of what their
expectations were from us’ regarding co-promotion activity. (Audibert, Tr. 2448). Audibert
viewed Kos' demands for support from Schering's sdes force asirrationd, and very difficult for
Schering to agreeto. (Audibert, Tr. 4106).

i Schering’ s evaluation, market research, and
forecastsfor Niaspan

209. On February 11, 1997, the information about Niaspan that Schering had been
able to obtain from Kaos was sent to Schering's cardiovascular licensing group, which includes
Audibert. (Audibert, Tr. 4102; SPX 924). Audibert was asked to evauate a Niaspan co-
promotion ded, in which Schering would be promoting the product dong with Kaos, from the
perspective of Globa Marketing. (Audibert, Tr. 4100-01).
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210.  Inhisdiscussonswith Kos and evaluation of Kos materids, Audibert learned
that it was possible to develop a sustained-release niacin product that was both safe and
effective. (CX 1484 at 132 (Audibert Dep.); Audibert, Tr. 2452-53; SPX 18; SPX 21). For
Audibert, Niagpan proved that the concept of a sustained release niacin that reduced flushing
and solved liver toxicity issues could work. (CX 1484 at 132 (Audibert Dep.); Audibert, Tr.
2454, Tr. 4115-16). Kostold Schering that Niaspan had a very low incidence of elevated liver
enzymes. (Audibert, Tr. 4105). Kos referenced astudy by Dr. McKinney using a particular
sustained release niacin on the market at that time. (SPX 18; Audibert, Tr. 4104).

211.  Schering performed market research in the United States to determine doctors
interest in sustained release niacin. (Audibert, Tr. 2393-94; Russo, Tr. 3447-48, 3501-02; CX
576). The market research included teephone interviews with ten prominent lipidologists who
had attended Schering's recent meetings in New Y ork concerning ezetimibe, another drug of
Schering. (Audibert, Tr. 2393-94; Russo, Tr. 3447-48, 3501-02; CX 576). Schering found
that doctors would welcome a sustained release niacin product that reduced flushing and
avoided liver toxicity issues, but would want more evidence that the product met those needs.
(Russo, Tr. 3532; CX 576).

212.  Schering was hopeful that Niagpan's delivery system would overcome the
experts resarvations regarding sustained release niacin and flushing, liver toxicity and diminished
efficacy. (Russo, Tr. 3503, 3509). Accordingly, Schering wanted to see the rest of the NDA
filing for Niaspan for additional data that would support Kos' representations. (Russo, Tr. 3511
). Schering aso wanted to see the find labeling submitted to the FDA for Niaspan because
Schering believed that if it showed no contraindications and a better Sde effect profile than other
niacin products, Niaspan would be a very good product for Schering. (Russo, Tr. 3511-12).

213.  Following the April 9, 1997 meeting with Kos, Schering worked to put together
broad dedl terms that it ultimately would present to Kos. (Russo, Tr. 3455). Part of that
process involved an assessment of the product’ s vaue to Schering and the preparation of saes
forecasts. (Russo, Tr. 3455). Russo forecasted as his “base case scenario [1” what he thought
was the most redigtic projection of Niaspan salesin the United States. (Russo, Tr. 3459, 3461-
63, 3472); CX 550 at SP 002743; CX 551, at SP 002731). Under this scenario, Russo
projected that Schering could achieve $134 million in sdlesin 2002, rising theresfter to $193
million. (Russo, Tr. 3461, 3529; CX 550 at SP 002743).

ii. Schering s offer to Kosfor Niaspan
214. On May 15, 1997, Schering provided awritten proposal to Kos for a co-

promotion of Niaspan. (Russo, Tr. 3463-64; CX 554; SPX 619). Schering isthe only
company that gave Kos a written proposal before Niaspan was launched. (Patel, Tr. 7543).
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215. | redacted

[ redacted ] (Russo, Tr. 3589; CX 554).
[ redacted
[ redacted
[ redacted ] (Russo, Tr. 3590; CX 554; Patel, Tr. 7666). [ redacted ]
[ redacted
[ redacted ] (Russo, Tr.3590). [ redacted ] (Russo,
Tr. 3589, 3590; CX 554; Patel, Tr. 7665; SPX 6190). [ redacted
redacted ]

(Russo, Tr. 3589-90; CX 554). [ redacted

] (Russo, Tr. 3589, 3590; CX 554; Patel, Tr. 7665; SPX 619).[ redacted

redacted
redacted ] (Russo, Tr. 3589; CX
554; Patel, Tr. 7665; SPX 619). [ redacted redacted
redacted

redacted ] Patel, Tr. 7666).

216. Schering's proposal did not contain up-front payments to Kos or equity
investments. (Patel, Tr. 7605; CX 554).

217. OnMay 21, 1997, one week after submitting its proposa, Schering had a
conference cal with Kos to discuss the written proposa. (SPX 230; SPX 35; Patel, Tr.
7667). Kosdid not react favorably to Schering’s proposa. (Russo, Tr. 3465). Mr. Dan Bell,
Chief Operating Officer of Kos, told Schering that its offer was practicdly “insulting,” and that
he was “offended” by it. (SPX 230; [ Patel, Tr. 7669].

218. | redacted ] (Patel, Tr.
7571]. [ redacted
redacted ]
(Patel, Tr. 7531-32, 7608; CX 556; CX 769). [ redacted
redacted ] (Russo, Tr. 3465-66). [ redacted
redacted
] (Russo, Tr. 3465). [ redacted
redacted ] (Russo, Tr.
3450). redacted
redacted ]
(Bell, Tr. 7567; Patel, Tr. 7608-09; CX 556). [ redacted
redacted
redacted ] (Patel, Tr. 7567, 7607-08; CX 556)).
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219. After receiving Kos reaction to Schering’ sfirst proposa, Schering did not
submit another proposal to Kos. (Russo, Tr. 3466, 3488; CX 558). Schering felt that Kos
would be a difficult partner to dedl with. (Audibert, Tr. 2450).

Iv. Kos discussonswith other potential partnersand
subsequent sales of Niaspan

220. Kos Niagpan entered the market in August 1997. (7 Tr. 1404 (Driscoll 1.H.)).
At the time of Niaspan'slaunch, Kos was still looking for a co-promoation partner for Niagpan in
the U.S. (Patdl, Tr. 7577).

221. Inthefal of 1997, Kos had conversations with Searle Pharmaceuticals. (Patdl,
Tr. 7576; Egan, Tr. 7895-96; 7898). In early November, Searle met with Kos and the parties
discussed Kos' demands for aU.S. co-promotion agreement. (CX 524). Kos demanded from
Searle alarge number of details for Niaspan. (Egan, Tr. 7986-88). Searle found Kos
demands unreasonable. (Egan, Tr. 7982). Koswanted an up-front payment from Searle in the
$10-20 million range. (Egan, Tr. 7982). Kosdso wanted a “ridiculous’ and unreasonable
percentage of the profits from any co-promote arrangement. (Egan, Tr. 7984-85). Searle
declined the Kos opportunity. (Egan, Tr. 7980).

222.  During the summer and fal of 1997, Kos was dso pursuing discussons with
SmithK line Beecham concerning a co-promotion arrangement for Niagpan. In August 1997,
Kos discussed with SmithKline the broad terms of a potentia co-promotion partnership for
Niaspan. (Patel, Tr. 7678; CX 508). Aswith Schering, Kos stated that it needed guaranteed
detailing for Niaspan, that Kos wanted to book saes, and that Kos wanted the opportunity to
co-promote a SmithKline product. (Patel, Tr. 7678-79; CX 508). SmithKline and Kos aso
discussed SmithKlin€g sinterest in non-U.S. rights to Niaspan. (CX 508). In November 1997,
K os announced disappointing sales results and its stock price dropped. (Patel, Tr. 7685, Tr.
7688); Levy, Tr. 2076-77). Subsequently, SmithKline and Kos did not to enter into an
arrangement regarding Niaspan. (Patdl, Tr. 7540).

223. Koshad other discussions with potential partners about a European license for
Niaspan after November 1997. (Patel, Tr. 7589). [ redacted
redacted
redacted ] (Patel, Tr. 7615, 7587). Kosdid not find a European partner for its
Niaspan product. (Patel, Tr. 7540).

224. Overdl, Kos Niagpan has had a spotty history in the marketplace. (Kerr, Tr.

6329). Initidly, Niagpan did not achieve nearly the expected sdes levels predicted and Kos
stock price plummeted. (Kerr, Tr. 6329, 6331; USX 1607).
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225.  In 1998, Niaspan sales were poor. Saesfor the first 6 months of 1998 totaled
$3.8 million and in August 1998, after being in the market one year, Niaspan's share of new
prescriptions for the month was only 1.1%. (Audibert, Tr. 4159; SPX 15). Totd sdesfor
1998 were only $15 million. (Driscoll, Tr. 1405). Two years after introduction, in 1999,
Niaspan's sdes were only $37 million. (Kerr, Tr. 6331; USX 1613).

226.  After four years, Niagpan is now moderately successful, with last year’s sales
equal to about $100 million. (Kerr, Tr. 6331).

b. Schering’'s Evaluation of Upsher-Smith’s sustained release
Niacin product, Niacor-SR

227.  InJune 1997, Kapur telephoned Lauda and told him that Schering was
consdering alicensing opportunity for Upsher-Smith’ s sustained-release niacin product, that the
opportunity would cost Schering approximately $60 million, and asked if Globa Marketing
would perform an assessment of the product. (Lauda, Tr. 4342-43). Lauda contacted
Audibert and instructed Audibert to conduct a commercia assessment of Niacor-SR for
worldwide territories, excluding the United States, Canada, and Mexico (“Worldwide EX-
NAFTA”"). (Lauda, Tr. 4344).

228.  Audibert began his review when he received the data package regarding
Niacor-SR on June 12, 1997. (Audibert, Tr. 4113; Lauda, Tr. 4344). The package included
results from the two phase 11 pivota clinicd trids conducted by Upsher-Smith to obtain
registration of Niacor-SR, referred to by their protocol numbers 920115 and 900221.
(Audibert, Tr. 4113-15, 4171; CX 1042; Halvorsen, Tr. 3907-08). The package aso included
information regarding two draft protocols for phase 111-B studies Upsher-Smith was planning to
conduct once the NDA wasfiled. (Audibert, 4113-15; SPX 71-72; Halvorsen, Tr. 4025).
Phase 111-B studies are studies conducted not as part of theinitia registration of a product, but
to support subsequent labeling revisons. (Audibert, Tr. 4114). One protocol would evaluate
the use of Niacor-SR in combination with a statin, and the other would evauate Niacor-SR
when administered as asngle evening dose. (Audibert, Tr. 4115; SPX 71-72).

I Mr. Audibert’s qualificationsin June 1997
A. Expertisein Sustained Release Products
and Cholesterol Lowering Phar maceutical
products
229.  James Audibert, who is currently employed within the Schering Plough Research

Indtitute, was serving in June of 1997 as the Senior Director of Globa Marketing for
Cardiovascular Products. (Audibert, Tr. 4085, 4092). Audibert received his Bachelor of
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Science in Pharmacy from Northeastern University College of Pharmacy in 1974, and received
his Master of Science in Pharmacology from Northeastern University College of Pharmacy in
1982. (Audibert, Tr. 4081). From 1976 to 1987, Mr. Audibert worked for two companies,
both of which specidized in the use of sustained release technology to transform old compounds
into new products. (Audibert, Tr. 4082-84).

230. Inmid-1986, Schering acquired Key and, in March 1987, Audibert moved to
New Jersey to work for Schering’s marketing department. In April 1995, Audibert went to
work in Schering’s Globa Marketing Department. (Audibert, Tr. 4085). In this pogtion,
Audibert wasin charge of cardiovascular products, including cholesterol lowering products.
(Audibert, Tr. 4092-93).

231. Audibet sresponghilities included working on a cholesterol-lowering agent
Schering had in development called ezetimibe. (Audibert, Tr. 4093). By early-1997,
Mr. Audibert began working with the research organization to identify the patient populationsin
which, and products againgt which, ezetimibe would be tested in clinica sudies. (Audibert, Tr.
4094). As part of this process, Audibert was aso conducting a detailed evaluation of the
market for cholesterol lowering drugs. (Audibert, Tr. 4094-95).

232. Audibert’ s detailed evauation of the cholesterol lowering market included: (1) a
review of secondary information and published literature regarding the market and products
within the market; (2) conducting primary market research around the world, including
interviewing physcians on what they perceived to be unmet needs and future trendsin
cholesterol management; (3) convening advisory panelsto get input from expertsin the
cholesteral lowering areg; (4) attending mgor cardiology meetings around the world dedling with
current and future trends in cholesterol management, and the development of future cholesterol
lowering products, and (5) traveling to subsdiaries around the world to meet with nationd
experts and loca opinion leadersin cholesterol management. (Audibert, Tr. 4095-96).

233. Aspart of this process of evauating the cholesterol lowering market, Audibert
studied the profiles of the products that were dready available for the trestment of cholesteral,
aswell asthe anticipated profiles of future products, and evauated what unmet needs existed
within the market. (Audibert, Tr. 4097-98). Thisincluded studying the mgor cholesterol
lowering products on the market in 1997, including the gtatins, the fibrates, the resins, and niacin.
(Audibert, Tr. 4098). Audibert dso conducted a detailed eva uation of the size of the
cholesteral lowering market, which included: (1) examining the current size of the worldwide
market by product and geographic territory; (2) predicting the future size of the cholesterol
lowering market through conversations with opinions leaders, examination of cholesterol
management trestment guiddines, estimation of the impact of future products on the market, and
consderation of andyst reports published by the investment community. (Audibert, Tr. 4096-
97).



234. | redacted

redacted
redacted ] [(SPX 625 at SP 002914; SPX 25 at SP
002899)]. [ redacted ]
[(SPX 625 at SP 002914; SPX 25 at SP 002899)] .
235. [redacted
redacted
redacted ] (Audibert, Tr. 4301-02;
SPX 221 at SP 002895-2898).[ redacted
redacted ] (Audibert, Tr.
4302-04; SPX 231 at SP 002941-2942). redacted
redacted
redacted ] (Audibert, Tr.4303; SPX 231 at SP 002944). [redacted
redacted
redacted ] (Audibert, Tr. 4304; SPX 231 at SP
002944)].
236. | redacted
redacted
redacted
redacted ] (Audibert, Tr. 4304).

237.  Audibert dso learned about niacin through hiswork on ezetimibe. (Audibert,
Tr. 4098-99). Audibert was fully aware of the available scientific knowledge regarding niacin,
including: the fact that niacin had been known for many years to have a positive effect on
various lipid parameters that are important in cholesterol management, including lowering LDL,
rasing HDL, lowering triglycerides, and lowering Lp(a); the fact that niacin has been shown to
be effective in long term morbidity studies; and the fact that niacin was incorporated into the
NCEP trestment guiddines which recommend niacin as one of the agents for use in managing
cholesterol. (Audibert, Tr. 4098-99). However, Audibert was aso acutely aware of the fact
that immediate release forms of niacin were limited by the sde effect of flushing, and that
sugtained release niacin dietary supplements had been associated with subgtantial eevationsin
liver enzyme levels. (Audibert, Tr. 4100).

B. I nvolvement in the evaluation of Kos
Sustained Release Niacin Product in Spring
1997

238.  On February 11, 1997, the information about Niaspan that Schering had
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obtained from Kos was sent to Schering's cardiovascular licensng group. (Audibert, Tr. 4102;
SPX 924).

239.  On March 13, 1997, Audibert and Russo initiated a conference cal with Kosto
discuss Niaspan. (Audibert, Tr. 4103-05; SPX 18 at SP 002776). During this conversation,
Audibert initiated a discussion of Niagpan's sde effect profile, including in particular, the success
of its sustained rdease formulation in: overcoming the flushing sde effect of immediate release
niacin, without causing the significant eevationsin liver enzymes reported with over-the-counter
sustained release niacin formulations. (Audibert, Tr. 4103-05; SPX 18 a SP 002776; Russo,
Tr. 3443-44).

240. Kosadvised Audibert that the rate of discontinuation due to flushing had been
reduced to about 5% of patients. (Audibert, Tr. 4103-05; SPX 18 at SP 002776). When
Audibert raised the issue of liver enzyme eevations, Kos advised Audibert thet, in contrast to the
McKinney study in which 50% of patients experienced liver enzyme devations above five times
the upper limit of normal, only about 1% of patientsin clinica trias with Niagpan experienced
elevations of three times the upper limit of normal. (Audibert, Tr. 4103-05; SPX 18 at SP
002776).

241. Kosadvised Audibert that it had filed an application for regulatory gpprova with
the United States FDA,, and that the FDA had completed its medica review of Niaspan and was
discussing labeling with Kos. (Audibert, Tr. 4105; SPX 18 at SP 002776). Because the FDA
does not proceed to a discusson of labeling until it has determined a product is safe and
effective, the fact that the FDA had completed its medica review and was discussing labeling for
Niaspan indicated to Audibert that the FDA had concluded that Niaspan' s sustained release
formulation was indeed safe and effective. (Audibert, Tr. 4101-02, 4105-06).

242.  Inlate-March or early-April 1997, Audibert stopped participating as the
internationa contact in the negotiations with Kos. (Audibert, Tr. 4111-12). Kos had indicated
that it was focused on co-promotion of the product in the United States and that promoting
Niaspan outsde the United States was not a priority. (Audibert, Tr. 4106). Audibert
terminated his involvement, in part, because he believed Kos' demands were “totally irrationa”
and he ft that it was unlikely that the parties would reach an agreement. (Audibert, Tr. 4111-
12).

ii. Mr. Audibert’s evaluation of the Niacor-SR
opportunity in June 1997

A. Evaluation of market opportunity and
product prafile
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243.  Audibert conducted an evauation of Niacor-SR to determine whether its
product profile satisfied the market opportunity. (Audibert, Tr. 4112). The 52-page data
package provided by Upsher-Smith to Schering contained detailed summaries of the results of
Niacor-SR’s phase I11 pivotd trids, including al the information that Audibert required to
conduct his evauation of Niacor-SR’s clinical profile. (Audibert, Tr. 4113-14).

244.  Thedinica datafrom Upsher-Smith’'s pivotd trids confirmed to Audibert that
Niacor-SR was effective, and that it exceeded the regulatory hurdle of an average 15%
reduction in LDL cholesterol. (Audibert, Tr. 4123; CX 1042; CX 1484 at 119-21 (Audibert

Dep.)).

245. Thedinica datafrom Upsher-Smith’s pivotd tridsillustrated to Audibert that
Niacor-SR had ggnificantly reduced the incidence of flushing as compared to immediate release
niacin. (Audibert, Tr. 4117-19; CX 1042 at SP 16 00088-00089). Ascompared to
immediate release niacin, Niacor-SR reduced the number of flushing occurrences more than
four-fold. (Audibert, Tr. 4118-19; CX 1042 at SP 16 00089; Horovitz, Tr. 3645-46).

246. Thedinica datafrom Upsher-Smith’s pivotd tridsillustrated to Audibert that
Niacor-SR caused a very low incidence of liver enzyme elevations. (Audibert, Tr. 4119-20).
Audibert concluded that the incidence of liver enzyme eevations in the Niacor-SR pivotd triads
was congstent with that seen with cholesterol lowering drugs generdly, and was substantialy
lower than the 66% incidence associated with prior sustained release niacin products.
(Audibert, Tr. 4104-05, 4121, 4124; Horovitz, Tr. 3650-51). In hiswritten commercial
assessment, Audibert reported that the fact that some patients experienced liver enzyme
elevations with Niacor-SR was consistent with the known sde effect profile of the statins. (SPX
2 at SP 16 00044). Audibert’s evauation of the results of the Niacor-SR pivotd trids aso
reveded that the liver enzyme devations experienced in that smdl percentage of patients
returned to norma when the drug was discontinued. (Audibert, Tr. 4121-22; CX 1042 at SP
16 00093; Horovitz, Tr. 3649-50).

247. Based on hisevduation of the results of the pivotd trids, Audibert concluded
that Niacor-SR was a safe and effective drug that satisfied the unmet need in the cholesterol
lowering market that he identified in June 1997. (11 Tr. 4123-24 (Audibert Dep.)). Audibert
had seen Kos' Niaspan as the “ proof of concept,” and he concluded based on the results of
Upsher-Smith’'sclinicd trids that Upsher-Smith had dso used sustained rel ease technology to
develop asafe and effective niacin product. (11 Tr. 2453-54 (Audibert Dep.); [Lauda, Tr.
4512-13).].

B. Mr. Audibert’s Commercial Assessment of
the Niacor-SR Opportunity

47



248. Having determined that Niacor-SR's product profile satisfied an unmet need in
the marketplace, Audibert constructed aforecast of sales based on that product profile in that
market. (Audibert, Tr. 4124). The process for constructing this sales forecast included: (1) an
evauation of the current and future size of the cholesterol lowering market; (2) an evauation of
how Niacor-SR would be positioned within that market; (3) an evaduation of the price a which
the product would be sold; and (4) adetermination of the market share that the product would
obtain given that price and product position in amarket that Sze. (Audibert, Tr. 4124-27).

249. Firg, Audibert evauated the current size of the market and made a projection of
the future growth of that market for a period of ten years. (Audibert, Tr. 4124-25).
Mr. Audibert used IM S data representing the current size of the cholesterol lowering market
worldwide, excluding the U.S., Canada and Mexico (“worldwide Ex-NAFTA”), the territories
in which the license to Niacor-SR was available. (SPX 5). The IMS dataindicated that the size
of the cholesteral lowering market in those territories in 1996 was $4 hillion. (SPX 5).
Mr. Audibert’s handwritten notations on the IMS data reflect his caculation of prior growth in
this market at arate of 10%, 22% and 6% in the previous three years. (SPX 5). Audibert
estimated an average annua growth 15% in 1997, 1998 and 1999, and alower growth rate of
10% thereafter. (SPX 2 at SP 16 000046). Second, Audibert evaluated how Niacor-SR
would be positioned within the cholesterol lowering market, first, as monotherapy and second, in
combination with tatins. (Audibert, Tr. 4125-26; [SPX 231 at SP 002944)]. Third, Audibert
conducted an evauation of the price a which Niacor-SR could be marketed. (Audibert, Tr.
4125-27). In making this determination, Audibert knew that Niacor-SR’s position againgt the
gatins required that he be redistic in terms of pricing for Niacor-SR. (Audibert, Tr. 4126). As
aresult, he concluded that Niacor-SR would best be positioned as an inexpensive dternative to
the statins and he selected a price of just hdf of atorvadtatin, the generic name for Lipitor.
(Audibert, Tr. 4126). Findly, Audibert projected what share of the market Niacor-SR could
obtain at that price and positioning. (Audibert, Tr. 4126-27). Audibert concluded that Niacor-
SR would compete as alow-priced, moderately effective product for the treatment of high
cholesterol. (Audibert, Tr. 4126-27). From his experience in talking with cardiologists and
hedth payersinternationdly, Audibert had learned that many countries with government funded
health systems recognized the need to treet high cholesteral, but smply could not afford to trest
sgnificant portions of the population with the expensive datins. (Audibert, Tr. 4126-27).

250. Having identified the opportunity to position Niacor-SR as an inexpensive
dternative to satins, Audibert still believed that Niacor-SR would only obtain an initid market
share of .75%, rising for just two yearsto 1.5%, and then decreasing thereafter to a 1% share.
(Audibert, Tr. 4127-29; SPX 2 at SP 16 00047).

251. Having estimated the overal sze of the market and amarket share for this

product over aten year period, Audibert used multiplication to determine projected saes.
(Audibert, Tr. 4127). Audibert’ s formal written assessment for Niacor-SR, dated June 17,
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1997, includes tables illugtrating Audibert’ s annud projections of market Sze and market share,
from which he caculated annual dollar sdles. (Audibert, Tr. 4127-29); SPX 2 at SP 16 00046-
47). The sdles projected for each of these years, in millions, were:

Sales 1999 2000 2001 2002 2003 2004 2005 2006 2007

2008

Millions 45 70 114 126 116 127 140 125 136

149

(SPX 2 at SP 16 00046-47).

252.  Onthebasisof his sdes projections, Audibert then prepared a written profit and
lossandysis. (Audibert, Tr. 4138-39; SPX 6). The annua profit and loss calculations were
created by deducting from his sales forecadts, an estimated 10% cost of goods, aswell asthe
cost of sdling and promoting Niacor-SR, which Audibert estimated to peak at $22.8 million in
the third year of sdes. (SPX 6). Because Audibert did not know what roydty rate would be
negotiated, his calculations represented the annual net profit before deducting the royatiesto be
paid to Upsher-Smith. (Audibert, Tr. 4139).

253.  Following hisevduation of the Niacor-SR opportunity, Audibert prepared a
written commercid assessment, aswell as awritten profit and 10ss projection on the basis of the
sales he had projected in his commercia assessment. (SPX 2; SPX 6). Audibert provided a
copy of each of these documentsto Lauda. (Audibert, Tr. 4138-40; Lauda, Tr. 4345-46).

254.  In his assessment, Audibert provided background informetion regarding the
cholesterol lowering market, including the competitor productsin that market. (SPX 2 at SP 16
00040-45). Audibert explained the current state of knowledge regarding niacin as an effective
cholesterol lowering agent, aswell as the difficulties that had hampered prior immediate release
niacins (flushing) and sustained release niacins (association with hepatotoxicity). (SPX 2 a SP
16 00040-45). Audibert detailed the current size of the cholesterol lowering market, recent
growth experienced in that market, and provided an assessment of why the growth of that
market was expected to continue. (SPX 2 at SP 16 00040-45). Audibert identified his
conclusion that a product opportunity existed for Niacor-SR, and on the basis of his conclusions,
he provided a summary of his sales projections for Niacor-SR. (SPX 2 at SP 16 00040-45).
Audibert attached to his assessment two tables which contained his detailed financia projections
of both the future growth of the cholesterol lowering market and his sdes projections for Niacor-
SR in that market. (SPX 2 at SP 16 00046-47). Audibert concluded that Niacor-SR offersa
$100 + million sales opportunity for Schering. (SPX 2, a SP 1600045).

255. Niacor-SR aso offered drategic vaue to Schering in June 1997. Schering was
developing ezetemibe for the cholesterol market, the projected launch of which was till severa
yearsaway. (Audibert, Tr. 4094, 4108-09). Because Schering was planning to launch the
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largest product in company history in amarket in which it had no presence, it was important for
Schering to firg establish a presence in that market in order to build a knowledgegble sdesforce
capable of maximizing the launch of ezetimibe. (Audibert, Tr. 4108-11; Horovitz, Tr. 3622-23,
3659-66; Lauda, Tr. 4348-49; Russo, Tr. 3437-38).

ii. Audibert’s sales projectionsfor Niacor-SR were
congstent with projectionsfor Niaspan

256. In March 1997, Kos proceeded with an Initid Public Offering (“IPO”) on the
basis of projected saes of its primary product, Niaspan. (Patdl, Tr. 7544; Egan, Tr. 7982,
Kerr, Tr. 6982). Around the time of the PO in the spring of 1997, severd market andysts
published projected U.S. sdles for Niaspan reaching between $220 million and $250 miillionin
thethird year of sales. (Levy, Tr. 2072; SPX 226; Kerr, Tr. 6872-73; USX 535 at USL
11514; [Patel, Tr. 7674-75).]

257. InApril 1997, Russo, Schering's senior director of marketing in charge of the
negotiations with Kos prepared a range of forecasts of potential U.S. Niaspan sdles. Russo
forecasted as his * base case scenario 11" what he thought was the most reditic projection of
Niaspan sales in the United States. (Russo, Tr. 3459, 3461-63, 3472; CX 550 at SP 002743,
CX 551 at SP002731). Under this scenario, Russo projected that Schering could achieve
$134 million in sdesin 2002, rising thereafter to $193 million. (Russo, Tr. 3461, 3529; CX 550
at SP 002743).

V. Schering determined that the value of Niacor-SR to
Schering in June 1997 exceeded $60 million

258. Following Audibert’s evauation, Lauda and Audibert met to discuss the written
assessment and profit and loss statement, including the projected sales that Schering could
expect from Niacor-SR, its projected market share, and assumptions underlying those
projections. (Lauda, Tr. 4345-46; SPX 2; SPX 6). Lauda concluded that Schering could
promote Niacor-SR and “eadily garner” the market share that Audibert projected. (Lauda, Tr.
4347-49).

259. Usingthefinancid projections contained in Audibert’s commercia assessment
and the terms of the license agreement, including the roydty payments to Upsher-Smith cdled
for under the agreement, Schering performed its standard ca culation of the economic value for
this transaction which confirmed that Niacor-SR presented an economic vaue to Schering of
between $225 to $265 million, and an internd rate of return of 43%. (SPX 26 a SP 16
00275). None of Complaint Counsdl’ s witnesses chdlenged the vdidity of Schering's
caculation that Audibert’s financia projections for Niacor-SR represented an economic vaue to
Schering of between $225 to $265 million, and areturn on its investment of 43%. (SPX 26 at
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SP 16 00275).

260. Schering’'s expert on pharmaceuticas, Dr. Zola Horovitz, performed his own
“conservative’ caculations and concluded that Schering could have paid as much as $100
million and till obtained a 35% internd rate of return and an economic vaue of $205 million.
(Horovitz, Tr. 3617-18). Upon review of the information he relied upon, Dr. Horovitz testified
that, based on Schering's projections at knowledge in June 1997, the dedl for Niacor-SR would
be a good dedl for Schering and would stand on its own two feet. (Horovitz, Tr. 3787).

261. Having concluded that the Niacor-SR opportunity presented avalue to Schering
in excess of $60 million, Lauda advised Kapur of his conclusion and later provided him a copy
of Audibert’s written assessment and profit and loss projections. (Lauda, Tr. 4349; SPX 2;
SPX 6).

4. Schering' s And Upsher-Smith’s post-deal conduct

a. Schering' sinternal preparations and communications with
Upsher-Smith regarding availability of Niacor-SR data

262.  Shortly after Schering’s Board of Directors approved the Niacor-SR license,
June 24, 1997, (CX 340), Schering began to get the Niacor-SR project organized. On July 2,
1997, Kapur informed Cesan that globa marketing would take responsibility for Niacor-SR,
while Warrick, Schering's subsidiary, would oversee development of the generic products
licensed from Upsher-Smith. (SPX 8). At the same time, Kapur notified Lauda that the
Niacor-SR ded had been approved and that global marketing wasto take thelead in
supervisng Schering' s internationa registration and marketing of Niacor-SR. (SPX 7; Lauda,
Tr. 4350).

263.  Schering aso contacted Upsher-Smith regarding Niacor-SR and other matters
soon after the Schering Board approved the Upsher-Smith license agreement. (SPX 255; SPX
9). On June 30, 1997, Schering's in-house counsd for licensaing, Paul Thompson, sent Upsher-
Smith a draft of amore detailed Amendment Agreement that expanded on such issues asthe
supply and delivery of Niacor-SR and other licensed products. (SPX 255; Kraovec, Tr. 5050-
51). On July 16, 1997, Kapur wrote to Troup regarding Schering's intention to schedule avisit
to ingpect Upsher-Smith' sfacility that manufactured cholestyramine, one of the generic products
Schering had licensed from Upsher-Smith. (SPX 9).

264.  Audibert attempted to arrange, through Mark Halvorsen, Upsher-Smith's
Director of Clinicd and Regulatory Affairs, avigt by someone from Schering's clinical research
group to Upsher-Smith in order to review Upsher-Smith’s data and discuss regulatory filing
strategies. (SPX 241; Audibert, Tr. 4142, 4149-50). On August 21, 1997, Audibert updated

51



Kapur on the Niacor-SR project, explaining that his efforts to arrange this trip to Upsher-Smith
had been unsuccessful because of Upsher-Smith’s ddlays in compiling the relevant clinica data
and regulatory documents. (SPX 11; Audibert, Tr. 4154-55).

265.  Schering continued to communicate with Upsher-Smith regarding its desire to
obtain the Niacor-SR data. (SPX 10; SPX 12). On October 21, 1997, Kapur wrote to
Troup, asking whether the Niacor-SR clinica datathat Schering had expected by mid-October
was available and attempting once again to set up ameseting for Schering to review the
information at Upsher-Smith’s offices. (SPX 12 at SP 05 00014; Audibert, Tr. 4156). A
November 7, 1997 memo from Mr. Kapur to Audibert indicates that Troup had agreed that
Upsher-Smith would send Schering the Niacor-SR registration information in segments o that
Schering would not have to wait until the full 1SSISE (Integrated Summary of Safety and
Integrated Summary of Efficacy) were completed. (SPX 12 a SP 05 00013; Audibert, Tr.
4156).

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

266. After the June 17, 1997 agreements, Troup alerted the various managers of departments
a Upsher-Smith about the specific products being licensed by Schering and the steps to be taken for
each product under the license agreement with Schering. (Troup, Tr. 5481-83). By the end of June,
Upsher-Smith and Schering had begun to negotiate and exchange drafts of afuller Amended Agreement
and aManufacturing Agreement for the products from Upsher-Smith. (USX 732).

267.  Asof the summer of 1997, Upsher-Smith was going forward with its NDA and Upsher-
Smith's primary activity was to complete the find study reports and the ISSYISE. (Havorsen, Tr.
3975). The patient phase of dl four clinical studies had concluded well before June 1997 and Upsher-
Smith wasin the process of compiling the data. (Havorsen, Tr. 3912).

268. Inealy June 1997, condstent with the FDA'’ s agreement in March 1997 that Upsher-
Smith only needed to conduct asingle-dose PK test (Havorsen, Tr. 3940-41; USX 0281). Upsher-
Smith prepared a protocol for such atest and started on it immediately. (Halvorsen, Tr. 3941; SPX
331). To conduct the PK test, Upsher-Smith first had to be sure that it had validated a proper
bioanaytica method for measuring the drug passed in urine. (Havorsen, Tr. 3942-45). Upsher-Smith
hired two contract research organizations (“CROs’) to work separately in competition to develop a
find methods validation. (Halvorsen, Tr. 3942-45; USX 562). Simultaneoudy, Upsher-Smith had them
test the protocol with apilot study using Slo-Niacin so that Upsher-Smith would have samplesto usein
developing the method for testing Niacor-SR. (Halvorsen, Tr. 3942-45).

269.  Upsher-Smith continued throughout the second-haf of 1997 to hold its teleconferences
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with the CROs regarding the study reports, medical narratives and the accompanying medica narratives.
(Halvorsen, Tr. 3975; USX 1146). Between June 20 and December 19, 1997, there were 19 more
such conference cdlls. (USX 1146). Asof July 22, 1997, the god was to file the Niacor-SR NDA
before the end of the year. (Halvorsen, Tr. 3985; USX 1188 at 093578).

270.  During June and July 1997, Upsher-Smith was working on its Niacor-SR package insert
to include with its NDA submission. (Freese, Tr. 4990; USX 308). By July 21, 1997, Upsher-Smith
had developed arevised draft of its package insert. (Freese, Tr. 4990; USX 308). Upsher-Smith's
draft package insert included annotations to over 20 different niacin Sudies regarding the efficacy and
benefits of niacin in the trestment of hypercholesterolemia. (Freese, Tr. 4990; USX 308 at 110477-9).

271. Prior to August 14, 1997, Audibert caled Havorsen regarding Niacor-SR clinica data
in the firgt of severd communications between the two representatives. (Halvorsen, Tr. 3976-77; USX
189). During thet first call, Halvorsen and Audibert discussed the four clinica studies Upsher-Smith had
conducted with Niacor-SR for FDA approva — the two pivotal studies and the two follow-on studies.
(Halvorsen, Tr. 3976-77;, USX 189). On August 14, 1997, Audibert sent Halvorsen afax to arrange a
meeting at Upsher-Smith for the week of September 15. (USX 189).

272.  In Augus 1997, Upsher-Smith was till planning to fileits NDA for gpprova of Niacor-
SR a theend of 1997. (Havorsen, Tr. 3977-78). By telephone call, Halvorsen informed Audibert that
he did not believe that there would be clinica data available until late October, and that what Upsher-
Smith would have at thet time were the fina reports from the individua studies, and not the ISSISE.
(CX 780 at 00236).

273. On Augus, 15, 1997, Upsher-Smith mailed copies of the four protocols --the 115, 221,
837 and 955 clinicd studies--to Audibert. (Halvorsen, Tr. 3979; USX 727). Mr. Audibert then
forwarded thisinformation to Schering' s research ingtitute. (CX 780 at 00236).

274.  On October 27, 1997, a Schering licensing attorney faxed to Upsher-Smith’s CFO, Mr.
Paul Kraovec, a copy of the Amendment Agreement with Schering’s proposed revisons. (SPX 217 at
0013). On November 12, 1997, Kapur’s secretary, responded to Upsher-Smith’s October 31 letter
regarding the need for Schering to execute a broader confidentidity agreement covering the licensed
products, including Pentoxifylline. (USX 218 a 135402).

C. Kos stock plunge preceded Upsher-Smith’sand Schering's
decisions not to pursue Niacor-SR projects

275.  In November 1997, Kos announced its first quarterly results for Niaspan sdesin the
United States, which were considerably below what everyone had expected. (Audibert, Tr. 4156;
Lauda, Tr. 4433; Havorsen, Tr. 3956; Troup, Tr. 5480). Thefirst published figures regarding Niaspan
salesin November 1997 were amgjor disgppointment to investors, and Kos stock price, which had
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peaked around $44 per share, plummeted to $5 per share. (Troup, Tr. 5480).

276.  Within afew weeks after Kos released the sdles information for Niaspan, Upsher-Smith
had pulled back on its ANDA project because in order to successfully go forward with a generic
product, the branded product must attain a certain level of sales. (Havorsen, Tr. 3956, 3964). An
NDA was equdly unpromising, as Niacor-SR was avery smilar product to Niaspan, which failed to
achieve alargefollowing. (Havorsen, Tr. 3964). In December 1997, Upsher-Smith put its Niacor-SR
development project “on hold status, pending evaluation of Kos marketing success.” (SPX 302 at USL
16165).

277.  Although Upsher-Smith decided not to go forward with its NDA for Niacor-SR in the
United States, a December 16, 1997 fax reports that Halvorsen informed the Niacor-SR team that there
was a possihility that the project would proceed in Europe through Schering. (USX 1226; Halvorsen,
Tr. 3987-88). January 15, 1998 meeting minutes indicate that the Niacor-SR project was on hold with
“only minimal activity” to continue in most departments. (CX 962 at USL 13253; Havorsen, Tr. 4051).
Halvorsen tedtified that Upsher-Smith’ s clinical department proceeded “full forward” a that point with
effortsto complete the study reports. (Havorsen, Tr. 4051). The January 15, 1998 meseting minutes
indicate that this continuing work represented “a sgnificant amount of resource hours’ for Upsher-Smith.
(CX 962 at USL 13252, USL 13253; Havorsen, Tr. 4051). Upsher-Smith continued to communicate
with its CROsiin efforts to compile the integrated summary of safety and the draft clinica tablesin
January 1998. (Halvorsen, Tr. 3988-89; USX 1235).

278. Niaspan's performance in the marketplace was relevant to the Niacor-SR project
because it provided ared world opportunity for Schering to test the market. (Audibert, Tr. 4144). By
September 1998, Schering no longer believed that Niacor-SR would do aswdll asit had origindly
predicted. (Lauda, Tr. 4433-34; Audibert, Tr. 4143-44).

279. A subsequent discussion between Audibert, Kapur and Troup regarding Niacor-SR is
summarized in a September 25, 1998 memo from Audibert to Mr. Lauda. (SPX 15). During this
discussion, Troup stated that Upsher-Smith was not going forward with its NDA. (SPX 15; Audibert,
Tr. 4159). Audibert’s memo indicates that this raised some redl issuesin his mind about the potentid
commercid viability of Niacor-SR from his perspective. (SPX 15; Audibert, Tr. 4159). He noted that
“in August 1998, after being in the market one year, Niaspan's new Rx share for the month isonly 1.1
percent” and that, “judging by the response of the investment community, the prognoss of Niaspan is
poor.” (SPX 15). He dso stated that Upsher-Smith’s decison not to pursue its NDA would result in
delay and a greater demand on Schering’ s resources if it proceeded with its European filings. (SPX 15).

280.  On October 6, 1998, Kralovec confirmed in aletter to Kapur that Upsher-Smith had
suspended al research on Niacor-SR. (CX 1111; Kralovec, Tr. 5058-59; Lauda, Tr. 4428-29).
Upsher-Smith cited the poor performance of Kos Niaspan as one factor in its decison (Kralovec, Tr.
5061-62), aswel asthe fact that the FDA had requested that Upsher-Smith conduct an additional PK
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study, which would have delayed Upsher-Smith’'s NDA and resulted in the product coming to market
two or three years behind the launch of Niaspan. (Lauda, Tr. 4429; CX 1111).

281.  Schering abandoned its efforts to bring Niacor-SR to market for severa reasons.
(Audibert, Tr. 4144; Lauda, Tr. 4352-53). The Kos product continued to do poorly in the
marketplace, telling Schering that marketing a sustained release niacin product was going to be more
difficult than anticipated. (Audibert, Tr. 4144-45). Niaspan's poor performance in the United States
had implications for Niacor-SR sdesin Europe. (Audibert, Tr. 4145). The fact that Upsher-Smith had
abandoned its pursuit of the NDA before it was ready to be filed meant that Schering would have to
devote more of its own resources to putting together its international dossier than had origindly been
anticipated. (Audibert, Tr. 4145). Findly, evenif Schering had gone forward with the work to prepare
the dosser, the entry of Niacor-SR in Europe would have been much later than originally anticipated.
(Audibert, Tr. 4145). Asaresult, Schering decided not to pursue Niacor-SR further. (Lauda, Tr.
4407).

d. Upsher-Smith continued clinical work and medical writing wrap up
and continued to communicate with Schering in 1998

282.  Although Upsher-Smith decided in December 1997 to put on hold its plans to obtain
FDA gpprovd for Niacor-SR, this did not affect its clinica work on behaf of Schering. (Halvorsen, Tr.
3989). Upsher-Smith continued in 1998 to findize the dinica study reports and put them in ausable
form for Schering. (Halvorsen, Tr. 3989). During 1998, Upsher-Smith remained in contact with
Schering-Plough regarding the licensed products. (USX 665, SPX 251; CX 1088; CX 1111).

283.  Throughout thefirgt part of 1998, a Upsher-Smith'singruction, its CRO continued to
work on the methods vaidation for the single-dose PK protocol. (Havorsen, Tr. 3943-44; SPX 331).
The CROs working on the reports and medical writing continued their work through March of 1998,
and Upsher-Smith' s research and devel opment team continued to have their regular telephone
conferences to supervise and assist that work. (Havorsen, Tr. 3924-25:4; 3944-45; USX 1230).
Between January 1, 1998 and May 1998, members of Upsher-Smith’s research and development team
participated in a dozen such cals. (USX 1230; USX 1232 at 903845; Halvorsen, Tr. 3988-95).

284. Inameeting in March of 1998 in the office of Upsher-Smith's president Mr. Troup, Dr.
Halvorsen was informed that Schering was not going to seek European gpprova. (Havorsen, Tr.
3924-25).

285. On May 13, 1998, a CRO provided to Upsher-Smith the final draft of the Niacor-SR
92044 follow-on study and the related medica narratives. (USX 1265 at 093775; CX 1019). On
November 4, 1998, Upsher-Smith received from a CRO its 508-page report containing the final
methods validation for the PK test required by the FDA. (Halvorsen, Tr. 3943-44; SPX 333 at
165879). Thetotd cost to Upsher-Smith of performing this fina methods vaidation was $400,000.
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(Havorsen, Tr. 3944). Upsher-Smith was dso spending money on its multiple CROs for their clinicd
work in completing the find study reports, the ISS and the ISE. (Halvorsen, Tr. 3944-45).

286. All totaed, from 1991 through 1998, Upsher-Smith spent $15-16 million on developing
Niacor-SR -- four times as much aone than dl other product development projects, and more than 80
percent of Upsher-Smith’ s total research budget during that period. (Kraovec, Tr. 5010-11;
Halvorsen, Tr. 3902, 3995; Troup, Tr. 5475).

287.  In September 1998, Upsher-Smith’s President and Warrick’ s President, Mr. Kapur,
had a discussion regarding the status of Niacor-SR. (Troup, Tr. 5608; Audibert, Tr. 4158-59; CX
1088 at 006-7). Troup reported that Upsher-Smith was not planning to file its NDA for FDA approval.
(CX 1088; CX 1111 at SP 05 006-7; Troup, Tr. 5610). Mr. Troup explained that Upsher-Smith was
concerned that Kos's Niaspan product had not been successful, even though Kos had invested
considerably more saes and promotion effort in the United States than Upsher-Smith planned. (CX
1088 at SP 05 006-7; Troup, Tr. 5480-81; Audibert, Tr. 4159-60).

288. Based on what he knew at the time, Troup also explained that Niaspan appeared to be
marginally better than Niacor-SR. (CX 1111). Upsher-Smith believed that because Niaspan had
received the results indications for arterioscleross and myocardid infarction and because Niacor-SR
would not get those indications without further expensive and time-consuming clinica tests, Niaspan had
amarket advantage over Niacor-SR. (Kraovec, Tr. 5058-59; Halvorsen, Tr. 3957-60).

289. AsKapur had requested, on October 6, 1998 Paul Kralovec, Upsher-Smith's Chief
Financia Officer, provided Kapur written confirmation of Upsher-Smith’s decision to suspend its efforts
on Niacor-SR. (CX 1111). Inthe letter, which was dso copied to Troup, Kralovec again confirmed
the reasons for Upsher-Smith’ s decision not to proceed with U.S. gpproval. (CX 1111). Heagain
explained that based on Kos's approva, Upsher-Smith would have been two to three years behind the
launch of Niaspan. (CX 1111).

5. Complaint Counsd has not demonstrated that the value of Niacor-SR
and the other pharmaceutical productswas not $60 million

a. Dr. Levy’'scriticism of thetermsof the license fees

290. Dr. Levy did not prove that the terms of the dedl were “grosdy excessve’ because he
performed no quantitative analyss of the value of Niacor-SR. (See Levy, Tr. 2055-64). Dr. Levy
rejected the standard practice of using discounted cash flows to determine the value of a drug such as
Niacor-SR. (Levy, Tr. 2059). Asaresult, Dr. Levy could not provide testimony as to the vaue of
Niacor-SR — he admitted he could not testify whether alicense for Niacor-SR was worth zero, $10
million or $100 million. (Levy, Tr. 2063).
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291. Dr. Levy conceded that he had done no quantitative analysis of Niacor-SR. (Levy, Tr.
2057-59). Dr. Levy rejected using net present vaue (“NPV”) analyssto vaue license opportunities for
late stage pharmaceutical products. (Levy, Tr. 2155). He described conducting NPV andlysisto
determine the vaue of a pharmaceutica drug as " guesswork” because he believed that one * does not
have aclug’ asto what the risk factor is and testified that “nobody is going to rely” on such NPV
cdculaions. (Levy, Tr. 2155-57). Hetedtified that an NPV analysis of alate-stage pharmaceutical
product that was not on the market was “GIGO,” which he explained meant “ Garbage in, garbage out.”

(Levy, Tr. 2157).

292.  Other witnesses who tedtified in relation to NPV analysis confirmed its utility in valuing
licenses, including Complaint Counsdl’s own witnesses. Dr. Max Bazerman, Complaint Counsd’s
expert witness, tedtified that in his 15 years of meetings with pharmaceutical executives, none have ever
expressed the view that “discounted cash flows are junk or garbage or worthless or words to that
effect.” (Bazerman, Tr. 8555). Complaint Counsel’s expert Professor Bresnahan confirmed that NPV
determinations are used to vaue a stream of payments and that NPV andlysis is a common concept in
economics and finance. (Bresnahan, Tr. 662). Upsher-Smith's expert Dr. William Kerr testified that
NPV andyssis“the most common method for vauing intellectua property.” (Kerr, Tr. 6277-78).
Schering’s expert Dr. ZolaHorovitz explained that the purpose of anet present vaue andysis caculation
Isto determine what a project will return asfar as profits and cash flow to acompany. (Horovitz, Tr.
3615). Horovitz tedtified that he conducted an NPV analysis based on the information Upsher-Smith
provided to Schering and concluded that Schering could have paid up to $100 million for the Niacor-SR
license. (Horovitz, Tr. 3612-13).

293. Not only did Dr. Levy not perform afinancia evauation of Niacor-SR, he did not do a
financid evduation of any of the five other products licensed to Schering. (Levy, Tr. 2059). Dr. Levy
admitted that he did not know as to each of the five other products licensed under the June 17
Agreement whether each product was worth zero, $10 million or $100 million. (Levy, Tr. 2062-63).
Dr. Bresnahan concedes that each of these 5 other products had value for Schering. (Bresnahan, Tr.
951, 953, 956).

294. Dr. Levy admitted that he dso did not do any vauation andys's on the production or
supply rights for the six licensed products that Upsher-Smith granted to Schering in Paragraphs 7-10 of
the license agreement. (Levy, Tr. 2059-63). In fact, Dr. Levy was unaware that Schering had received
any production rights from Upsher-Smith under the agreement. (Levy, Tr. 2059-60).

295.  Dr. Ker, Upsher-Smith's vauation expert, performed a val uation of the drugs licensed
in the June 17 Agreement other than Niacor-SR and determined that they were worth $10.1 million as
of June 1997. (Kerr, Tr. 6300-02).

296. Ingtead of offering an opinion on the vaue of the license fees, Dr. Levy tedtified only that
the fees were “grosdy excessve” This conclusion was based in part on his belief that the $60 million
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up-front payment was larger than any previous license fee in the history of the pharmaceutica indudtry.
(Levy, Tr. 1329-30). A comparison of the payment terms of various dedl's requires more than an
isolated congderation of the up-front license fees. In performing his up-front-payments-only andyss,
Dr. Levy ignored provisions relating to how the parties agreed to split future revenues generated from
the product and ignored Schering's congderation of its costs to bring the product to market. (Levy, Tr.
1337, [Tr. 1464-66]; CX 1604).

297. | redacted
redacted ] (Lewy, Tr.1329; SPX 92 at SP
00195). [ redacted
redacted
redacted ] (Lewy, Tr.
1329). [ redacted

redacted
redacted ] [(Lauda, Tr. 4595; CX 1402 at SP 074847)], [ redacted
redacted ] [(CX 1468 at SP 074431-32)],[ redacted

redacted ] [(CX 1468 at SP 074433)].[ redacted
redacted ] [(Lauda, Tr. 4450-51)], [ redacted
redacted ] [(CX 1397 at SP 06958)]. [
redacted

]

298. Asnoted by Mr. James Egan, Complaint Counsd’s rebuttal witness from Searle

Pharmaceuticds, thereisrisk involved in making alarge up-front payment (Egan, Tr. 7983). [
redacted
redacted
redacted
redacted ] [(CX 1338 at SPCID2 1D 12723)]. [ redacted
redacted ] [(Lauda, Tr. 4512-13)], [ redacted
redacted redacted

]. [(Lauda, Tr. 4599-4601)].

299. Inevauating alicensng opportunity, Schering anadyzes the tota investment required to
bring a product “to a state of regigtration,” which includes (1) research and development expenditures
required to bring a product to the gpprovable stage; and (2) payments that are contingent upon pre-
gpprova events, such as successful completion of phase Il studies. (Lauda, Tr. 4365-66). With the
results of the Phase [11 clinicd trids dready in Schering's hands, Niacor-SR was much further dong in
development than most of the other Schering dedls andlyzed by Dr. Levy. [(Levy, Tr. 1464-65)]; CX
1604; [(Lauda, Tr. 4405, 4468)]; SPX 2267; Horovitz, Tr. 3766). [ redacted

redacted redacted
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redacted ] [(Lauda,
Tr. 4465-68)];(SPX 2264).

300. Schering dso regularly considers economic vaue when consdering an in-licensing
opportunity. (Lauda, Tr. 4361-63). The economic vaue is the estimated economic return Schering
expectsto redlize on aproject. (Lauda, Tr. 4362). [ redacted

redacted
redacted ] [(Lauda, Tr. 4450-51)],[  redacted
redacted
redacted ] [(Lauda, Tr. 4479, 4481, 4483);
CX 1397, [ redacted
redacted ] [(Lauda, Tr. 4478-79)]. redacted
redacted
redacted
redacted ]. [(CX 1397 at SP 06958)] (SPX 92 at SP 00195). [(Lauda,
Tr. 4481-83)]; (19 Tr. 4479-83; CX 1397 at SP 069948).

i Dr. Levy'scriticism of Schering’ sdue diligence

301. Dr. Levy tedtified that, in his opinion, the level of due diligence performed by Schering
for Niacor-SR was “ srikingly superficid.” (Levy, Tr. 1341-42; CX 1597). In explaining how he
reached this conclusion, Dr. Levy tedtified that he had put himself in Schering's position in June 1997 to
“try to ascertain what | might have done had | seen what they saw.” (Levy, Tr. 1342).

302.  Insupport of histestimony that the due diligence performed for Niacor-SR was
“grikingly superficid,” Dr. Levy compared the volume of due diligence for Niacor-SR to the volume of
due diligence from two other Schering evauations. [(Levy, Tr. 1376-78, 1492, 1516, 1886-87)]. In
selecting histwo yardsticks, Dr. Levy concedes that he smply sdlected these comparators from a“list,”
and that he did not review “in toto” al 33 license evauations for which Schering produced documents to
Complaint Counsd. [(Levy, Tr. 1377, 1524)].

303. Asddefrom hisgenerd criticism of the volume of due diligence performed for Niacor-
SR, Dr. Levy identified two specific agpects of due diligence that he believes should have raised
concerns for Schering: (1) dietary supplement forms of sustained release niacin had been associated
with liver toxicity; and (2) the FDA had requested that Upsher-Smith perform an additiona 17-day,
single-dose pharmacokinetic (“PK”) study in 30 patients. (Levy, Tr. 1317, 1388; Halvorsen, Tr. 4001-
03; SPX 0331). However, the liver toxicity issue had dready been specificaly evauated by Schering.
(Audibert, Tr. 4119-22). Also, Dr. Levy described the requirement of a PK study asfollows. “Doing a
pharmacokinetic study in Schering-Plough islike fdling off alog. | mean they do them routindy.”
(Levy, Tr. 1388). Laudatedtified that the PK study was, at best, a very minor issue that would not even
have “caused ablip ontheradar.” (Lauda, Tr. 4516-17, 4421). Moreover, at the time of the license
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agreement for Niacor-SR, Upsher-Smith had aready built the PK study into the December 1997 NDA
filing timetable upon which Schering relied. (Horovitz, Tr. 3728, 3793-94).

304. Theamount of due diligence that Schering performsin evauating alicenang opportunity
depends on the nature of the opportunity. (Russo, Tr. 3432-33; [Lauda, Tr. 4574 ]). Schering does
not use any standard gpproach in evauating alicenang opportunity. (Russo, Tr. 3432-33). Generdly,
the higher the risk involved with a particular product, the more involved Schering's review process will
be. (Russo, Tr. 3432-33).

305.  Unlike other products Schering has evaluated, Niacor-SR was a very straightforward
product in a market with which Schering was intimately familiar. [(Lauda, Tr. 4599-4601)]; Audibert,
Tr. 4093-98, [4299-4304], 4137). Niacor-SR was alate stage Phase 111 product, and Schering was
able to conduct its evauation on the basis of the results of the Phase [11 pivotd trids. (Audibert, Tr.
4113-14; [Lauda, Tr. 4599-4600]; Horovitz, Tr. 3682, 3717; CX 1042). Niacor-SR’sactive
ingredient, niacin, is an old and well-known compound with an established product profile. (Audibert,
Tr. 4137-38; [Lauda, Tr. 4599-4600]; Horovitz, Tr. 3681). Niacor-SR had “proof of principle’ in that
niacin has long been known to be effective in the trestment of high cholesterol, the exact indication
targeted for Niacor-SR. (Audibert, Tr. 4116-17; [Lauda, Tr. 4599-4600]. In fact, asaresult of
niacin’s known efficacy profile, the FDA had advised Upsher-Smith during the development of Niacor-
SR that “there is no question that niacin is effective,” and that “efficacy was consdered amost a non-
Issue.” (CX 1376 a Upsher-Smith FTC 127098; CX 1371). On the basis of these consderations, Dr.
Horovitz testified that in evaluating a drug like Niacor-SR, he would expect that a knowledgeable person
could perform the requisite due diligence more quickly than would be the case with other licensing
evauations. (Horovitz, Tr. 3682).

306. Audibert was dready familiar with cholesterol lowering drugs—including niacin—asa
result of his detailed evauation of the cholesterol lowering market as part of hiswork on Schering’s
blockbuster pipeline drug, ezetimibe. (Audibert, Tr. 4095-4100). Niacor-SR was a known drug
reformulated using sustained release technology to overcome a known side effect, amethod of
development with which Audibert had gained substantia expertise throughout his career. (Audibert, Tr.
4082-89; Horovitz, Tr. 3679-80). Audibert knew from his evauation of Kos Niaspan just months
earlier that the FDA was on the verge of approving another sustained release niacin, and the results of
the pivotd trids for Niacor-SR confirmed that Upsher-Smith had similarly succeeded in developing a
safe and effective sustained release niacin. (Audibert, Tr. 2453-54 (Audibert Dep.); [Lauda, Tr. 4512-
13]; Horovitz, Tr. 3679-80).

307. Based on Audibert’s evauation of Niacor-SR, Schering did not believe that additional
due diligence was required. [(Lauda, Tr. 4516]; Audibert, Tr. 4137).

308. Dr. Levy was unfamiliar with the Nationa Cholesterol Education Program (“NCEP”),
which sets the nationdly accepted guiddines for cholesterol lowering in the United States and which

60



were relied on throughout the Kos and Upsher-Smith niacin research documents and studies. (Levy, Tr.
8404-05). Dr. Levy dso demondrated his unfamiliarity with the leading studies rdating to niacin.
(Levy, Tr. 8401-03, 8406).

309. Dr. Levy was migtaken in both his expert report and histria testimony asto the type of
PK study Upsher-Smith needed to complete to get its NDA for Niacor-SR approved — he was under
the mismpression that a multiple dose PK study was required. In fact, by March 1997 the FDA had
confirmed that Upsher-Smith only had to perform a single-dose PK study. (Levy, Tr. 2182-83; CX
917 at 107426; USX 281).

310. Dr. Levy admitted that he had not seen (and therefore had not considered) the 200-plus
page final methods validation report for the Niacor-SR PK test that the CRO had been developing
between summer 1997 and fal of 1998. (Levy, Tr. 2131; SPX 333 (methods vaidation report);
Havorsen, Tr. 3943-45 (describing MDS Harris work on report); USX 556 (December product
update cited by Levy gtaing “MDS Harriswill complete work through method vaidation”)).

311. Atthetime hetedtified, Dr. Levy bdieved Upsher-Smith had only conducted the two
Phase |11 pivotd dinica studies and was unaware that Upsher-Smith had also conducted the two longer
term follow-on Phase |11 studies, the 900837 and the 920944 studies. (Levy, Tr. 2079-80).

312.  When asked whether he took into account any follow-on studies, Dr. Levy indicated he
had focused on the materias provided to Schering and believed he knew what Schering knew at the
time about the tatus of Upsher-Smith’sclinica studies. (Levy, Tr. 2079-80). However, dl four dinica
studies are referenced in the confidential presentation Upsher-Smith provided to Schering -- including
the two follow-on studies -- and the presentation indicated that Upsher-Smith had completed or was
completing the find study reportsfor al four. (CX 1042 at 0079). Dr. Levy conceded on cross-
examination that al four reports were referenced in the materials Schering received. (Levy, Tr. 1830
31).

313. Inhisexpert report, Dr. Levy stated that the elevated liver enzyme levels indicated in the
package Schering received from Upsher-Smith “would have mandated a detailed examination of the
effects of Niacor-SR on the liver prior to any consideration of in-licensng the drug. Such detailed
examination, in my opinion, would have included at least: Examination of liver biopsesin patients trested
with Niacor-SR . .." (Levy, Tr. 1785-99). A liver biopsy is performed by inserting through the skin of
the subject a saven-inch hollow needle, gpproximately 18-gauge, with a bore on the point that fills the
bore of the needle. (Levy, Tr. 1785-99). The needleis pushed through into the liver, a chunk of the
liver is removed using suction, and then the needleisremoved. (Levy, Tr. 1795-96).

314. To perform such liver biopsies, Upsher-Smith would have been required to track down

patients who had completed the study years earlier and re-dose those patients in an attempt to replicate
those devations, and then perform asurgica procedure to remove a piece of the patients' liversto
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determine whether that re-dosing had caused liver damage. (Levy, Tr. 1786-87, 1796-97). Dr. Levy
testified at his deposition that it would have been “quite reasonable’ for Schering to ask Upsher-Smith to
dothis. (Levy, Tr. 1786-87). During cross-examination, however, Dr. Levy admitted that he “probably
overstated” the opinion expressed in his expert report and deposition testimony regarding the
requirement of liver biopsies. (Levy, Tr. 1790, 1793, 1798-99). Dr. Horovitz explained his experience
with the dlinica tridsfor one of the Satins where a Japanese company had inquired about the possibility
of taking liver biopsies of patients during the clinicd trids, and the FDA considered that request
“ridiculous.” (Horovitz, Tr. 3708).

ii. Dr. Levy'scriticism of the post deal conduct

315. Dr. Levy tedified that his opinion that the “$60 million was not for Niacor-SR” restsin
part on the fact that after the June 17, 1997 licensing transaction neither party showed any serious
interest in marketing Niacor-SR. (Levy, Tr. 1822-23). In hisreport, Dr. Levy wrote that there were
amost no communications between Schering and Upsher-Smith after the execution of the agreement.
(Levy, Tr. 2079-80).

316. Levy'sconclusonin hisreport and testimony that there were dmost no communications
between Schering and Upsher-Smith following the June 17, 1997 Agreement is contrary to the record
evidence. (Levy, Tr. 2079-80). There were no fewer than 2 meetings and 21 other documented
communications between Schering and Upsher-Smith in 1997 after Upsher-Smith and Schering's
licensing agreement and the record indicates it is likely there were other undocumented telephone calls.
The communications continued into 1998. (F. 262-65).

317. Dr. Levy admitted that in reaching his opinion regarding Upsher-Smith’'s post-June 1997
efforts on Niacor-SR, he had not reviewed any of the more-than 80 minutes and agendas documenting
the more-than 40 tel econferences Upsher-Smith had held with the CROs between June of 1997 and
May of 1998 contained in USX 1178 through USX 1266. (Levy, Tr. 2099-2102, 2127). Those
minutes detall the ongoing work being done by Upsher-Smith and the CROs to findize the individud
study reports, to compile the ISS/ISE and to wrap up the project. (Levy, Tr. 2099-2102, 2127).
Those ClinTrids teleconference minutes and agenda memoridize that in December of 1997, Upsher-
Smith had informed ClinTrids that Upsher-Smith was not going forward with filing the NDA, but that its
European partner (Schering) might be proceeding. (USX 1259 at 093868; USX 1260 at 093790).

318. Basad on the mistaken belief that Upsher-Smith had stopped its clinical work on
Niacor-SR, Dr. Levy tedtified it was his belief that the Upsher-Smith went amost ayear without telling
Schering that Upsher-Smith had decided not to pursue its U.S. submission -- adecision Dr. Levy found
“inconceivable” (Levy, Tr. 1394). Dr. Levy admitted, however, that he had been unaware of the
ClinTrias documents indicating not only that Upsher-Smith had continued the clinical work into May of
1998, but that Upsher-Smith understood in March of 1998 that Schering was not going forward with its
European submission. (Levy, Tr. 2099-2102, 2127; USX 1259 at 093868; USX 1260 at 093790).
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b. Professor Bresnahan

319. Complaint Counsd offered the testimony of Professor Timothy Bresnahan, Professor of
Economics. Bresnahan did not perform an economic vauation of any of the drugs licensed from
Upsher-Smith to Schering. (Bresnahan, Tr. 950-57). He did not do a vauation andysis of Niacor-SR,
pentoxifylline, Prevalite, the Klor Con products, or the supply agreement. (Bresnahan, Tr. 950-57).
Professor Bresnahan aso did not challenge the Niacor-SR sales projections, estimated cost of goods
sold, net profit, or the economic value of $225 - 265 million presented to Schering’s Board of Directors.
(Bresnahan, Tr. 975-78). Instead, Bresnahan utilized a“reveded preference” test and a market test to
opine on the value of Niacor-SR. (F. 320-22).

I The*revealed preference’ test

320. Professor Bresnahan applied the “reveded preference’ test to opine that the $60 million
payment was not for the Niacor license. Professor Bresnahan's opinion was that Schering’s decision
not to pay Kos for the right to co-market Niaspan revealed that Schering would not pay $60 million for
alicense for any sustained-release niacin product. (Bresnahan, Tr. 582, 596-98; CX 1578).

321. Schering’s decision to discontinue discussions with Kos with respect to a potentid co-
marketing arrangement was made for reasons that did not gpply to its license transaction with Upsher-
Smith. Firgt, Schering was to recelve at most half the profits from sales of Niaspan. As Professor
Bresnahan conceded, this meant that the projected NPV of Schering'sinterest in Niaspan profits was
$127 million. (Bresnahan, Tr. 1115-16; CX 558; Russo, Tr. 3529-30). On the other hand, Schering
wasto receive dl of the Niacor-SR sdes after deducting asmall royadty. (Levy, Tr. 1329; SPX 92 at
SP 00195). As Professor Bresnahan conceded, the projected NPV of Schering’sinterest in the
Niacor-SR sales was $225-$265 million. (Bresnahan, Tr. 1117; [Lauda, Tr. 4478-79]; SPX 26 at SP
16 00275). Second, Kos demands from a co-promotion arrangement were high. Kosinssted that
under any arrangement Schering would have to guarantee a significant number of primary detals for
Niaspan. (Patdl, Tr. 7531, 7554; CX 769). Kos also wanted guarantees with respect to the level of
sdescdl activity. (Russo, Tr. 3451). Third, Koswanted to retain most of the control over how the
product was marketed. (Bresnahan, Tr. 1112). Fourth, Kosinssted on booking sales or making
Schering pay money in order to book sdles. (Patdl, Tr. 7556). And fifth, the Kaos people were proving
to be very difficult to work with. (Bresnahan, Tr. 1122).

322. Thesubgantid, reliable evidence presented by Schering demondrates legitimate,
credible reasons for Schering's preference of alicensing deal with Upsher-Smith over a co-marketing
arrangement with Kos. (F. 217-19). This evidence refutes the conclusion Professor Bresnahan reached
using his*“reveded preference” test. (F. 320-21).

ii. The market test
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323. Professor Bresnahan testified that he applied a“ market test” to prove that the $60
million was a payment for delay, and not for Niacor-SR. Professor Bresnahan's theory was that
because no other company had made Upsher-Smith an offer that included a substantia non-contingent
payment for the licenses, the “market test of the $60 million payment isfailed.” (Bresnahan, Tr. 601-
02). Bresnahan's conclusion that the Niacor-SR license was not worth $60 million was based on his
goplication of this“market test.”

324. Professor Bresnahan had never before applied this market test in the context of
pharmaceutica licensing, and he did not understand, when he gpplied it, how Schering normally goes
about deciding what to pay for alicense. (Bresnahan, Tr. 1125). When applying his market te<t,
Professor Bresnahan did not know whether Schering customarily knew or cared what other companies
were bidding for aproduct. Lauda explained, thereis never a“market price’ for alicensing opportunity.
Schering generally does not know what other companies are bidding, and Schering’ s determination of
how large abid to make is driven by the company’s own interna assessments. (Lauda, Tr. 4374-75).
Complaint Counsdl’s rebuttal witness, Egan, (Searle) tetified that one company may vaue alicensing
opportunity differently from another. (Egan, Tr. 7964). These differencesin vduation are atributable to
varying subjective criteria. (Egan, Tr. 7964).

325. During the 30 days preceding Schering's license of Niacor-SR, Upsher-Smith had
recelved expressions of interest from a number of European companies. (Havorsen, Tr. 3970-73). At
the conclusions of the June meetingsin Europe, those companies indicated that they would review
Niacor-SR and contact Upsher-Smith, but not within the following month. (Halvorsen, Tr. 3974).

326. The subgtantid, reliable evidence presented by Schering demonstrates the factors
Schering considered in valuing the Niacor-SR licence. (F. 243-57). The evidence presented by
Schering that Niacor-SR was worth $60 million to Schering in June 1997 refutes the conclusion
Professor Bresnahan reached using his market test.

H. ESI’sMicro-K20 and Patent Litigation
1. ESI’s ANDA and theinitiation of patent litigation
327. 1n 1995, ES Lederle, Incorporated (“ESI”), adivison of American Home Products
(“AHP’) sought approvd from the FDA to market Micro-K 20, a generic version of Schering's
sustained release potassium chloride tablet, K-Dur 20. (SPX 678; Miller, Tr. 3320). On December
22, 1995, ESl submitted an ANDA to the FDA that referenced K-Dur 20 and contained a Paragraph
IV certification to Schering’'s ‘ 743 patent. (Schering Answer §51; AHP Answer 1 51).

328. On December 29, 1995, ESl notified Schering of its Paragraph IV certification
containing data from a bioequivaent study demonstrating Micro-K 20's bioequivaency to Schering's
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K-Dur 20 tablets. (CX 419 a SP 06 00052; Schering Answer 151). The notification letter Sated that
the * 743 patent would not be infringed by the AHP generic product sinceit “[did] not contain potassum
chloride crystd's coated with a mixture of ethylcdlulose and hydropropylcdlulose or with a mixture of
ethylcellulose and polyethylene glycol, as disclosed and clamed in U.S. Patent 4,863,743.” (CX 419 a
SP 06 00052; SPX 678 at 1).

329. On February 16, 1996, within 45 days of receiving this letter, Schering's Key
Pharmaceuticals divison sued ES for “willful and ddliberate’ infringement of the * 743 patent, as
contemplated under 21 U.S.C. 8 355())(5)(B)(iii). (Miller, Tr. 3319-20). Schering sought an injunction
inthe U.S. Didtrict Court for the Eastern Didtrict of Pennsylvaniathat would have prevented ES| from
marketing its generic verson of K-Dur 20 for the remaining life of the ‘743 patent. (Miller, Tr. 3319
21; SPX 679).

330. ES filed an answer and counterclaim for a declaratory judgment, aleging non-
infringement and invalidity of the * 743 patent. (SPX 680).

331. No evidence or testimony was offered to show that Schering’ sfiling of the patent
litigation againgt ESl was not initiated for the legitimate purpose of defending its patent.

2. Settlement Negotiations

332. The patiesfirg began discussing a possible settlement of the casein October 1996.
(Herman, Tr. 2487). At a datus conference, the presiding judge, Judge DuBois, suggested that the
parties participate in amediation sesson with aU.S. magistrate judge. (Herman, Tr. 2487). On
October 16, 1996, both Key and ESI agreed to participate in mediation. (Herman, Tr. 2495; SPX 73).
The magidtrate judge appointed to participate in the mediation was Judge Rueter. (Herman, Tr. 2486).
The mediation process with Judge Rueter ultimately lasted approximatdy 15 months. (Herman, Tr.
2486).

333.  Throughout the course of the litigation between Schering and ESI, Judge DuBois made it
clear that he wanted the parties to settle the case. (SPX 1222 at 53:13-25 (Alaburdal.H.)). Judge
DuBois brought up settlement every time he talked to the parties, usualy asthe first order of business.
(SPX 1222 at 73:3-16 (Alaburdal.H.)).

334. The paties participated in a settlement conference on November 19, 1996 in Judge
Rueter’s chambers. (Herman, Tr. 2497; SPX 77).

335.  On December 10, 1996, Schering proposed to ESI that they enter into a co-promotion
venture in which Schering and ES would jointly fund and manage a third-party workforce in marketing
K-Dur 20. (Herman, Tr. 2503-04; CX 1482 at 67 (Alaburdal.H.); CX 1494 a 101 (Driscoll I.H.);
SPX 76).
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336. ES rgected the proposa on February 20, 1997, stating that, as a generic manufacturer,
ESl did not have a sdes and detail force capable of salling and marketing K-Dur 20. (Herman, Tr.
2504; CX 1482 at 70 (Alaburdal.H.); CX 1492 at 56 (Dey |.H.); CX 457).

337. Eight days later, on February 28, 1997, another mediation session took place in Judge
Rueter’ s chambers. (Herman, Tr. 2504; SPX 1202).

338. Fallowing the February 1997 mediation session, the parties continued to discuss
settlement proposas. On March 12, 1997, Judge DuBois sent a letter to counsd stating that he
understood from Judge Rueter that settlement negotiations were continuing, and expressing his hope that
the parties would settle. (Herman, Tr. 2513; SPX 1198).

339. OnMarch 19, 1997, Mr. Paul Hdler, ESI’s outside counsdl, wrote Mr. Anthony
Herman, Schering's outsde counsel, aletter sating that he had been advised that Schering’ s copromote
proposa “raises consderable antitrust risks.” (Herman, Tr. 2513; CX 458). The letter noted, again,
that ESl was amenable to an arrangement whereby Schering would pay ESI and ESI would receive a
license to enter the market in the future. (Hoffman, Tr. 2659-60; CX 458). Schering explained to ESI
that this proposal was unacceptable. (Hoffman, Tr. 2631-32).

340. On April 18, 1997, Herman sent aletter to Judge Rueter on behdf of both Schering and
ESl reporting on the state of the settlement efforts as being at “a standdtill.” (Herman, Tr. 2514; CX
459; CX 1492 at 129 (Dey I.H.)).

341. On Augus 20, 1997, Judge Rueter held athird mediation sesson in his chambers.
(Herman, Tr. 2515; SPX 552).

342. Following the August 20, 1997 mediation session, on September 24, 1997, Heller sent
aletter to Herman. (Herman, Tr. 2519; SPX 94). That letter projected the amount of profits that ES
believed it would earn if it were to win the case. (Herman, Tr. 2519; SPX 94, at SP 13 00004). ESI
projected that, with the smultaneous launch of three generic versons of K-Dur 20, ES’ s generic would
earn over $15 million in sdlesin the first year on the market. (SPX 94, at SP 13 00004). ES projected
that its generic verson of K-Dur 20 would earn over $25 million in sdesin its second year on the
market, over $28 million in itsthird year on the market, over $24 million in its fourth year on the market,
and over $23 million initsfifth year on the market. (SPX 94, a SP 13 00004).

343.  Schering was willing to discuss other opportunities that were mutualy beneficid to the
parties gpart from an outright payment to ESI. (Kapur, Tr. 1431; SPX 1242 at 125-27 (Kapur Dep.)).
Mr. Martin Driscoll, then Vice Presdent of Marketing and Sales for Key, discussed severd such
opportunitieswith ESI, including co-marketing Schering’s products. (CX 1510 at 140 (Kapur 1.H.);
Kapur, Tr. 1431).
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344. On October 14, 1997, Dr. Michael Dey, CEO of ESI, wrote aletter to Kapur, the head
of Schering's generic divison, to discuss aproposd for ES to license severd products to Warrick for
overseas sde. (Herman, Tr. 2519; CX 465; CX 1482 at 121-24 (Alaburda (1.H.)). Those two
products were endapril and buspirone. (Herman, Tr. 2519-20; CX 1482 at 122-23 (Alaburdal.H.);
SPX 1242 at 125-27 (Kapur Dep.)).

345. The next mediation session occurred on October 27, 1997 in Judge Rueter’ s chambers.
(Herman, Tr. 2520). No settlement between the parties was reached that sesson. (Hoffman, Tr. 2618;
Herman, Tr. 2520).

346. Another settlement conference was scheduled for November 17, 1997. (CX 468). On
November 12, 1997, Herman sent Judge Rueter aletter expressing Schering's position that it would be
awade of the Court’s and the parties time to proceed with the scheduled settlement conference.
(Herman, Tr. 2521; CX 468). At that point, ES had told Schering that it was no longer interested in a
co-promotion arrangement. (Herman, Tr. 2522; CX 468). Thiswas the lagt time the copromote
concept wasraised. (Herman, Tr. 2522). The letter informed Judge Rueter that ESI had stated it was
unwilling to agree to Schering’ s copromote proposal because of antitrust concerns. (Herman, Tr. 2522,
CX 468). ES responded that although ESl was not interested in a co-promote, the parties were
considering separate licensing opportunities. (SPX 1195).

347. Herman'sletter dso addressed Schering's concerns that ESl lacked a potentidly
marketable product, informing Judge Rueter that Schering was unwilling to make another settlement offer
until ESI demondrated that it has a bona fide 20 milliequivalent potassium chloride product thet, but for
the lawsuit, would receive FDA approvd. (Herman, Tr. 2522; CX 468).

348. The proposed November 17, 1997 settlement conference was postponed. (Herman,
Tr. 2521).

349. ES then provided Schering with information related to the current FDA gpprova satus
of ESI’s proposed generic version of K-Dur. (Herman, Tr. 2523; SPX 82). On December 15, 1997,
Mr. Herman summarized thisinformation in aletter to ES’s counsd. Mr. Herman's December 15,
1997 summary noted the difficulties ESl had up to that point in trying to obtain FDA approvd for its
proposed generic version of K-Dur 20. The main problem ESl had involved a study included in the
ANDA designed to demondtrate ESI’ s proposed generic was bioequivaent to K-Dur 20. (CX 469;
Herman, Tr. 2523). The bioequivalence study had been performed in 1989. (CX 469; Herman, Tr.
2523-24). The FDA found five different deficiencies with regard to the study. (CX 469; Herman, Tr.
2523-24). ESl did not respond to the FDA regarding the deficiencies until May 14, 1997. (CX 469;
Herman, Tr. 2524). On August 6, 1997, FDA rejected ESI’ s response to the five deficienciesin ESI’s
bioequivaence study. (CX 469; Herman, Tr. 2524). ESI began a new bioequivaence study on
December 8, 1997, aweek before the December 15, 1997 summary. (CX 469; Herman, Tr. 2524).
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350. Two dayslater, in a December 17, 1997 letter from Schering to ESI, Schering
proposed to settle the lawsuit by providing ES with alicense to market ESl’ s proposed generic verson
of K-Dur, effective December 31, 2003. (Hoffman, Tr. 2638-39; Herman, Tr. 2525; CX 470).

351. The December 17, 1997 letter stated:
We propose to settle the case based on the following:

D Schering shdl grant ESl aroyaty-free license under the * 743 patent to make,
use, offer for sdle and sl itsMicro-K 20 potassum chloride product in the
United States effective December 31, 2003. Until that date, ESl shall not
make, use, offer for sdle or sdll its micro-K product.

2 ES will acknowledge infringement and vdidity of the ‘ 743 patent in a consent
judgment.

(CX 470; Herman, Tr. 2525-26).
352. Inthe same December 17, 1997 letter, Schering also proposed that:

As an additiond matter, ESl shdl grant Schering, including its
designee, exclusive licenses for buspirone, endapril, and three
other products under development by ESI to be mutualy
agreed upon by the parties. . .. In exchange for the licenses
described in the unnumbered paragraph above, Schering shal
pay ES an up-front payment of $5 million and a5 percent
royaty on annua sdesfor ten years post-approval.

(CX 470; Herman, Tr. 2526).

353. ES responded to Schering’ s offer on December 22, 1997, accepting the December
31, 2003 entry date:

The generd structure of your December 17 proposdl is acceptable with
the following modifications. The effective date of the license under the
743 patent should be December 31, 2003, or whenever agenericis
placed on the market, whichever occurs earlier. . . . ESl will be ableto
market in the United States if the * 743 Patent is invaidated or rendered
unenforceable by another party.
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(CX 473; Herman, Tr. 2527; Hoffman, Tr. 2639). ESl aso agreed to acknowledge vaidity and
enforceability of the ‘ 743 patent, but would not acknowledge that its product infringed. (Herman, Tr.
2528; CX 473).

354. Thedate of December 31, 2003 referred to in the letters differs from the date for ESI’s
product entry in the final agreement by one day. (Herman, Tr. 2525; CX 470; CX 473; CX 479). In
the find agreement, the date agreed upon for ESI’ s product entry was January 1, 2004. (Herman, Tr.
2525; CX 479).

355. ESl dso agreed, in its December 22, 1997 |etter, to grant licenses to Schering for
buspirone, enalapril, and three other products to be agreed upon. (Herman, Tr. 2528; CX 473; CX
1509 at 70 (Hoffman Dep.)). ES countered with an initid $5 million payment, to be followed by further
payments upon the FDA' s issuance of an gpprova letter for ESI’s ANDA and theregfter for atotd of
$55 million on an agreed-upon time schedule. (Hoffman, Tr. 2528; CX 473). This represents a $50
million difference from Schering’s offer. (Herman, Tr. 2528; CX 470; CX 473). ESl dso proposed a
roydty rate of 50 percent of gross profit for the licenses to Schering, as opposed to Schering's proposal
of 5 percent of annual sales. (Herman, Tr. 2528-29; CX 473; CX 470).

3. Settlement agreement in principle

356. Between the time of the December 22, 1997 correspondence and January 23, 1998,
the date Schering and ESl reached an agreement in principle, Schering and ESl had agreed on a January
1, 2004 date of entry for ESI. (Hoffman, Tr. 2640, 2619-20, 2638; CX 1509 at 70 (Hoffman Dep.);
Herman, Tr. 2532-33). Schering told ESI that January 1, 2004 was as far as Schering would go. (CX
1482 at 99-100 (Alaburdal.H.); SPX 1222 at 101 (Alaburdal.H.); CX 1492 at 136-37 (Dey |.H.)).
Schering made it very clear to ESI that “that wasit. That wasasfar asthey would go, and there
wouldn’t be any further negotiating on that point.” (CX 1482 at 99-100 (Alaburdal.H.); SPX 1222 at
101 (Alaburdal.H.)).

357. Thefind mediation sessons occurred on January 22 and 23, 1998, in conjunction with a
Markman hearing held on January 21 and 22, 1998. (Herman, Tr. 2529). A Markman hearingisa
hearing a which evidence is taken and argument is heard o that the Court can interpret the clams of the
patent at issue in the lawsuit. (Herman, Tr. 2529).

358.  On January 22, 1998, the second day of the Markman hearing, the Court finished
hearing evidence at around 1 p.m. (SPX 687, at ESI HRG 000126-27). The parties had another
settlement conference with Judge Rueter scheduled for 2 p.m. (SPX 687, at ESI HRG 000126-27).
The parties spent about three and ahdf hours in the January 22, 1998 settlement conference with Judge
Rueter. (SPX 687, at ESI HRG 000128).

359. On January 23, 1998, the parties had another settlement conference with Judge Rueter.
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(Herman, Tr. 2529). The session concluded about 11:30 p.m., when an agreement in principle was
reached. (Herman, Tr. 2529, 2531-32).

360. At the January 23, 1998 mesting, for Schering, were Mr. Herman and Ms. Susan Lee,
Director of Patent Litigation. For ESl, were Mr. Heller and Dr. Dey. (Herman, Tr. 2532). During the
evening, there were dso calls between Judge Rueter and John Hoffman of Schering, who was a home,
and between Judge Rueter and Mr. Driscoll, who was on his cdllular phone at a New Jersey Nets
basketball game with hissons. (Hoffman, Tr. 2603, 2618-19; 2629; Herman, Tr. 2532; Driscoll, Tr.
2706).

361. Beforethe January 23, 1998 mediation conference, the date of market entry for ESl’s
generic product had been agreed to in principle as January 1, 2004. (Hoffman, Tr. 2640, 2619-20,
2638; Herman, Tr. 2532-33). The parties had dso agreed in principle that Schering would license
generic endapril and buspirone from ESI for $15 million. (Herman, Tr. 2532; Hoffman, Tr. 2620).

362. During the meeting, ESl inssted on additiond payments. (Herman, Tr. 2533). Mr.
Herman took the position that Schering was not going to pay any more money, and that it wanted to try
the case. (Herman, Tr. 2533). Schering eventudly agreed to pay ESl $5 million to sdttle the case.
(Hoffman, Tr. 2620; Herman, Tr. 2534). ESl continued to ingst on another $10 million. (Herman, Tr.
2535).

363. Driscall, tetified that he came up with a concept under which Schering would not have
to pay ESI any money if ESl could not obtain approval of its ANDA product. If ESI received approva
for its ANDA by a date certain, Schering would make a certain payment. (Driscall, Tr. 2712; CX 1494
at 110 (Driscoll 1.H.); Hoffman, Tr. 2620-21; CX 1492 at 156-57 (Dey 1.H.)). If the date was |ater, it
would be alesser payment. (Driscoll, Tr. 2712; CX 1494 at 110 (Driscoll 1.H.); Hoffman, Tr. 2620-
21). Driscoll ultimately agreed that Schering could make certain payments, consisting of $10 million if
ES’s ANDA were gpproved by July, $5 million if it were approved 6 months later, with further
decreasing payments. (Driscoll, Tr. 2712).

364. When Driscoll made this commitment, he believed that Schering would not have to pay
it. (Driscall, Tr. 2713, 2722; CX 1509 at 104 (Hoffman Dep.); CX 1482 at 109 (Alaburdal.H.)).

365. Judge Rueter asked the parties to write up the terms and initid or sign them that night.
(Hoffman, Tr. 2621). In the secretarid area of Judge Rueter’ s chambers, Heller, counsel for ES, hand
wrote out the settlement principles with Schering’ s representatives. (Herman, Tr. 2537, 2488; CX 472).

366. The two-page handwritten agreement in principle, dated January 23, 1998, was signed
by Mr. Heller, for ESI, and for Key by Ms. Susan Lee, who was the director of patent litigation for
Schering. (Herman, Tr. 2488-89; CX 472).
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367. TheJanuary 23, 1998 handwritten agreement in principle Sates that Schering would
grant ESl alicense under its K-Dur patent beginning on January 1, 2004. (CX 472).

368. The January 23, 1998 handwritten agreement, states that ESl grants to Schering the right
to market ESI’ s generic versions of endapril and buspirone in Europe. (CX 472). The handwritten
agreement aso states that Schering would provide $10 million to ESl upon the signing of the settlement
agreement, and $10 million split into equal monthly ingtalments to be paid over seven and ahdf years.
(CX 472). In addition, the handwritten agreement states that Schering would pay ESI an amount
between $625,000 and $10 million, depending on the date of FDA approval of ESI’s generic version of
K-Dur 20. (CX 472).

369. Immediately after the agreement in principle was reached on January 23, 1998, the
digtrict judge conditionally dismissed the case. (Hoffman, Tr. 2651-52).

4, Final settlement agreement

370. Ms. Somerville, ESl’s outside counsd, later sent amore forma draft agreement to Mr.
Herman, accompanied by atranamittal letter. (Herman, Tr. 2538; CX 478). That initial draft does not
accuratdly reflect what the parties agreed to that evening with Judge Rueter. (Herman, Tr. 2539; SPX
1266 at 181-82; CX 478). Paragraph 16 of the draft characterizes all the payments as royalty
payments, when only $15 million of the $30 million were royaty payments. (Herman, Tr. 2539; CX
478).

371. Thiseror was corrected in the find drafts of the agreements. (Herman, Tr. 2539; CX
479; CX 480). Thefina drafts of the agreements were prepared by Schering's outside counsd,
Covington & Burling. (Herman, Tr. 2539). Thefind agreement was reached in June 1998. (Herman,
Tr. 2539; Hoffman, Tr. 2652; CX 479).

372.  Under thefinad settlement agreement, dated June 19, 1998, Schering agreed to pay ES
a $5 million noncontingent payment and an additiona $10 million contingent on ES’s FDA gpproval.
(Hoffman, Tr. 2643; CX 479). Schering granted under the * 743 patent aroydty freelicenseto ESI
effective, January 1, 2004. (Hoffman, Tr. 2643; CX 479).

373. Thefind settlement agreement aso provides that Schering wishes to market in Europe
certain pharmaceutical products for which ES| has filed ANDAswith the FDA. (CX 479).

374. Asprovided in the earlier handwritten agreement, Schering and ESl also entered into a
contemporaneous license agreement, dated June 19, 1998, whereby AHP and ESl granted to Schering
the licenses to endpril and buspirone in exchange for $15 million. The license agreement includes a
datement that the parties desire to iminate the uncertainties and costs of the patent litigation between
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Schering and ESI over the * 743 patent. (CX 479).

375. Schering paid ESI $5 million ten days &fter the execution and ddlivery of the June 19,
1998 find settlement agreement. (Schering Answer a 1159). Shortly before the June 1999, $10 million
payment deadline, ESl received approva from the FDA. (Hoffman, Tr. 2646). Schering then paid ESI
$10 million. (Hoffman, Tr. 2646).

5. Settlement language related to other products

376. Thetermsof thefind settlement agreement that were added after the agreement in
principle was reached included: (1) ESI could not market any potassum chloride product that is
‘therapeuticaly equivaent or bioequivaent to, or otherwise subgtitutable on a generic basis for, K-Dur
10 or K-Dur 20" until January 1, 2004; (2) ESI cannot market more than one new potassum chloride
product that is *therapeutically equivaent or bioequivaent to, or otherwise subgtitutable on a generic
basisfor, K-Dur 10 or K-Dur 20" between January 1, 2004 and September 5, 2006; (3) ESI cannot
conduct, sponsor, file, or support a bioequivaence study or a subgtitutability study of a potassum
chloride product to K-Dur 10 or K-Dur 20 until Schering's patent expiresin 2006; (4) if ESl acquiresa
business, the new business could not seek FDA approva for a potassum chloride product that is
‘therapeuticaly equivaent or bioequivadent to, or otherwise subgtitutable on a generic basis for, K-Dur
10 or K-Dur 20" prior to September 5, 2006; and (5) ESI cannot transfer ESI’s ANDA. (CX 479).

377. Theincluson of clausesin the settlement agreements that affected ESl’ s exploitation of
products smilar to K-Dur 20 for aperiod of time prevent ESl from making minor, insubstantial
modificationsto its product and filing another ANDA with an infringing product. (SPX 1228 at 159-60

(Dey |.H.)).

6. Complaint Counsdl did not provethat Schering's payment to ES| wasa
payment to delay entry

378. Complaint Counsd introduced fact evidence only in the form of deposition and
investigationa hearing testimony of Schering and ES personnel who negotiated the settlement, and afew
documents relating to the settlement negotiations. 1t offered opinion evidence in the form of abouit fifteen
minutes of testimony about the ESl settlement by Professor Bresnahan. (Bresnahan, Tr. 618-40).

379. Professor Bresnahan testified that to reach a concluson that the agreement between
Schering and ESl delayed competition, he relied upon what he characterized as an * assumption” that if
ESl had won its patent suit, it might have been able to enter before March 2002. (Bresnahan, Tr. 620-
21). This unfounded opinion, based only on speculation, does not demonstrate that the patent case
would have settled any earlier for any reason.

380. Complaint Counsd offered insufficient evidence to show that the $15 million was not
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paid for the licenses to endapril and buspirone. Dr. Levy, Complaint Counsel’ s vauation expert, was
not asked his opinion on the vaue of endapril and buspirone. Complaint Counsd offered insufficient
evidence of what the fair vaue of endapril and buspirone was.

381.  Schering has made no sdes from either endapril or buspirone. (Schering Answer at
1156). Schering has been pursuing registration of both enagpril and buspirone in Europe and anticipates
filing for approval in 2002. (SPX 1242 at 133-35 (Kapur Dep.)).

382. A daement madein an investigationa hearing by Michadl Dey, an ESl officid involved
in the settlement negotiations, that “if Schering had been willing to dlow [ESI] onto the market before
2004,” ES “may have’ been willing to settle for less money is insufficient to demondrate that Schering
paid ES| only for delay or that the case would have settled sooner for any reason. (Bresnahan, Tr. 632-
33 (quoting Dey 1.H.)). Thisisnot sufficient to prove payment only for delay.

383. Complaint Counsd offered insufficient evidence to demondrate that the patent case
would have settled without the provision for the product license.

384. Schering's expert witnesses, Robert Mnookin, testified that society benefits when
settlements dlow the parties to conserve resources and avoid transaction costs, which may include not
only legd fees, but aso the time and distraction of the parties and their personnel. (Mnookin, Tr. 2675
76.) Mnookin aso tedtified that settlements can mitigate uncertainty and alow the parties to avoid the
risks of litigation, thus creating economic efficiencies. (Mnookin, Tr. 2675-76.)

l. Whether Schering' s Paymentsto Upsher-Smith and AHP Werefor Delay

385. A patent owner is given the exclusive right to preclude others from making, sdling, using
or vending the subject matter of the invention covered by the daim. (35 U.S.C. § 271(a); Miller, Tr.
3310-11). To enforce a patent, the patentee is given the right to sue in afedera court for patent
infringement. (35 U.S.C. §271; 28 U.S.C. § 1338; Miller, Tr. 3316).

386. The'743 patent gives Schering the right to “exclude others from making, using, offering
for sde, and sdling the invention throughout the United States,” together with certain additiond rights
provided in the statute. 35 U.S.C. 8 154. The ‘743 patent expires on September 5, 2006. (Miller, Tr.
3311; SPX 1275 at 118). Hence, Schering has the right to exclude infringing products from the market
until September 5, 2006. (Miller, Tr. 3311).

387.  An gpplicant who hasfiled an ANDA with a Paragraph IV certification must notify the
branded drug manufacturer and the patent holder of thefiling of its ANDA, and provide a detailed
datement of the factua and legal bases for the ANDA filer's opinion that the patents will not be infringed
or areinvalid. (21 U.S.C. 8 355 (j)(2)(B)(i) and (ii); Hoffman, Tr. 2217-18).
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388.  Under Hatch-Waxman, the branded drug manufacturer has 45 days after receiving such
notice to file a patent infringement suit against the ANDA applicant in order to automaticdly trigger a
day of FDA gpprova of the ANDA. If apatent infringement suit is filed within this 45-day window, the
FDA cannot give find approva for the ANDA until the earliest of: (1) the date the patent isjudicidly
determined to beinvaid or not infringed; (2) ajudicid determination of the patent litigation, or (3) the
expiration of an automatic 30-month waiting period, which may be extended or shortened by the court.
(Hoffman, Tr. 2218; Rosentha, Tr. 1575-76; 21 U.S.C. § 355 (j)(5)(B)(iii)).

389. The patent holder, if successful in proving that the generic product infringes his patent in
the patent infringement litigation, can kegp the ANDA from being approved and enjoin the marketing of
the generic product until the patent expires. (Miller, Tr. 3316-17; Rosenthd, Tr. 1576).

390. A generic drug company could be involved in patent litigation with the patent holder, and
at the end of the 30-month stay of FDA approva receive find gpprova from the FDA for its product,
but ill not enter the market given the risks of patent infringement and potentid treble damages.
(Rosenthd, Tr. 1578-81). There are numerous Situations in which companies have not gone to market
with their generic dternaives, even though they have FDA agpprovd, specificaly out of fear of an
adverse ruling in an ongoing patent infringement suit. (Rosenthd, Tr. 1582-87; Kerr, Tr. 6259-60;
6901-02).

391. In November 1998, Upsher-Smith received final FDA approva to market its Klor Con
M20 generic version of Schering’sK-Dur 20. (Dritsas, Tr. 4902-03). Shortly before June 1999, ES|
received gpprova from the FDA for its generic verson of K-Dur 20. (Hoffman, Tr. 2646). However,
it would be “foolhardy” for ageneric to enter the market while patent litigation is pending because of the
potentid “very, very severe pendties” Kerr, Tr. 6738. Paul Kraovec, Upsher-Smith’'s CFO, testified
that for Upsher-Smith to have launched Klor Con M 20 while the Schering * 743 patent challenge was
unresolved would have been “financid suicide” (Kradovec, Tr. 5038). (“[I]f we had lost the case, it
could have been sgnificant financid obligation for usto pay asfar as damages go.”). Schering'slead
counsdl on the patent infringement case brought by Key Pharmaceuticas against ESl Lederle, Anthony
Herman, a partner a the law firm of Covington & Burling, testified that in his practice he has never
encountered a generic manufacturer who sought to enter the market after the 30-month stay had expired
but while patent litigation was ongoing. (Herman, Tr. 2484-2568).

392. Thus, even though Upsher-Smith and ESI had final FDA approva as of November
1998 and June 1999 respectively, it ishighly unlikely that either would have marketed on those deates
while patent litigation was till pending. (F. 391).

393. Thereisno way to determine the date or the outcome of the judicia determination of the
patent litigation. Schering's expert, Mr. James O’ Shaughnessy, a patent tria lawyer testified that patent
litigation is by its very nature unpredictable. (CCPTB a p. 71; Miller, Tr. 7065). Schering's patent
expert, Mr. Charles Miller testified there is no recognized methodology for handicapping triads or for
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testing the reliability of predictions of litigation outcomes. (CCPTB at p. 73; Miller, Tr. 3296). Opinions
on the merits of casesthat settle before the court decides them can never betested. (CCPTB at p. 73;
Miller, Tr. 3296).

394. Complaint Counsd acknowledges that the outcome of the patent litigation cannot be
predicted. (CCPTB at p. 71). Complaint counsd’ s patent litigation expert, Professor Martin Adelman,
testified that patent infringement cases can take up to five yearsto litigate in some federd didtrict courts,
not including appedls. (Ademan, Tr. 7773-74). Intdlectua property litigation is more uncertain than
other types of litigation. The Federa Circuit, which hearsintdlectud property appeds, has a 50 percent
reversd rate, making it extremely difficult to predict the outcomes of intellectua property litigation.

(O Shaughnessy, Tr. 7065-66).

J. 180 Day Exclusivity Period

1 No firm was actually blocked from introducing a generic 20 mEq
potassum chloride supplement

395. Lawrence Rosenthd, Executive Vice President of Sdes and Marketing at Andrx

testified that Andrx [ redacted ] (Rosenthal, Tr.
1553, 1591, 1734-35). | redacted
redacted
redacted ] (Rosenthal, Tr. 1728-31). [
redacted
redacted

redacted ] (Rosenthal, Tr.

1735).

396. Executives a Upsher-Smith were not aware of any other potential competitors blocked
from the market. (Dritsas, Tr. 4667, 4686-87; Troup, Tr. 5494-95).

397. Professor Bresnahan testified that he is not aware of any potentia competitors who were
blocked from entering the alleged product market for K-Dur 20 as aresult of the June 17, 1997
Agreement. (Bresnahan, Tr. 912). Despite the running of the 180-day period, Bresnahan admitted that
there were currently three generic 20 mEq potassium tablet products on the market during the period:
Warrick (Schering), Klor Con M20 (Upsher-Smith), and Quditest. (Bresnahan, Tr. 929). Bresnahan
a0 tedtified that the change in law regarding 180-day exclusivity was not attributable to Upsher-Smith's
or Schering’s conduct. (Bresnahan, Tr. 982).

398. Complaint Counsd introduced no evidence of any competitor blocked from entry into
the market because of Upsher-Smith’s 180 exclusivity.
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2. The 180-day period was not discussed between Schering-Plough and
Upsher Smith

399. The180-day exclusvity period was never discussed during settlement negotiations
between Schering Plough and Upsher-Smith. (Troup, Tr. 5492-93; Hoffman, Tr. 3550-51). Nowhere
in Schering or Upsher-Smith documents or in the settlement agreement is the 180-day exclusivity
mentioned as a consderation in creating the settlement agreement. (Bresnahan, Tr. 914-17); CX 348;
Troup, Tr. 5493).

K. Monopolization
1 Market share

400. In March 1995, seventy-one percent of the potassium chloride prescriptions were for
products other than K-Dur 20. (Bresnahan, Tr. 1275; CX 13 a SP 003044). In April 1996, sixty-
eight percent of the potassium chloride prescriptions were for products other than K-Dur 20.
(Bresnahan, Tr. 1276-1277; CX 746, CX 18). Of total prescriptions between 1994 and 1999, the
total number of K-Dur 20 prescriptions was only slightly higher than the total number of generic
prescriptions, with K-Dur 20 comprising 25.7% versus the generics 24.1% (1994); K-Dur 20's
28.4% versus the generics 27.4% (1995); K-Dur 20's 30.9% versus the generics 28.9% (1996); K-
Dur 20's 33.0% versus the generics 31.1% (1997); K-Dur 20's 34.8% versus the generics 32.7%
(1998); and K-Dur 20's 35.8 % versus the generics 33.6% (1999). (CX 1389 at SP 23 00016).

401. Asreflected inaJduly 1, 1996 Schering document entitled “K-Dur Marketing Research
Backgrounder,” K-Dur 20 represented 32 percent of total prescriptions. (CX 746 at SP 2300382).
The 1998 K-Dur Marketing Plan represents that the market share for K-Dur 20 as of August 1997
was less than 38 percent. (Bresnahan, Tr. 1279; CX 747 at SP 23 00091).

402. The market share of generic potassum chloride rose as fast or faster than K-Dur 20 in
every year from 1997 through 2000. CX 62 at SP 089326 for 1997 generic KCL growth. However,
at the time relevant to the Bresnahan test, June 1997, generic potassium tablets/capsules were amost as
large in market share as al of K-Dur 20, 31.0% of total potassum chloride prescriptions. (CX 62 at
089327). With K-Dur 20 at 33.0% of total potassium chloride prescriptions, id., other brands of
potassium chloride, such as K-Tab, Micro K, Micro-K 10, Klotrix, Kaon-Cl, Klotrix, Klor Con 8 and
Klor Con 10, accounted for 27.6% of total potassium chloride prescriptions as of June 1997. Ray
Russo tedtified that generics were amgor competitor to K-Dur due to subgtitution. (Russo, Tr. 3421-
2212).

403. Between 1995 and 1999, other Schering documents cal culated the market share of K-

Dur 20 at between 30 and 40 percent. (Bresnahan, Tr. 1169-70). No Schering documents gave
Schering a 100% market share.
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404. Schering's market share does not indicate that Schering had monopoly power.
(Addanki, Tr. 5719, 5724, 6209; Bresnahan, Tr. 876).

2. Lack of entry barriersand the ability of rivalsto expand output

405. Professor Bresnahan did not analyze entry into potassium chloride supplements by
Ethex, Apothecon, ESI Lederle, Medeva or Biocraft in 1996 as part of his economic anadyssin this
case. (Bresnahan, Tr. 8185). Professor Bresnahan did not analyze how long it took these firms to begin
sling potassum chloride. [ Bresnahan, Tr. 8185-86] .

406. Asof 1997, there were over 30 products competing in the potassium chloride market,
al of which had entered at some point. (Addanki, Tr. 5721-22). A number of new competitors entered
the market in recent years. (Addanki, Tr. 5721; Dritsas, Tr. 4715). Severa companies entered the
potassum chloride market in 1996, including Apothecon, ESI, Medeva and Biocraft. (Dritsas, Tr.
4717; USX 626; USL 15228). Apothecon in particular was a very low-priced competitor with awide
range of generic products, including 10 mEq potassium product. (Dritsas, Tr. 4717-18). There were at
least two other products that had already been approved, K-Norm and K-Lease, that could enter the
market, but which were not yet in the market. (CX 4 at 184403).

407. Firmsaready inthe market could expand output. (Addanki, Tr. 5722-23).
Apothecon’'s 10 mEq market grew 80 percent in 1998, which was a sgnificant shift in sdes of potassum
chloride. (Addanki, Tr. 6177; CX 75 at USL 142364; CX 73 at USL 143202-03). In 1999, Ethex
and Mgjor increased their 10 mEq potassium chloride capsule sales revenue by 68.4 and 19.7 percent,
respectively, and increased unit output by 56.6 and 6.1 percent, respectively. (CX 76 at 162110).
Among 10 mEqg wax matrix producers, K-Tab, Qualitest, Mgor and Apothecon increased unit sales by
17, 100, 51 and 60 percent, respectively. (CX 76 at 162109; Addanki, Tr. 6181; USL at 162109).
Another product, Slow-K, showed a unit increase of 41% from 1994 to 1995. (Addanki, Tr. 6181;
USX 380).

408. Complaint Counsd presented no evidence that Schering had any ability to retrict the
output of the more than 20 firms sdling thergpeuticaly equivaent potassum chloride supplements.

3. Sales of K-Dur were expanding
409. Schering's documents reflect that Schering was seeking to expand sales and to engage in
advertisng and promotiond activities that stimulate demand for the product. (Addanki, Tr. 5744). Such
activities have the effect of expanding output. (Addanki, Tr. 5744). Dr. Addanki andyzed Schering's
output as part of his analysis of whether Schering had monopoly power. (Addanki, Tr. 5744).

410. Schering'ssadesof K-Dur 20 did expand. From 1990-1996, K-Dur 20 grew more
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rapidly in units than did the rest of the potassum chloride market. (CX 79 at USL 138066). Schering’s
sales continued to expand between 1996 and 2000. (Bresnahan, Tr. 8181). According to
Professor Bresnahan, between 1997 and 2001, K-Dur output increased by one-quarter (25 percent).
(Bresnahan, Tr. 8181).

411. Schering outspent dl of its potassum supplement competitors combined by more than a
4 to 1 margin on advertising and physician awvareness activities. Addanki, Tr. 5726-28. Schering
outspent Upsher-Smith in its marketing of Klor Con 10 by afactor of 100to 1. (Bresnahan, Tr. 734).
(CX 746 a 00384 (Appendix A-5, K-Dur Marketing Research Backgrounder, July 1, 1996). This
extensive advertising campaign was designed to compete againgt generic forms of potassum
supplements. (Addanki, Tr. 5730-32).

412.  Schering invested millionsin promotion and field force effort, with a number of sgnificant
promotiona programs over that gpproximate ten-year period that heavily promoted and marketed K-
Dur 10 and K-Dur 20. (Russo, Tr. 3418-19, 3425-26).

413. Schering’s executives recognized that marketing was a key to gaining market share from
the other potassum firms. “Detailing by sales representatives is the most effective way to educate
providers on the importance of K-DUR and move market share” CX 18 (1997 K-DUR Marketing
Plan, Sept. 10, 1996 at SP 23 00039).

4, Bresnahan’s conclusion that K-Dur 20 was a monopoly was not based on
athorough examination of the potassum supplement industry

414. Complaint Counsdl’s economic expert, Professor Bresnahan opined that Schering has
monopoly power in the K-Dur 20 market. Under Professor Bresnahan' s test, the issue of whether or
not the June 1997 Settlement Agreement of the * 743 patent infringement case was * anticompetitive’
turns on the following three questions

D Does the patent holder have monopoly power?
)] Isthere athresat to that power? The threat need not be a certainty; dl that is
required is that there be a probability of entry and competition.
3 Is there a payment to the potential entrant to delay its entry? The payment can
take any form, aslong asit is anet pogtive vaue to the entrant.
Bresnahan, Tr. 655-58.

415. Thethree dements of the Bresnahan Test are to be assessed as of the date the
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Agreement was entered into, June 17, 1997. Bresnahan, Tr. 659.

416. If Schering-Plough was not proven to be a monopolist in June 1997, then the first prong
of Bresnahan' stest would not be satisfied. Bresnahan, Tr. 660-661.

417. Bresnahan dso tedtified that if the patent holder did not have monopoly power, then the
agreement would not be anticompetitive. Bresnahan, Tr. 419 (“Only if there's some competition absent,
which might happen, can you have an anti-competitive act. If rather than being products with market
power or monopoly power they were products that aready had enough competition to congtrain them,
an anti-competitive act couldn’t —wouldn’t do anything to harm competition.”).

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

419. Bresnahan did not study systematicaly Schering’s pricing of K-Dur 20, Upsher-Smith's
pricing for its Klor Con 10 or Klor Con 8 potassium products, or the pricing of other potassum
manufacturers  potassium products because he did not have access to a data set of such pricing data for
the period 1995 to 2001. (Bresnahan, Tr. 834-35).

420. Bresnahan did not cdculate the pricing differentid (if any) between the various firms
potassium products and the price charged by Schering for equivalent does of K-Dur 20. (Bresnahan,
Tr. 1071; USX 72).

421. Bresnahan conducted no econometric analyses comparing sales of 10 mEq tablets with
sdes of 20 mEq tablets or comparing the sales of 20 mEq potassium powders with 20 mEq tablets.
(Bresnahan, Tr. 685-89).

422. Bresnahan did not study the cross-dasticity of demand between K-Dur 20 and other
products. (Bresnahan, Tr. 810-11). Bresnahan did not study the direct price elasticity between K-Dur
20 and other potassium products.

423. Bresnahan did not attempt a study of the costs of Schering’s K-Dur 20 products or the
relationship between Schering's costs for producing K-Dur 20 and the price Schering charged for K-
Dur 20. (Bresnahan, Tr. 834, 1274, 1003, 8148-50).

424. Bresnahan did not study the level of rebates that Schering gave back to its customers
who purchased K-Dur 20 potassum productsin 1995, 1996 or 1997. (Bresnahan, Tr. 702).
Bresnahan conceded that there was significant promotiona spending by Schering to promote its K-Dur
20 product, but he did not study this spending. (Bresnahan, Tr. 651-52, 735, 763, 1176).
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425.  Bresnahan did not make any forma study of the impact of Schering-Plough’s marketing
on the total market demand for potassium chloride products. (Bresnahan, Tr. 651-52).

426. Bresnahan did not study “first mover effects,” the effects of being thefirst to sdl a
particular product — of K-Dur 20. (Bresnahan, Tr. 653).

427. Bresnahan made no analysis of promotiona expenditures by Schering on K-Dur 20 in
hisreport. (Bresnahan, Tr. 734-35). But Bresnahan acknowledged that Schering outspent Micro-K in
by afactor of ten to one and outspent Upsher-Smith in its marketing of Klor Con 10 by afactor of 100
to one. (Bresnahan, Tr. 734.)

428.  Bresnahan had no access to monthly sdles data or pricing data from any firm aside from
Respondents. (Bresnahan, Tr. 867-68).

429. Bresnahan did not review any marketing documents from other potassium supplement
manufacturers. (Bresnahan, Tr. 867). Bresnahan did not systematicaly evduate the leves of
promotional spending by other potassium supplement firms over the period 1997 to 2001, such asthe
manufacturers of the branded potassium products Micro-K, Slow K, K-Tab. (Bresnahan, Tr. 8134).

430. Professor Bresnahan was unaware of clinical trials that compare patient compliance
attributes of taking two 10 mEq tablets versus one 20 mEq tablet. (Bresnahan, Tr. 692).

431. Bresnahan did not evduate or andyze the fact that four firms entered the U.S. potassum
chloride market in 1996. (Bresnahan, Tr. 8184-85).
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