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INTRODUCTION

Respondent™s proposed findings of fact should not be adopted by Lhe Administrative Law
Judge. Many of those [indings ae unsupported by the record, contrary to more rehable £vidcnce,
mncomplele, misleading, or otherwise unreliable. Ohy the following pages, we have reproduced
cach of respondent’s proposed findings of fact. Complaint counscl’s response (CPRI™Y follows
cach finding or group of findings responded 0. While we hava attempicd 1o address the most
important jssues posed by the preposed findings, we have not responded to cvery point made by
respondunt, Accordingly. the failure to address 2 particular proposed finding or part thereaf does
nol signify endorscment of Lhe finding, and should not be taken as agrecmient that the proposed
finding be adopted,

The following cilation Forms are used in these reply lindings.
CPRE - Complaint Counsel’s Reply Finding
CIF - Complaint Counscl’s Propused Finding of Fact
CX - complamt coumsel cxhibit
SPX - Schering-Plough exhibit
USX - Upsher-Smith exhibit
Complaint - Complamt of ihe Federa! Trade Commission, issued March 30, 200].
Schering Answer - Answer ol Schering-Plough Corporation, [led April 23, 2001.
Upsher Answer - Answer of Upsher-Smith Laboratories, Inc., filed Apnl 23, 2001
.I!"'LH_P Answer - Answer of Amcrican ITome Products Corporation, filed April 23, 2001.

schering First Admissions - Schering-Plough Corporation’s Ubjections and Responses o
Complaim Counsel’s First Requests for Admi sajons, tiled Angust &, 2001

Schenng Sccond Admissions - Schen ng-Plough Comporation’s Objections and Responscs to
Complaimt Counsel’s Revised Second Requests for Admissions, filed November 14, 2001



Upsher kost Admisgions - Upsher-Smnith’s Objoctions and Responses to Complaint Counsel’s
First Set of Requests for Admissions, filed Sept. 10, 2001

Upsher Second Admissions - Upsher-Smith's Objections and Rosponses 1o Complaint Counsel’s
Second Set ol Reguesls for Admiszions, filed November12, 2001,

Upsher Third Admissions - Upsher-Smith’s Objeetions and Responses 1o Complaiot Counsel’s
Revisud Third Set of Requests for Admissions, filed September 13, 2001.

Citations to the transcript include the volume, page mumber, and witness name: Tt al 1:125
{Cioldberg).

Pages of exhibits arc referenced by bates number: CX 422 at SP 06 00009,

Refercness to investigalional hearing or deposition transcripts thal have heen ineluded in the trial
record as cxhibits include the exhibit number, the page and lines of the deposition or
investigational hearing transcript, the witness name, and the designation “TH” or “dep™ CX 1516
at 40:7-12 {Lauda dep).

Cirations o admissions include the designated abbreviation and the paragraph nuniber ol the
request and response: Schering First Admissions No. 1.

fa camera materinl and citations are in ttaficy.

Documents that were adimiiled subjeet to the iimitation that they were not offered for the truth of
Lhe maticrs asserted arc indicated by an asterisk after the exhibit rumber: SPX 693%,

The tnvestigationa! hearings ol Schering officials that have been admitted asainst Scherig but
arc used for the purpose of contradicting and impeaching the trizl testimony ol T Ipsher’s Tan
Troup {a purpose which is currently excluded) are marked by a superscript () [ollowing the
exhibit number.

AHP docurients, depositions, and investigationat hearings were admitted subject to the
Admintstrative Law Judgc's salisfaction thal complaint counsel properly proved a conspiracy and
all ie vequired cloments under the co-conspiralor rule. These documents are marked by a
superseript (1) following the exhibit number.,



L SCUERING-LUPSHER NEGOTIATIONS AND SETTLEMENT

A The Schering-Upsher Patent Litigation

1.1 Schering manufacturcs and markets K-Dur-10 and K-Dur 24 {"K-Dur™), a
poiassium chloride supplement. (Schering Answer to FTO). Key Pharmaceuticals, Inc. (“Key™). a
division of Schering, was awarded U.S. Patenl No. 4,863,743 (<743 patent”) tor K-Dur.
{S¢henng Answer to FI'C Conplamt 4] 34). The 743 pateni, which claims a controlled relcage
dispersible potassium chloride tablet, expires on September 5, 2006. {Schering Answer o FTC
Complaim T 343,

Complaigt Counsel’s Response tao Finding No.1.1:

Catnplaint counsel has no specilic response.

12, Upsher-Swmith |aboratories, Tnc. (“Upsher”) is a pharmaceutical Gompany crigaged
in the discovery, development, and markcting of drugs, (F1C Complaint 4). On Novemher 3,
1935, Upsher notified Key that it had submiited an ANDA 1o the TDA sceking approval of a
generic versionl of the 20mPFq desage strength of Schering’s K-Dur. {{'X 224). Upsher’s ANDA
contained a Paragraph IV certification asserting that Schering’s '743 patent would not be
mfrmged by Upsher’s potassium chloride product. (CX 224 at SP 25 (0032, SP 25 D0036; 23 Tr.
3404 (Trowp)). Upsher did not ¢laim that Schering’s patent was invalid. (CX 224).

Complaint Counsel's Response to Findine No. 1.2

CX 224, cited for part of this finding, was not admilted into evidance. The
proposed findug leaves oul relevant evidence. While it is (mie that U psher did not claim

that the “743 patert weas invalid m its Paragraph TV Certification sent 1o Schering, see CX



225 at 8P 08 00021-34, in its answer to Schering’s complaint, it asscried, as an
affirmaiive defensc, among olhers, that the claims ol the <743 petent were mmvalid and that
the *743 patent was unenforceable, 1t also filed a counterclaim for declaratory judgement

thar itz praduct did nol infringe the ‘743 putent and that the *743 patent was invalid and
lll'lE'l_]i'beL‘-thE, CPF 99? T A RN U AR A TP R P N A A A A m R s A 4 bl an s o D 5 0SS

"-"-'l"I'.i."'-!"'l"i."'."'I"'"“'"""T"I'Iil.l.l.--illll

1.3, On December 13, 1995, Key sucd Upsher for patent infangement. (CX 225). The
lawsuit was vigorously contesled by hoth sides. (16 Tr. 3815 {Cannellay; (F'1I'C Complaint ¥ 40).
Inal ef the patent case was schoduled to bogin on June 18 or 19, 1397, (1517 3549 {Joel
Hao[Tman)).

Counplaint Counscl's

The proposed finding is inuccurare and leaves out relevant evidence, The
Schenng/Upsher patent litigation was supposed to begin on Junc 18, 1 997, the day after

the Schering/Upcher setflement asreement was dated and the day the agresment was

ngtﬁd CPF 18?, 19!‘5 e L L LUL UL L e T L L L e,

LELEL IR T LTI PT LY )Ty

B. Inital Settlement Negotiations ior Patent Split Date
L4 In April or May 1997, L Troup. Upsher’s president and chicf aperating oflicer,
first approached Schering about 2 possible settlement of the litigation. (23 Tr, 5397, 340809

{Troup)). The parties held a serias of nreetin gs over the course of the month before mial in an



attenipl (o reach a settlement of the patent litigation, (Ses ffra).

Complaint Counscl’s Response to Findine Na. 1.4

Thus proposed finding is incomplete, The mestings actually spanned less than a
month, The first meeting was on Mav 21, 1997, with the last nieeting on June 16, 1997,
and the settllement agreement was signed on Junc 18,1997, CPI¥ 194 (first mesting on
May 21);, CPF 196 {{inal meeting on Junc 16); Schering proposed finding 1,35

(agrecment signed on June 18),

1. May 21, 1997 Mecting — Kenilworth, NJ
L3, The initial mecting took place between Martin Dmizcoll, Vice President of Sales
und Marketing for Key, and "Tvoup at Schering's office in Kenilworth on May 21, 1997, (23 Tr,
340810 (Troup); 2 17, 316-17 (Nriscoll 1)), At this frst meeting, Mr. Doscoll recalis that
Troup suggested that Schering should pay Upsher to settle the case and keep Upsher's gEneHe:
version of K-Dur off the market. (2 Tr. 319-2¢ (Driscoll IH}). Mr. Driscoll “indicated very
forcelully that Schering was not gomg to pay any sum to Upsher-Smith sim ply fur them to stay

off the market.™ (2 Tr. 326 (Driscoll TH)).

Complant Cmmsa]’s.. Response Lo Finding No, 1.5:

The proposed finding is misleading beeause it leaves oul relevant in formation.
Drespite Mr. Driscoll’s statcnients to Mr. Ireup, at subsequent meetings, Mr. Troup
contimued Lo ask for a payment and made a pavment from Scherin 1 to Upsher a condition
of any setilement. CPF 191 (Mr. Troup stresscd his necd [or cash ai the May 28 and June

3 meetings), CFF 192 (Mr. Troup again asked for $60-70 million at the June 12 meeting);

[N



CPE 196 (Mr. Troup continued (o insist on payments to setlle at the Tune 16 mueting);
CT1 197 {discussing Lhe parties” negotiations on hme 17 of the payments of $60 miltion;
CPI 200-02, 204, 206-07 (summanizing Mr. Troup’s demands to be paid to settle the
patent infringement suil and his connecting the money Sclivnng should pay Upsher ta the
rovenue Upsher was losing by not entering the market and to the harm that Upsher’s
product would do to Schering’s inenopoly)y: CPF 210 {discussing the presentation to
Schering’s Board of Directors which said that providing Upsher an “income stream” to
repiace that which it was losing by not entering the marketl was a “prerequisite of iy

deal™).

1.6, Allhis meeting or the next, Driscall and ‘I'roup discussed the possibility thar
Schering might permit Upsher’s generic version el K-Dur 1o come to market in late 2005 o early
200 belore the expiration of Schering’s patent. (2 Tr. 326 {Drizcoll IH}; 23 Tr. 5412 (Troup}).
Mr. Troup steled that Upsher wanied to be on the market al an earlicr date (2 Tr. 323-24 {Driscoll
IH)) and that it would have problems with moncy and cash Mow if its enilry was delayed untjt
2003, (23 7. 5413 (TToup). Mr. Troup recalls that Mr. Driseoll mmediately shut down any
discussion of payment of money by Schering. (23 Tr. 5413 {Troup)). The men wers unabie o
reach an agreement on a date for Upsher’s entry. (2 Tr, 326-27 {Uriscoll TH); 23 Tr. 5414-15
{Troup)).

Complaint Counsel’s Response to Findine No. 1.6

The proposed finding [s misleading bucanse it Icaves out relevant information.

See CPRT L5,



2. May 28 and June 3, 1997 Meetings — Minneapolis, MY
L7 The partics mel again on May 28 and June 3, 1997 al Lipshet™s headquarters in
Mimmesota, (23 Tr, 5416, 5423 (Troup); CX 1511 al 9-24-10:3 (Kapur dep.)). Mr. Diriscoll and
Raman Kapur, President of Schering’s Warrick subsmdiary, attended these micelings on behalf of
Schering, and Troup and consultant Andrew Hirschbers attended on behalf of Upsher. (23 171
2417 (Troup), CX 1511 at 8:20-10:3 (Kapur Dep.)).

Complaint Counsel's Response to Finding No. 1.7:

The proposed finding leaves out relevant information. Andrew Hirschberg was an
cutside consultant to Upsher who atiended multiple negotiating sessions with Scherng.
CPF 191-92. He had donc an analysis of Schering's potential loss us a result of Upsher's
cntry mto the K-Dur 20 market, and this analysis was communicated to Schering. T at
13:3544. 3559 {John Hoftman); CX 1508 35:15-25 (Hoffman IH}; see aiso Tr. at 2:320-
21 (Dniscoll 1H} (explaining that Me. Troup derived his askin g price ol $60-70 million
based on models which had been run, taking 2 pereen tage of the harm Upsher's product

wonld have on Schering's K-Dur 20 monopaly).

1.&.  DPunng the course of these May 28 and June 3 meetings, Lipsher again suggestad
that Schering make a payment in conmection with a settlement of the patenl suit. (2 Tr. 328-29
(Kapur HL), CX 1511 at 18:20-19:13 (Kapur Dep.)). Mr, Driscoll responded, as he had in his
previons discussion with Troup, that ho would not entertain the idea of paving Upsher anylhing
to stay off the market and that his atterncys would not allow him to make a Anancial settlement

with Upsher. (2 Tr. 328-29 (Kapur 111}, SPX 1242 at 21:5-25 (Kapur Dep.), SPX 1231 at 71:9-



1% (Dnizeoll TF)).

Complaint Counsel's Response to Findine No. 1.8

Complaint counsel objet to this proposed finding hecause it relics ot atrorney
Slatemcnts. 1t implies that the parties acted in accordance with the cited statements,
However, complaint counsel was not allowed any discovery 28 1o wihat advice said
attomeys actually gave their clients, due to asscriions of privilege by respondents’
counsel. See, ¢ CX 1509 al 5:8-20 (Mr. Nields saying he would nbject to questions
relating 1o privileged communications), 19:15-20:7 (privilege obrection to question
concerniug whelher Mr. Hoffiman was binffing during his negotiating with Upsher),
33:21-25 (privilege objection to question concerning whether Mr. Hoffn had talked
with Mr. Rule about the Upsher paten.t mfnngement litigation (Hoffman dep). Drawing
mlerences based on altomeys stalements, while simullaneausly asserting privilege as to
underlying communications between those attermeys and Lheir elicnts, is unfounded and
mapermissible, Tr. at 12:2617-18 (Judge Chappel] reasoning that implying a client's
comduct based on what his atlorney sard W a Magisirate without conneeting Lhe attorney's
remarks o the client does not "add[] up™; Tr. at 16:3853-55 {Jud;ze Chappell reasoning
that 1t 1s impornussible to have attoroey lestify as Lo client's intentions without providing a
foundation which does not rely on privilcged comumunications,)

In additinn this proposcd finding leaves out relevant evidence and is thereore
misleading. The request for payment hy Schering to Upsher, relerenced in this proposed
tinding, was sought to replace Upsher’s lost revenues from Klor Con M20 not being on

the market. CPF 191, Moreover, despite the statement by Mr. Driscoll, ar subsequent

f



meelings, M. Troup contimicd 10 ask for a payment and made a payment lrom Schening

to Upsher a condition of any scitlement, CPRF 1.5.

1.9 At the May 28 and Junc 3 meetings, the parties continued to discuss pelential vntry
dates for Upsher’s generic version of K-Dur prior to expiration of the K-Dur patent. Mr. Troup
pushed for an carlier entry date. (23 I'r, 5425 {Troup)). The parties decided to approach
setilement by splitting the remaining life on Sehering’s K-Dur pulent, permilmyg Upsher 1o come
or the market in September 2001 (2 Tr. 336-37 {Kapur IFH); 23 Tr, 5424-26 {Troup)). 'The
nogotiators’ rocollections diffir regarding when the partics actually settled on the september ],
2001 entry date for Upsher. Compare (SPX 1231 al 71:9-72:8 (Driscoll 1)) (no agreement
reachicd while Diiscoll involved in negotiations) with (23 1, 5430, 5435-36 { Troup)) (partics
agreed by und of June 3 ineeting that Upsher conld cnter market on September 1, 2001); (15 Tt
3562-63 (JOEL Hoffman) (only date memtioned at Kenilworth meeting on June |2 meeling was
Seplember 1, 2001); (CX 1488 a1 64:18-65:3 (Cannella); SPX 1263 at 65:5-6, 12-15 (Cannella
Dep.)) (parties had agreed on September 1, 2001 date prior to Kenilworth mecling on fane 12).
Nevertheless, 1t is undispuled that Schering never supecsted that it would consider an entry Jate
cather than Sceptember 1, 2001, (23 1v, 5500 (T roup)). Driscoll had communicated to Troup by
the close of the Tune 3 meeting that Septemiber 1, 2001 was Schering’s Timit, (CX 1317 at 22:14-
23:8 (Kapur Dep.)).

Complaint Counscl's Response 1o Finding No. 1.9

This proposed finding is not supported by the evidence. The weight of the record

estahlishes that the pariies had not settied on the September 1, 2001 entry date by the end

-



ol the June 3 meeting. CFF 183 {discussing Mr. ‘Troup’s position thar the Septomber 1,
2001, date was a “proposal” as of the Junc 3 mecling and that Mr. Troup ended that
meeting telling Schering (hat he wounld get back 1o them after thinking about their
proposed date); CPF 184 (discussing Mr. Troup holding out for earlier entry alior June 3
mecting): CPF 183 (discussing Mr. ‘Froup pushing (or an entry date earlier than 2001 at
the Junc 12 meetmg), CPT 185 (discussing Mr. IoMMinan's acknowledoment that even by
Lthe June 12 mecting there was no final enfry date to which both sides had agreed), CPF
191 {discussing Mr. Troup’s preference for an earhier entry date than 20601} CX 1488 at
065:5-6, 12-15 (Cammella dep) (testilying he does not recall when the patent suit issuc had
been settled and only has an Impression).

This proposed finding leaves ont relevant evidence. At the May 28 and Tune 3
tmectings, Schering and Upsher negotiators attempled to settle the palent snit, while at the
sam¢ tume Mr. Troup continued to demand moncy Lo replace Upsher’s lost income from

not having a penenc K-Dur 20 produect on the market. CDF 191,

110, Schering was willing to explore at these May 28 and June 3 meetings whother
Schenng and Upsher could collaborate on some business venture that “would add value to both
companies.” (2 Tr. 328 (Kapur IH}}. The parties discussed scveral possibilities for such
business opporiunities, such as a co-marketing arrangement with respect 1o Schenng's K-[Dur or
a joint venture for Upsher research and developinent. (CX 1511 at 14:3-15:9 (Kapur Pep)y; 2
1r. 327-29 (Kapur [H); 23 Tr, 5433-34 (Troup}). They also discusscd the possibility that

Schering might license one or more Upsher products, including cholestyramine, pentoxifiyilline



ind Upsher's sustained release niacin product, Niacor-SR. (CX 1494 at 52:8-53:23 (Driscoll IH3;
CH 1510 at 14:3-1¢ {Kapur Dep.); SPX 1242 at 16:9-16 (Kapar Dep.); CX 1495 at 62:1-10
{Kapur Dep ), 23 Tr. 53420, 5430-34 {Troup}}). Upsher described the cxpeeted clinical bencfits of
Niacor-5R. and Schering was aware of the market opportunily for Niacor-SE because it had been
involved in evalvating the market for other, nearly identical projects. (CX 149§ at 70:25-71:11;
SPX 1265 al 73:5-24 (Driscoll Dep.): CX 1494 at §3:2-5 (Driscoll IH)). “Troup was willing lo
consider the possibilily of iicensi.ng Niacot-SR to Schenng outside the Uriled States, 2s Upsher
Lad no presence in Europe or clsewhers internationally. (23 Tr. 5432 (Troup])).

Complmnt Counsel's Response o Finding No. 1.10:

‘The preposed finding leaves oul relevant evidence, At the May 28 and Tunc 3
meetings, Schering and Upsher negotistors altempted to settle the palent sait, while al the
same time Mr. Troup cuntinued to demand money 1o replace Upsher’s lost income trom

nol bavimg a generic K-Dur 20 product on the markel. CPF 191,
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L11. Some of the partics’ discussions are refleeted in notes taken by Mr. Troup during
the Tune 3, 1997 meeting. (USX 477: 23 Tr. 5427 (Troupy}. For cxample the notes of that
meeting show the September 2001 date thal the parties had discussed as the time when Lpsher
could come on the mwarket. (USX 477). Schering’s offer of 2 $14 maliion, five-year rescarch and
development agreement for Upsher is also noted. {USX 477). With respect to products, the
notes reflect Schermg was interested in either co-promoting or co-nlarkeling Niacor-SR in the

Unired States with milestones and royalty payments. (23 I'r. $432 {Troup); USX 477),

Compiaint Counsel’s Response to Finding No. 1.11-

Complaint counse] has no specific response.

1.12. No agreements had been reached by the close ol the Jone 3, 1997 mecting with

Tespect to any of the potential business oppurlunities discussed. (23 Tr. 5435-36 {Troup)).
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Complaint Counzel’s Response to Finding No. 1.12:

Complaint counsel has no specific response.

C. Negotiations For The Niacor-8R Licensc
1. Iofiman-Cannella Telephone Call - June 16, 1997

1.13.  Prior to the partics’ next tace-1o-farc negatiation session, Mr. Holfinan spoke ti
Upshier’s outside counsel, Nick Cannella, on or about June 10, 1997 1o discuss logistics and
ground rules for the upcoming meeting, {16 'Ir. 3824-25 (Cammella)). Mr, [Tolfnan told M,
Cammella that Schering viewed the upcoming meeting as an epportunity io discuss potential
business opporiunities between Schering and Upsher, not as an occasion to debatc the merils of
the anderlying patent case, (16 7. 3826-27 {Cannella); 15 Tr. 3541 (JOFL Hatfiman)). Mr.
Cannella recalls that Mr. [Toffman said ke had done antitrus! work af 4 privatc imm before
warking at Schering and he wanted Mr. Cannslla to be aware that there were sctstive issucs
with tespect to antitrust in any business deal. (16 Tr. 3825 (Cannelia}). Mr. Cannella responded
that he hadd experience with these fypes of transactions and was [armliar with the antitrust issues.
{16 Tr. 3825-26 (Cannella)). Mr. Hotiinan also staied that Schering “was not going to be paying
Upsher-Smith o stay off the markel” aud that the sattlement Schenng and Upsher had discusscd
mvolved penmitting Upsher’s gencric version of K-Dur o come on the market before the
eapitation of Schering’s patent. (15 Tr. 3541 (JOEL UolTman}).

Caornplaint Counsel's Response o Finding No. 1,13

Complant counsel object (o Lhis proposed finding because it improperly relies on

attorney lestimotny. It implies that the parties acted in sccordance with the cited
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statements. However, complainl counsel was not allowed any discovery as to what
advice said artorneys wetually gave their clicnts, due to ussertions of privilepe by
tespondents’ counscl. See, ez, CX 1509 at 5:8-20) (Mr. Nields saying he would ohject Lo
questions relating to privileged communications), 19:15-20:7 {privilege ohje-r:-tion 2
question conceming whether My, Hoffman was bluffing durtng his negotiating with
Lpsher), 35:21-25 (privilege objection o question conecining whether Mr. Holfiman had
talied with Mr, Rule ahout the Tipsher patent Initingement litigation) (Hoffman dep).
Drawing inferences based on attomeys’ statements, while simultaneously asserling
privilege as to underlying cormmunications between those allermeys and their clients, is
unfounded and impermissible. Tr, at 12:2617-18 (Tudge Chappelt reasoning that
mmplying a client's conduct based on what his attorney said to a Magistrate without
cormecting the attorney's remarks 1o the client does nol "add[] wp"; Tr. at 16:3853-35
(Judge Chappell reasoning that it is impemissible to have attomey iestify as to client's
mtentions without providing a foundation which does not rely om privileged
communicalions, )

The proposed finding is also contradicted by more relighle evidence, When
testifying about his phone call with Mr. Hoffman before the June [2, 1997, mecting
during his prior doposition, Mr, Cannclla did not mke any iounlion of a discussion of
antitrust issues. He did not call any discussion other than setting up the logislics of the
nceting and talking aboul the mecting not being another tine to debate the merits of the

patenil case. Tt at 16:3861-63 (Cannella).



2, June 12, 1997 Meeting — Kenilworth, V.

1.1, Upsher representatives, Troup, Cannella and Hitschberg, and Schering
represenlateves, Hoffman, Kapur, and Wasserstein, met in Kentlworth on June 12, 1997, (23 Tr,
3436=38 (T'roup); 15 Tr. 3534, 3541-42 (JOEL Hoffman)). Mr. Troup attempted early m the
meeting to gain an earlier entry date for Upsher’s genetic version of K-Dur. (23 Tr. 5439
{Troupy). Mr. Vlofiinan testified that despite My Troup’s “posturing,” Mr. Hofttan docs ot
recall discussion ot any specilic date other than September 1, 2001, (15 Tr. 3543 {JOEL
Hoffinan)}y. Mr. Hoffiman stated to Mr., Tronp that the Scptember 1, 2001 entry had alrcady been
ncgoliated, and Schering wanled to discnss licensing opporlunitics. (2 Tr. 352 (JOEL Holfiman
Dep.}; 23 I'r. 5439-40 {Troun)). Similarly, when Upsher’s consultant spoke of how much
schering could lose if jt lost the patent case. Hoffman perceived Lthe comments s an invitation to
piry Upsher o slay off the market and stated that Schering was not going to do thal. {13 Tr. 3544
{JOEL Holfman); SPX 1242 at 46:7-14 (Kapur Dep.) (“Hofman made clear on several meetings
that there would be no payment for scttlement of fhe lid gation™)).

Complaint Counsel's Responsc to Mnding No. 1,14

Complaint counsel ohject to this proposed finding becausc it improperdy relies on
attorney-testimony, H implies that the partics acted in sccordance with the ciled
stalements. However, complaint counscl was not allowed any discovory s to what
advice said artorneys actually gave their chents, due to assertions of privilege by
respondents’ counsel. See, e.g, CX 1509 at 5:8-20 {Mr. Nields saying he would objest to
questions relating 1o privileged commmunications), 19:15-20-7 (privilege objection to

question conceming whether Mr. Hoffmar was bluffing during his negotiating with
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Upsher), 353:21-23 (privilege objection to question comcernmg whether Mr. [loffiman had
talked with Mr. Rule aboul the Upsher patent inringement tiligation (Hofifiman dep).
Brawmg inicrences based on attorneys’ statements, while sim ultancously asscrting
privilege as to underlying communicalions between those altormeys and iheir clients, is
unfounded and impermissible. Fr.at 12:2617-18 (Judge Chappell rcasoning that
mmplying a client's conduct based on what his attorney said 1o a Magistrale without
commecting lhe attorney's remarks (o the client does not "addf] up™; I'm. at 16:3853-55
(Tudge Chappell reasoning that it is impermissible to have altorney testify as 1o client's
intentions withoul providing & foundation which does not rely on privileged
communtcalions,)

The proposed finding is not supported by the evidence, The welght of the record
establishes that Mr. Wassersiein did not attend the June 12 meeting. CX 1510 al 54:15-
24 {Kapur T1I) (discusses only himself and Mr. Holforan attendin & mecting n Kenilweorth
as representatives from Schering); CX 1332 at 25:17-26:12 (Wasserstein) (testifying thar
he does not remember having attended the June 12 meeline in Kenilworth or meeting Mr.
Nichelas Cannclla, who was at the mceting); Schering First Admissions Ne. 17 {Schering
unabie to admit or deny that Mr. Wassersicm attended the June 12 meeting).

The proposed lindimg leaves out relevant evidence. The S60-70 million which
Mr. Troup sought Lo settle the lawsuit was a percentage o the estimated impact that the
entry of Upsher's generic would have on Schering’s K-Dur 20 monopoely. CPF [92, The
payment was thus tied dircetly to Upsher's agrecment not to enter and thus spare Schertng

losing even more money.

14



L15. Mr. Troup stated at the lune 12 meeting that Upsher still had “cash neods™
because all of the company’s cash was tied up in two products in development, Upsher’s gencric
version of K-Dur and its sustained relcass niacin product, Niacor-S12 {15 Tr. 3543 (JOEL
Hoffman); 2 1. 353 {JOEL Hoffman Dep.}). Mr. Troup stressed that an up-front cash payirtent
tnusl be part ol any Heensing deal in order 10 mest Upsher’s cash needs. {2 Tr. 357 (Wasserslein
IH})). Mr. 1loilman told Mr. Troup that Schenmg would be “willing to do arm’s length business
deals thal stand on their own two [tot, and that’s what we're here to discuss.” (15 1r. 3544
(TOEL iToffinan); 2 Tr. 351-52 (JUEL Hoffman [H)).

Complaint Coynsel's Response to Finding No. 1.15:

Complamt counsel object te this proposed Imding because it improperly relies on
attorney testimony. Tt toplies that the parties acted in accordance wilh the cited
statements. [Towcever, complaini counsel was not allowed any discovery as to what
advice said attorneys aclually gave their clicnrs, due to asserlions of privilere by
respondents’ counscl. See, e.g, CX 1509 at 5:8-20 (Mr. Niclds suying he would objoel Lo
questions relating to privileged communicationsy, 19:15-20:7 (privilege objoction to
question conceming whether Mr, Hoffrman was blutfing duning his negotiating with
Upsher), 35:21-25 (privilcge objection o question concerning whether M. Hoffman had
talked with Mr. Rule about the Upsher patent infringement litigalion (Hoffman dep).
Drawing inferences bused on allomeys’ staterents, while simultancousiy asserting
privilege as to undorlying communications between those attormcys qnd their clienis, 1s
unfounded and impermissible. Tr. at 12:2617-18 (Judge CChappell reasoning that

implying & client's conduet based on what his altormney said to a Magistrate without
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connecting the attorney's remarks to the clienl doss not "add[] up"; Tr. at 16:3853-55
(Judge Chappull reasoning that it is impennissible to have attorncy testify as to client's
intentions without providing a foundation which does not rely on privileged
Communications.)

The proposed finding is contrary to more reliable evidence that T psbwr lied ils
need {or cash to any seftlement of the paient litigatton with Schering, not simply to any
licemsing deal. A contemporaneous decutnend the presentation io the Schering Board of
Dircetors, clearly states that Upsher told Schenny that “a prerequisile of any deal would
he 1o provide [Upsher] with a guzrantced income stream for ihe next lwenty-four monihs
to make up for the income that they had projected to ewm from sales of Klor Con had they
been successtul m their st CX 338 at SP 12 00270 (Schering Board of Directors
prescntation). Mr. Wasscrslein rocalled Mr, Troup making this spoctfic detmand that
Schering would have to pay Upsher up-front meney a8 a condition of any scttlement deal,

CX 15331 at 113:8-18 (Wasserstein [E]).

1.146.  The bulk of the discussion at the June 12 mecting focused on the licensing
opportunities for Niacor-SR and the Upsher generie products. (13 Tr. 3542-44 {JOEL
Hoffman)). Mr. Troup brought a packet of information on Nizcor-SK with him to the June 12
meeting, (23 Tr. 3441 (Troup)); lf; I'r. 3544-45 (JOEL Tloftman); CX 1510 at 56:23-57:19
(Kapur 111)). This Niacor-SR packel was similar to the informational package distribuled by
Upsher at exploratory mectmgs with potential European partners. (23 Tr. 5436-37 (Troup)).

Troup also made a presentation aboul Niacor-SR at the meeting. (23 T1. 5441 (Troup)); 15 Tr.
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3345 (TOEL Moffman)). e discussed Niacor-SR’s potential, including thal its late-stage clinical
work had been completed and that an FDA submission was planned by tf'.u;, emd of 1997, (2 Tr.
338 (Kapur TIY, 23 Tr. 5441 (Troup)y. Mr. Tro up also wsed information indicating the value of
Kes’ similar sustained-releasc tnacin product, describing the increase in the price of Kos' stock
based on that produet. (23 Tr, 5442 {I'roup); 16 Tr. 3829-30 (Cannclla); CX 1510 at 62:20-63:17
(Kapur [i1}). There was some discussion ahout the fact that Scherin g was familiar with the
markel for Niacor-SR hascd on its discussions with Kos regarding their sustained-releasc fiacin
product, Niaspan. (15 Tr. 3544 (JOEL Hoilman); CX 1509 at 17:20-25 {JOEL Hoffman Dep.);
23 Tr. 5443-44 ('[roup)}.

Complaint Counsel's Responsc 1o Findine No. 1.16:

The proposed [inding is'incumplete and misleading. Upsher's late-stage clinical
work could not have been completed by June 12, MT, Audibert could not haye recetved
the "resulis" ol Upsher's two phase I pivotal clinical trials, as the second trial was not
yet complete. CX 1042 at 8P 16 00079 (the "package" of information received Fom
Upsher noting that the "projected" completion date for the second pivolal trial (Prolocol
9002210 was June 1997}, In addition, the “phase HI-B" studies discussed in the proposed
findings wers mercly plawned studies. Mr. Audibert never inquired with Upsher ag to the
stalus of thege studics or whether ihey would cver be undertaken, CPF 464 (diseussing
Mr. Audibert's Failure to confivm or inquire aboul the status of these "draft” protucols),

The proposed finding leaves oul relevant information. Prior to the June 12
wecting, nefthor party had conducted a formal evaluation of or had a specific ofter for

Niacor-SR, indicating what a license for il for ion-NAVTA countries would be worth,
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CPEF 231-34 (U pshor performed no formal analysis), CPF 237-38 (ne Furopean cottpany
approached by Upshier made an offer for Niacor-8R); CPF 240-44 (Schening’s assessment

of Niacor-SR done after it had alrcady agread 1o pay $60 million},

117 Troup confirmed that tpsher’s offer ol a Niacor-SR license axlended on v to
non-NAFTA temitorics. (15 Tr. 3545 (JOEL Hoffman); 23 Tr. 3440-41 {I'roup)). Schering was
disappointed that Tpsher would not consider a .pannarship lior Niacor-SR i the United States
(CX 1511 at 26:21-27:9 (Kapur Dep.)), bul remained inierested in the opporiunity te market the
prodect inlemationally. {23 Tr. 5443-44 (Troup)}). Mr. Kapur also cxpressed his continued
nterest in Upsher’s cholestyramine and pentoxityilline producis, although no agreement had
becn reached to include those products in any deal by the conclusion of the Tune |2 meeting. (15
Tr. 3545 (JOEL Hoffman)).

Complaint Counsel's Response to Finding No, 1.17:

The proposed finding is contradicted by more reliable evidence, Schering’s
hehavior afier the Schering/Upsher Agreement is not consistent with a company which
had mterest in developing or marketing Niacor-SI internationally. CPF § VIED). Tts
actions are thus in conflict with the allcgations of interest in the proposed finding,

The proposed finding also leaves out relevant cvidence. The dnyg g5 that Schering
licensed from Upsher, other than Niacor-SR, including cholestyramine and

pentoxifyilline, had little value. CPF § VII(BY(4).



1.15. The ume 12 meeting included a preliminary discussion concerning the price of
the Niacor-SR product. Mr. Truup asked for $70-80 million in his first offer to Schering. {23 Tr.
5449 (Lrovp); 15 Tr. 3345 (JOEL Hoffiman); SPX 1242 at 44:22-45.5 (Kapur Dep.j; 16 Tr. 3830
(Canmella)). Schering told Upsher it would continue to analyzs the issucs and the clinical daia
for Niacor-SR and would get back to Upsher about its interest in pursuing a deal for Niacor-SR.
{15 Tr. 3545-46 (JOLL Hoffman}; CX 1510 at 64:24-65:5 (Kapur IH); 16 Tr. 3832 (Camnella)),

Complaint {ounsel's Response to Finding No. 1.18:

The proposed finding ieaves out relevant mformation. CPRF 16 {no fomal
evaluation o Niacor-SR’s valuc had been done by June 12).

The proposcd finding alse leaves out additional relevant information. Mr. Troup
based his requested requests for moncy from Schering fo sclile the lawsuil not on the
value of Niacor, but instcad on Upsher’s forgone revenucs [or not entering the market and
the revenuc impact its product would have on Schering’s K-Dur 20 monapoly if Upsher
entered the market. CPF 200-02 (discussing Mr. Troup repeatedly soushl Lo replace
revenues lost by not being on the market; CPF 204, 212-13 {discussing Mr. Troup
requesting $6(-70 million to end the litigation and basing that figure on a perceniape of
the harm that Upshor’s prodoct would do to Schering’s monopoly); CPF 206-07
{dizcussing Mr. Kapur and Mr. Wassersiein®s testimony (hat Mr. Troup wanted to replace
the revenue Upsher wag losing by delaying eniry), CPF 210 (discussing presentation to
Schering's Board of Directors which links the payment with lost income); 214-18
{dhscussing money requested lo settle the lawsuil based on Upsher’s lost revenucs from

not entering the genentc K-Dur 20 market).
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3. Cesan And Kapur Ask Schering’s Global Marketing Division To
Assess Niacor-SR

.19, Shortly before ot alter the Junc 12, 1997 meeting with Upsher in Kenilworth,
Mussts. Kapur and Driscoll bricfed Raul Cesan, Schering’s president of pharmaceuticals
wotldwids, on the Upsher negotiations. (CX 1510 at 66:18-67:4: SPX 1247 at 67:5-6, 9-158
(Kapur IH), SPX 1242 of 29:16-30:15, 30:23-25 (Kapur Dep.)). They explained that Mr,
Lriscoll had made a reasonable offer to scitle the patent litigation by allowng Upsher’s generic
preduct to come vn the market in September 2001, well hefote ihe expiration of Schering’s
patent, and that Schenng was not willing to give Upsher inything clge to settle the Litigation.
(CX 1510 at 67:18-22 (Rapur TH), SPX 1242 a1 31:1-20 (Kapur Dep.)). Driscoll and Kapur told
Mr. Cesan that they had discussed with Mr. Troap whether there were any potential business
opperiunities that would be valuable to both Schering and Upsher, and Mr. T roup had suegesied
a possible deal for Niacor-SR in markels vutside of the United Statcs. (SPPX 1242 at 30:-7-1 |
(Kapur Dep.); CX 1510 at 66:23-67:4 (Kapur IHY). Mr, Cosan asked Mr. Kapur to contacl Tom
Lawda, Schering’s Vice President of (Hobal Markeling, to sce if he would be inlerestad in
marketing Niacor-SR. intomationally; il Global Markeung had no interest in Niacor-SE, then
Schermg would tell Upsher there would bone deal. (CX 1510 at 67:23-68:20 {Kapur IH); SFX
1247 al 31 :H—Zﬁ (Kapur Dep.); CX 1489 at 14:18-25 (Cesan Dep.)).

Complaint Counsel's Response 1o Finding No. 1.19-

Complaint counsel has no specific response,
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120, Followimyg Mr. Cesan’s instruetions, Mr. Kapur telephoned Mr. Lauda and told
him that Schenuy was considering a licensing opporiunity for Upsher’s sustained-release niacin
product, that {he opporlunity would cost Schenng approximately $68 million, and asked if Giobal
Marketing would perform: an assessment of the product 1o see if it would be worth $60 million to
Schering. (19 Tr. 4342-43 (Lawda)). Mr. Lauda understood thal the opportonity invelved
Schenng marketing Niacor-SR inlernationally, primarily in Curope. (1917, 4380-81 (Lauda)).
Mr. Kapur did not tell Mr. Landa that this lhicensmyg opportunity was connected to patent
litigation {19 Tr. 4344 (Lauda)), and at the time of this conversation, M. Lauda did not know
that Schering was in litigation with Upsher over the K-Dur patent (3 T, 1627-28 (Landa TH)).

Complaint Connsel's Response to Finding No. 1.240:

The propesed finding is misleading because it leaves out relevant nformation.
IIr. Kapur had the materials from Upsher on Niacor SR at the time he made the phone
call. Tr. at 19:4343 (Lauda), so the call [rom Kapur to Landa came on June 12, when
L.psher gave Schering the data package, and when the information was faxed from
Warrick to Mr. Lauda. CX 1042 ([acsimile transmizsion line showing the document was
sent [rom Mr. Kapur’s Warrick Phartnaccuticals, teads June 12, 1997). At this phone call
WIr. Lauda was told that Schenng was going to pay $60 million for the Niacor SR license,
belore Mr. Lauda or Mr, Audibert had done any evaluation ol the value of Niacor SR.,

CFPF 242,

121, Mr. Landa asked Jom Audibert, bead of global marketing’s cardiovascular unit, to

perform an assessment of Upsher’s Niacor-SR product. (19 1r. 4344 (Lauda)). Mr. Lauda told
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Mr. Audibert that a packet of' information about the product would be deliverad and Kapur wag
avaifable o anawer any questions that Mr. Audibert may have had. (19 Tr. 4404 { Lauda})), He
did not 121l Mr. Audibert any amount that Schering expected to pay for the license, and Mr.
Aundibert was umaware fhat the Niacor opportunity had any connection to a patent swil. (18 T,
4113 {Audibert)}
Complaint Counsel's Responsc o Finding No. [.21:
The proposed finding is misleading because it leaves out relevant mformation,
Mr. Awdibert was asked to do a commercial assessment (or sales forecast) and a profit
and loss slalement and nothing clse. I'7. at 18:4166-4168 (Audibert). Moreover, the
propesed finding 1s contradicted by olher evidence., Mt Wasserstein 1estfied that he
spoke with Mr. Audibert “during the process of the license agreement,” informing him of
the terms of the proposed tcense agreement with Upsher and the amount of the payment,
CX 1532 al 17:13-18:22 (Wasserstein dep); see also CX 1511 al 50:16-20, 51:7-16
(Kapur dep) (iestifving about discussions with Mr. Audibert between Tune 13-16 and Mr.

Audibert’s intercst in speaking with Mr. Wasserstein).

1.22. -Mr. Kapur sent Upsher’s Niacor-SR data package to Mr, Audibert the sanie day
he received it from Troup, (CX 1511 at 40:8-12 (Kapur Dep.)). Mr. Audibert did not recall Mr.
Lauda specifying a deadline for his review of Niacor-SR, hut he knew from past expericnecs with
similar requesls that Mr. Landa usually wanted the assessment to be completed quickly. {18 Tr.

4112-13 {Audiberi)).
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Complaint Counsel's Response to Finding No. 1.22:
The proposed finding is misicading becanse it leaves out relevant inloonation.
|1'IE'; 't'["],a.l wam S{:hﬁdll]Ed fﬂ]‘.]ullc lg‘ 1997 L"PF IS?, ].96. LEELE LY L TR T T T T Y T ST ey
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ssveevasresanieaass The parlies had to settle belore that June 18 date in order to make

certain that the settlement would preclude any docigion on Lhe patent case,

4, June 16, 1997 Meeting ~ Plymowth, Minnesola
1.23. The next meeting betwesn Schering and Upsher took place in Upsher's office in
Plymouth, Minncsota, on June 16, 1997, (23 Tr. 5452 (Troup); 15 'I't. 3550 (JOEL Hoffman)}.
Kapur, Hoffman, Wasscrstein and Schering in-house altorney Paul Thompson attended [or
schering; Troup, Tlirschberg, and Carmella (via telophone) participated on behalf of Upsher. (15
Ir. 3546 (JOEL Hoffman), 2 Tr. 331-32 (Kapur IH)); 23 Tr. 5452 (I'roup); 16 Tr. 3834
Carmella}).

Complaint Counscl’s Response to Finding Ne. 1.23:

C'omptaimt counscl has no specific response.

124 At this meeting, the main topic of discussion was licensing. (15 Tr. 3547 (JOEL
Hoflman)). On the subject of seltlement, ¥r. Troup and Mr. [ollman briefly debated the morits
of the lawsuit, but then agreed to “move on to talk about the licensing prospects.” (15 Tr. 3547

(JOEL Hollinan}). The date tor Upsher’s entry was not negotiated at this meeling. {16 Tt 3850

23



(Cannella)). Alno time was therc any discussion Lhat the payment or payment terms would be in
cansideration lor delay of entry of Upsher’s product. (231, Tr. 5460 (Troup); 16 7. 3839
{Cannella); L5 Tr. 3572 (JOEL Hoffman)),

Complaint Counsel's Response to Findine Mo, 1.24:

The proposed finding is misleading because il leaves out relevant information.
Mr. Wasserstein, whe does not recall atteniding any meetings before the Junc 16 meeting
in Minneapolis, recalls that Mr. Troup said that “he was locking for an income stream to
replace whal they would have earncd on their own potassinm chloride product,” either at

the meeting in Mmncapolis or on subsequent phone conversations. CX 1531 aL 100:25-

102:1 {Wasserstein [H).

125, Discussien at the June 16 muecling focused on the valuation of the package of
Upsher products, including Niacor-SR. for the cx-NAFTA countries, cholestyramine worldwide
and pentoxitylline tor the cx-NAFIA countries. {23 Tr. 5453 {Troup)). Over the course of the
meeting. Upsher also added for ex-NAFTA countries its wax matrix & and 1 mFq products and
Klor Clon M2, the subject of the litigation. (23 Tr. 54353 (Troup)).

Complaint Counsel's Response o linding No. 1.23:

The proposed finding is misleading becausc it leaves out relevant information.

See CPRF 1.24.

.26, Both parlies recognized the value of Niacor-SR. (23 Tr. 5454-55 (Troup}; SEX

1242 ul 68:14-16, 68:21-69:10 (Kapur Dep.)}). The Schering negotiators came to the June 16



mecting armed with the knowledge that Schering’s Globul Marketing was definitely interested in
licensing Miacor-SR bused on Mr. Audibert’s asscssment of the product and its potential salcs,

(CX 1511 at §0:16-52:8, 53:12-22 (Kapur Pep.); SPX 1242 al 54:9-11, 14-20 (Kapar Iep.); OX
1510at 71:13-24 (Kapur IH); 19717, 4349 (Lauda)). Schering indicated at the June 16 meeting
that it was impressed by and interasted in the Niacor-SR producl. {CX 1510 at 71:2-12 (Kapur

1HY; 23 °I'r. 5454-55 {Troup}).

Complaint Counsel's Response to Finding No., 1.26:

The proposed finding is contradicted by othier cvidence. Schering had no basis
upon which to value Niacor-SR mdependent from its agreement to pay Upsher $60
million to seftle the patent infringement suil. CPF 240 (Mr. Kapur was not qualiied to
vvaluale Niacor-5R); CPF 242 (Schering had alrcady decided to pay S60 million before
Mr. Kapur asked Mr. Landa to evaluate Niacor-8R); CPF 243 (Mr. Kapur did not receive
Mr. Audibert’s analysis unlil June 17, after the June 16 pegotiations in which Schering
agreed to pay S 00 millon).

Mr. Audibert did not complele his commmercial assessment of Niacor SR, and Mr.
Lauda did not send it lo Mr. Kapur, until June 17, CPF 242-43, On June 146, the
Schering negotiators could not have relied upan Mr. Audibert’s written analysis. Both
WIr. Kupur and Mr. Wasserstein festificd that they spoke o Mr. Audihert about his
azscasmcnl of Niacor SR before the meeting on Junc 16, CX 1332 at 17:13-18:22. 27:9-
28:7, 28:16-20 {Wasserstein dep) (testifying that he spoke with Mr. Audibert “durmg the
process of the license agreement™ and before the June 16 meetmg); X 1511 at 50:16-20,

51:7-16 {Kapur dep) (teslifymy about discussions with Mr. Andibert belween June 13-16
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and Mr. Audibort’s intorest in speaking with Mr, Wasscrstein),

However, Mr. Audibert categorically denics speaking with cither Mr. Wasserstein
or Mr. Kapur. CX 1483 at 32:10-15, 33:7-25 (Audibert TH) (recalling talking weith Mr.
Kapur gffer commercial assessment completed), CX 1484 at 103:8-24 {Audibert dep)
(leslifying he does not recall speaking with anyone at Schering, other than Mr, Landa,
while doing his cotmmereial assessmenil of Niacor-5143, 222:21-225:4 (testifying he does
not recall talking with Mr. Wasserstein about Niacor-5R until afier he gave Mr. Tauda
COmMerciil AssessTent).

Mr, Wasserslein also remembers thal, prior to the meeting on June 16", he told
Mr. Audibert all about the deal with Upsher, ineliding how much money Schering would
pay for the license for Niacor. CX 1532 at 17:13-18:22, 27:9-28:7, 28:16-20
{Wasserstem dep} (testifying he provided information about the license 1o Mr., Audtbert).
Again, Mr. Awhbert contradicts Mr. Wasserstein’s azssertion and denics knowing how
much Schering was gﬂiﬁg to pay before he did hig analysis. CX 1484 at 1(H1:23-101:4
{Audibert dep) (testifving he did not know Schenng was considenng a hicense for Niacor-
SR uniil afier he did ns assessment), 22(k140-14, 221: 16-222:5 (testifying he did not
know the terms of the Niacor-SR license while doing his assessment).

1f Mr. Audibert is correct, then Mr, Wassemslein and Mr. Kapur wenl Lo Lhe
meeling on linel& without knowing how much Mr, Audibert valucd ihe Niacor-SIU
licetise, If Mr, Wasserstemn and Mr, Kapur arc correct, Mr. Audibort knew how much

Schering was going to pay for the license hefore he completed his commereial
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asscssmoent, and his assesaiment cannot be considered independent from the palent

setiletnent negoiiahons.

1.27.  Theparties negotiated Lhe price fix the Niacor-8R license. (CX 1510at 71:2-
72:3, T2:10-72.24 (Kapur TH), SPX 1241 at 72:4-9 (Kapar I1H); 23 T, 5434 (Troup)). Mr. Troup
still wanted $80 million and falked again about the Lacl that Kos® market capitalization was $400
million based on Lhe strength of its similar niacin product, for which they projected sates o1 3250
million in annual salvs by Lthe third year. (23 11, 5455 (Troup); 15 Tr. 3547 (JOEL Holfman); 16
Tr. 3835 (Cannellay}. Schering made a counter-offer of $60 miliion. (16 Tr. 3835 (Cannella); 23
Tr. 53458 { I'toup}}. The parties discussed, cither at the June 16 meefing or shortly thereafier, that
the $60 million would be paid it installiments. (23 Tr. 34359-60 (Troup); 15 Tr. 3547 (JQEL
Iloffman); CX 1511 al 74:13-75:3 {Kapur Dep.}). T'o bridge the gap belwecn Upsher's asking
price and Schering’s counter-oller, the parties negotiated milestone payments for launch of
Niacor-5R in ine different countrics throughout the world, including $2 million for Japan and
$1 million cach for eight other countries, totaling S10 million in milcstenes, (CX 1510 at 72:10-
74:1 (Kapur IH);, CX 1511 al 72:23-73:4 {Kapur Dep.); 16 Tr, 3836 (Cannella); 15 Tr. 3547
(JTOEL Hoffman), 23 'Iv. 3458-539 (Troup)}). Troup also asked for two different levels of rovalties
ofl Niacor-8R: a 1004 royalty on annual net sales vp to 550 million amd a 15% rovalty on annual
net sales in excess of 350 million. (23 'fr. 5459 (Troup), CX 1510 al 74:19-75:7 (Kapur TH); CX,
347 at SF 12 (3195).

Compiaint Counsel's Response to Finding Ko, 1.27

The proposed finding is misleading hecause 1t leaves out relevant information,
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Mr. Troup teid the Schering negotiators that the moncy he wanted was a prorequisite to
any settlement of the patent lingation and tied the amownt of money to replacing Lthe
money Upsher would have polten from introducing Upsher’s Klor Con M20 generic
versinn of K-Dur 20, information that was passcd on to the Schering Board of Dirsctors
when they were asked io approve Lhe license. See CPRF 1.24; CPF 210 (discussing the
presentation to Schering’s Board of Directors which said that providing Upsher an
“income stream” (o replace that which it was losing by not entering the market was a

“prerequisite of any decal™)

1.28.  The parties also discussed thal Schenng would retain the ight to manunfacturc
Niacor-SR itself, or, at ils sole discretion, to require Upsher to manutacture and sell to Schering
at cost the Niacor-SR, pentoxilylline, and potassium products, and to mannfacture al cost plus 30
percent the cholestyramine product. {23 1, 5461 {Troup), CX 1510 at 75:5-7 (Kapur TH)).
Troup considered this to be an “oncrous obligaton™ for Upsher because these manufacturing
obligations could be exercised in Schering’s sole discretion. {23 Tr. 5461 {Troup)).

Complaint Counscl's Response to Finding Nu. 1.28:

This proposed finding 15 not supported by any conlemporanecus evidencs. Therc

i3 no conternporanecus evidence that Mr. I'roup felt this was an “onercus obligation,”

128, By the end of the June 16 meeting, the parties had negotiated most of the
principle terms of the licensing deal, although they had not reached a final agreement or put

anything into writing, (13 Tr. 3548 (FOEL Iloffimany; 23 Tr. 5459, 5461 (Troup); 2 Tr. 360
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(Kuapur 1H}; CX 1510 at 74:4-78:3 (Kapur 1H})).

Complaint Counsel’s Response to Finding No. 1.29:

‘The proposed inding 15 misleading becausc it leaves out relevant informaiion.
There never was a separate licensing deal; the license for Niacor-SR was contained in the
selliement agreement, sctiling the patent titigation betwoen Schering and Upsher, CX
348 at USL 03186-87 (the settlement agreement). By the end ol the June 16 mecting, the
partics had fiegotiated most of the principle terms of the settlemcent agreement, although

they had not reached a final agresment or put anything in wrling,

D. Finmal Negotiations And The June 17, 1997 Apreement

1.30. ‘Irial in the patent case between Schering and Upsher was scheduled to begin on
Tune 18 or 19 (15 Tr. 3549 (JOEL HolTiman}), and the partics wanted 1o sellle the suit before the
start of tmal. (7 Tr. 1427 (JOEL Iollinan TH}). Schering and Upsher decided o eover the patent
settlement and Niacer-SR license in onc document. (7 Tr. 1426-27 (JOEL Hoffman TH)).
Mo, 1.30

Complaint Conngel's Response to Findin

‘IThe proposed finding icaves out relevant evidence. The Schering/Upsher patent
litigation was supposed to begin on Junc 18, 1997, the day alter (he settlement agreement

is dated and the day il was signed. CPRF 1.3,

1.31. "The parties” lirst elforls (o create a written agreement produced competing drafis.
Alter the June 16 meeting, the Schoring representatives flew back to Newark, and Paul

Thompsen worked on a draft agreement on the plane vide home. (15 Tr. 3549 (JOEL Hoftman)).



Mr. Camnella, meanwhile, dralted a document at Mr, Troup’s request entitled “Points of
Agreament” (16 Tr. 3840-41 (Cannclla); USX 233), Mr. Cannelia called Mr. Hoffinan and
myuired as to the status ol the agreement. (16 Tr. 3842 {Cannclla)). Mr. Hoffman told Mr.
Cannella that they had reecived Upsher’s dratt but that they were working en a more defailed
document. (16 1T, 3842 (Cannclla)). Schering evenmally scnt its drafl of the agreement Lo
Cannella and Upsher. (USX 105; 16 Tr. 3843 (Cannella); 15 Tr. 3549 (JOEL Hoffinan)).

Complaint Counsel's Response to Finding Mo, 1.31:

Complaint counsel has no specific response.

1.32.  Cannella and lJoffman were ullimately unable to reach agrcement on some terns
of the Schering drafl, (16 1r. 3843 {Cannella)). They agreed to get the principals on the
lelephone to 1esolve these differences. (16 Tr. 3844 (Cannella)). The final details of the
agrcement, meluding the amounts of the installment paymcents (hat would make up the $60
million in up-front royalties, wore worked out in a serics of telephone calls betwean the pariics
over the next 24 hours. (CX 1311 at 74:13-75:3, 76:9-1% (Kapur Dep.); 15 Tr. 3548-50 (JOLL
Heffiman), 23 Tr. 5459-60, 5464 (I'roup); 2 Tr. 3;6[1 (Wassersiein, IH); 16 Tr, 3843-44
{Cannella)).

Complamt Coumsel’s Respense to Findmg No. 1,32

Complamt counsel has no speeifie response.

1.33. During these telephone calls, the parlics discussed the languayc of the provision

that gave Upsher permission to tarket its generic version of K-Dur afier Scptember 1, 2001, (16
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Tr. 3844 (Cannclla)). Schenng’s proposed version of the agreement provided that Upsher
“aprees that il will not market in the United States 1ts Klor Con M20 potassimm chlozide product
or any other 20 milliequivalent potassium chloride product prior to September 1, 2001 (USX
105, 16 Tr. 3848 (Cannella)). Mr. Cammella lold Mr. Hoffiman that the language “prohibited
Upsher-Smith from doing too broad a spectrum of activilies anid was nel acceprable”™ (16 Ti.
3849 {Cannella)y. Mr. Cannella also explained this to Mr. Kapur, who agreed that the langnagc
was too broad. {16 Ty, 384% {Cannella)). Together, the partics changed the language to veflect an
agreemetyt that Upsher “will noi market i the United States its Klor Con MZ0 potassium
chloride product or wry cther susiuined release microencapsulated potassium chloride tabler

pror to September 1, 2000, {16 Tr. 3847, 3849 (Cannclla)).

Complaint Counsel's Besponse to Finding Mo, 1.23:

The proposed finding is misleading hecause it leaves out other rclevant
information. Upsher was then marketing a potassium chloride powder fhat was mixed
with waler thal could be taken in a 20 mEq strengih. v, at 204621, 29 {Dritsas).
Schering’s proposed languaye w.cu]d have barred Upsher from continmuing to markct this
product even though competition from existing products did not constrain the pricing of
K-Dur 20. Upsher's proposed language would allow Upsher 1o continuc markefing 1ts 24
mEq powder, but not allow Upsher to market any other potassium chlonide AB rated 1o

K-Dur 20, whether or not that other product infringed the Schering 743 patent.

124,  The September 1, 2001 date for entry of Upsher’s generic version of IX-Dur had

been settled betore these discussions, and the date wag nol the subjecl of negotiations during the
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Tuie 12 or June 16 meetings or the subsequent telephone calls between the partices on June 17.
(16 Tr. 3850 (Cannella); CX 1488 al 64:18-6G3:3 (Cannella Dep ) SPX 1263 at 63:5-6, 12-15
(Cannella Dep ).

Complaim Counsel's Response o Fimdine No, 1.34:

The proposed finding makes a nonsensical distinction and is contrary to more
reliable cvidence. Mr.I'roup repeaicdly demanded from Schering 1 payment to setlle the
patent infringement suil. CPF 190 (Mr. Troup asked for $60-70 million at the May 21
meeling); CPF 197 (Mr. Troup continued to strces his need for cash at the May 28 and
June 3 mectings); CPE 192 (e, Troup again asked for $60-70 raiilion at the June 12
meeting); CPF 196 (Mr. Troup continued to insist on payments (o scttle at the June 16
meeting), CPF 197 {discussing the partics’ negotiations on Junc 17 of the payments ol
360 milliony; CPT 200-02, 204, 206-07 {(summarizing Mr. Troup’s demands Lo be paid to
scttle the patent infringement suit ard his connecting the money Schering should pay
Lipshcer to the revenne Upsher was losing by not entering the market and to the harm that
['psher’s product would do to Schering’s monopoly), CPF 210 (discussing the
presentation to Schening™s Board of Directors which said that providing Upsher an
“Income siream™ to replace that which it was losing by nol enfering the market wus a
“prerequisite of any deal™). Beeause Upsher demanded pavment as part of any settlement,
no date for Upsher’s introduction of its generic 20 mEq potassium chlotide could be

finahzed until Schering had agreed to pay Upsher the $60 miHion,



1.35.  Alfier the conference calis to fine-tune the agreement. the agreement was
memorialized in wiiling i an initial fax copy on the early hours of FJune 18, 1997, (23 Tr. 5464
(Troup); 15 Tr. 3549-50 (JOEL Hoffman)). The settlement agreemenl, CX 347, bears the date of
Junc 17, 1997, (CX 347, 15 Tr. 3550 (JOEL Hoffiman)). However, 1l was actually signed at 2:00
or 3:00 a.m. on June 18, 1997, (15 Tr. 3550 (JOEL Hottman), 23 Tr. 3467 (Troup)). Mr. Troup
signed a fax copy on Junc 18 (23 Tr. 5467 {Troup)) and a hard copy ol the [nal version on June

15, afier returmny to the office from a busincss trip. (23 Tr. 5465, 5467-68 (Troup); CX 348).

Complaint Counsel’s esponse to Finding No. 1.35:

Complaint counscl has no specific response.

K. Schering’s Board of Directors Approves the Niacor-SR License

1.36.  Schermyg’s procedures dictated that the Beard of Directors must approve any
license with a valuc above a certam threshold. (SPX 1260 al 26:8-17 (Wasserstein [H)). The
entive agreement cxccuted belween Schenng and Upsher, ineluding the first payment to be made
by Schenmg, was contingent on approval by the Schering Board. (16 Tr. 3855-56 (Camnella), CX
347 at SP 12 00190}, Mr. Wasserstein began working on a document to be presented to the
Board of Dircetors soon alter the agreement was signed. {2 Tr. 360-61 (Wasserstemn [E1)). 1n
parl, Mr. Wasserstein relied on clinical information and finaneial projcctions geterated by Globai
Markeling group. (7717, 1443-45 (Wasserstcin TH)).

Complami Counsel’s Besponse to Finding No. 1.36:

Complaant counsel hag no specilic response.
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1.37.  The presentation to Schering’s Board sought authorization to cnter inte the
license agreement with Upsher. {CX 238). Tt states that, during the course ol Scherimg™s
discussions with Upsher, Upsher “indicaled that a prereguisite of any deal would be o provide
them with a guaranteed income strcam for the next 24 months to make up for the income that
they had projected to eam from sales of Klor-Con had (hey been successfil in their suit.” (CX
338 at 5P 12 60270). The Board was informed that Schening had made it clear to Upsher (that
ary such deal would have “lo sland on 1ts own merit, independent of the settlement.” (CX 338 at
SP 12 00268; 2 Tr. 363 (Wagscrstein TH)). By that, Wasserstein meant that “any hicensing deal . .
. thit we were doing with Upsher-Smith had 1o be valued as u lcensing deal without any
consideration of the selifement.” {2 I'v. 2363 (Wasscrstein IHY), Mr. Hoffman described this as an
accurate deseription of what he told Upsher representatives at the meelings he attended, (15 Tr.
3573-74 (JOEL Iloftman)); CX 1531 at 105:12-25 (Wasserstein TH); SEX 1260 a1 106:1-K
(Wasserstein L1}). One Schering Board member testified that “it was made very cloar 1o the
directors thal we were looking at this license agreement which had to stand on the merits of the
license agreement.” (SPX 1225 at 3(k14-17 (Bechcrer Dep.)). Another Board member explained
that “the licensing agrecmcnt thal was being proposed would have to stand on its own meritz,” g0
that il “would be an agreement that would make sense in and of itself independent of anything
else.” (CX 1526 al 24:24-25:1_ 25:5-7 (P. Russo Dep.)).

Complaint Counsel’s Response to Finding No. 1.37;

The proposed finding leaves out relevant evidence. The Schering Board of
Directors did not have the required mformation to cvaluate the Schoring/Upsher

Agreement. In the materials provided (o the Board tor its mecting on June 24, 1997 there
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ig no mention o any of the [ollowing: the lack of due diligence by Schering concerning
the palent situation of Niacor-SR; the lack of due dihgence by Scherng concemning
FDASrepulatory issues with respect (o Racor-SH; the lack of dus diligence by Schering
concerning labeling with respeet to Niacor-SR; the issue o FD A approval; or, that
Schering-Europe carlier had rejected a deal for Nizcor-SR with Upsher. X 338
{Schering Board of Directors prescntation). Additionally, the Board never saw the aciual
SehenngUpsher Agreement. CPH 220,
The Board also did not conduet an independent evaluation of the merits of the
Schering/Upsher Agreement nor did it have the skills to do se. CPF 221 (discussing that
Board members did not review the Niacor-5E license on it own, did noi have the skiils
o do so, and accepted the judgement of management when deals such as the license for
Nieor-SR were presented 1o them). The Board only considered the proposal for 15-20
minutes, CPF 220.

The Board knew that if a gencric version of K-Dur 20 eniered Lhe market,

Schering would lose revenues and profits. CPIF 222,

1.38. - The Board presentation provided sales prajections for Niacor-SR of $100 millien
plus in annual sales. (CX 338 at SP 12 00268). The presenfation showed a net present vaiue of
$225-265 mithon for the Niacor license, (CX 338 at 8P 12 00275). A Board member testified
thal “Jt]hc focus of this proposal was a licensing agreement for four products in a space that
Schermyg was interesied m for a S60 million investment and a $225 million plus ceconamic valpe

remirn. So, from the Board®e standpoint, there wag nothing about this that wonld canse any



questions.” (CX 1526 at 51:17-22 (P. Russo Dep.)). Bascd on the information presented to them
and their understanding that the payvments were for the licensed products, the Board approved the
license deal. (CX 340 at SP 07 00003).
Complaint Coutsel's Response to Finding Ne. 1.3&:
The propused Onihng leaves out relevant evidence and is therefore misleading.
The Schering Beard of Dircetors did not have the required information to evaluate the
Schenng/Upsher Agreement. The Board also did nol conduct an independeni evaluation
of the mcrits of the Schering/Upsher Agrzement nor did it have the skiils to do so. CERF

1.37.

139 The payments provided for in the June 7 agreement were for Niacor-SR and the
other producls Schenng licensed from Upsher. Therc is no testimony to the contrary,

Complaint Counsel's Besponse to liindine No. 1.3

The proposed [indmg 1s contrary to more reliable evidence, Schenng did not
license six Lipsher products in cxchange for stxty million dolars, Three catcgories of
evidence prove that, in fact, Schering paid Upshor $60 million to delay Upsher’s entry
into the K-Dur 20 markel: (1) the circumstances of the negotialions and the
Schering/Upsher Agreemeant itsell; (2} an unalysis of the licensc for Niacor-SR.; and (3}
the economic incentives of branded monopelies and potential generic entrants:

(1) First, the text of the ScheringUpsher Agresment and the circumstances of the
negotiaions mdicates payment for delay. The Schermg/Tpsher Agrecment itscll

indicatcs that the license and supply agreemient was not a separate agreement for value
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independent of the settlement agreement, but in fact that the $60 million and the
agreement to sette the patent infiingement suit were inextricably intertwined. CPF 176
{paragraph 11 of the Schering/Tpsher Agreement cxplicitly statcs $60 million is for
paragraphs 1-10 of the ScheringUpsher Agreement, which includes the settlement of the
htigahon, Upsher’s agreement to delay entry until 2001, and its agreement not to heip any
other challengers to the *743 patent), CPF 178 (Mr. Hoffinan concedes that the agrecment
o its tace indicates some money paid for settlement); CPF 179 {paragraph 3 aliows
Upsher to come to market immediately if a conrt strikes down the Agreement (and thus
Schenng’s requirement to pay the S60 million)); CPE 181 (paragraph 3 allows Upsher o
come te markel 1f Schenng licenses another genenc to enter); CPT 1 80 {paragraph 10)
(“frorce majenre” clause) obligates Schering to pay $60 miliion o Upsher even il some
unforeseen event causcs the license 1o he worthless). This cotlemporaneous doeumentary
evidence 15 more reliable than the self-serving, post-hoc testimony ciled in (he proposed
fineing,

There 18 also reliable evidence that Mr. Troup asked tor moncy from Schering
repeatedly in erder 1o agree o selile the Schering/Upsher patent infringenent suit. CEFF
190, 200, 204 {(Mr. Troup demands for $60-7 million to seitle the lawsuit at the May 21
meeting), CPF 191, 206, 209 (Mr. Troup stresses s need for cash at the May 28 and
June 3 meetings); CPF 192, 194, 200, 206 (Mr. Troup repeats his demand for moncy 1o
settle the lawsuit a1 (he Tune 12 meeting); CPF 196, 200 (Mr. Troup stressed a nced for an
meome streamn and up-lrent payments as part of a sclllement at the June 16 meetingy, CPF

201 {Mr. Troup repeats his need for revenue as part ol a settlement at the Junc 17
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mechungz).

Mr. Troup based these requesled requests for money from Schering to setile the
Iawsuit not on the value of Nigcoer, but instead on ipsher's forgone revenues for not
cntering the market and the revenue mmpact 118 product would have on Schering’s K-Duor
20 monopoly if Upsher entered the market. CPF 200-02 (discussing how Mr. Troup
repeatedly sought to replace revenues lost by not being on the market); CPF 204, 212-13
(diseussing Mr. Troup requesting $60-70 mitlion to end the litigation and basing that
figure on a percentage ol the harm thal Upsher’s product would do to Schering’s
monopoly); CPF 206-07 (discussing Mr. Kapur and Mr. Wassersiein®s testimony that Mr.
‘I'roup wanted to replace the revenue Upsher was losing by delaving eniry), CPF 214-1%
{discussing money requested (0 settle the lawsnit hased on Upsher’s lost revennes from
ool entenng e zenenc K-Dur 2() market).

{2} Second, the $60 milhon nen-contimgent payment made by Schering to Upsher
cannot reasonably be considered to have been a license fee for Niacor-5K and the five
weneric products licensed under the settlement agreement. Tr. at 7:1307, 1338-39 (Levy);
Tr. at 4:577 (Bresnahan), The 560 million non-contingent fee was grossly excessive for
Niacor-5R and the other licensed products, CFF 287-372, Schering's due diligence was
strikmgly superficial relafive to industry standards, CPF 373-663, Schering’s and
Upsher’s post-license behavior does not conport with partics’ who had just entered 1nto a
typical licensing deal, CPF 664-721, Schering had previously rejected an cqual ar better
product, CPF T22-777, and no other company had oftered Upsher any money lor Niacor-

SK, lct alone 560 mmllion, CPF 77R-808.



{3) Third, econormc theory proves Schering patd Upsher $60 mullion lo delay
Upsher's entry mto the K-Dur 20 murket.  There 1s always an incentive for the
monopolist to pay the entranl Lo delay its entry and Lor the entranl Lo agres o delay its
entry, which harms consumers, CPF 1150 1157, A monepolist and potenual entrants
have those meeniives lo delay entey even with it is uncerlain. CPF 1161 1165.
[Tncerlam competition provides the same benefits qualitatively as certain enfry, so
dclaving uncertain entry harms consumers. CPF 1166 — 1172 Applying the critcria to
these settlements, Schenng wis a monopolist and Upsher and AHP were threals o that
manopaly, Therefore, the partics had the incentives to delay uncertam cnlry, CPF 1173
1154 {applying cconomic theory to facts of this case and explaining how Schering, as a
monepolist, had the incentive to pay 1ipsher o delay its entry and how Upsher, as a
potential entrant, had the incentive to accept money to delay its entry). Schering paid
Upsher net consideration for delay. CTF 1185 1206 (explammy; Schenng™s und
Upsher’s iheentives to agree to pavment for delay, the actions of cach which led to

payment for delay, and that the 360 million was not for Niacnr-SR},

1.40. - Paragraph 11 ol the agreement discusses up-Gont royalty pavinents, rovalties, and
milcstone payments, (CX 347 at SP P2 00194 23 T, 3472 (Troup)). The asreement refers tn
the installment payments of $28 million, 520 million and $20 million as “rovalty” payments.
{CX 348; 15 Tr. 3575 {(IQEL Hoffman}; 16 Tr. 3855 (Cannella); 23 Tr, 5474 (Troup)).
lurthermare, “[a]ll of [the] discussions [ between Schenng and Upsher] relating to those

payments deall with those paymenis as constderation from Schermg-Plough o Upsher-Smith for
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Schering-Plough's acquinng of the rights in the four Upsher-Smith pipeline products.™ (16 Tr.
3835 (Cannella)); see wlse (23 Tr. 3472-73 {{'roup}} {Lpsher discusscd with Schering that the
sole purposc of these payments ind milestones were for the licchsing and the nghts and
obligations to mannfacture the products for Schering). Any other interprotation of the purpose of
these payments would be “dircetly contrary to every discussion™ the partics had. (15 Tr. 3565
(JOEL Hoffmany).
Complaint {ounsel's Response to Finding No. 1.40:
| The proposed [inding is contrary to more reliable cvidence. "I'he plain lanpuage of
the Schering/Upsher Agreement indicates that the $60 miflion was paid to delay Upsher’s
entry. CPE IT{; {paragraph 11 of the Schenng/Upsher Agreement explicitly stales §60
million 1 [or paragraphs 1-10 of the Schering/Upsher Apreement, which includes the
settloment of the higation, Upsher's agresment 10 delay ontry antil 2001, and its
agrecment not to help any other challengers to the “743 patent); CPF 178 (Mr. John
Hoffinan coneedes that the agreemeni on its face indicates some money paid for
scltiernenty, CPF 179 {paragraph 3 allows Upsher Lo come to market if a court strikes
down the Agreement (and thus Schering’s requirement (o pay the $60 million)); CPF 181
(paragraph 3 allows Upsher 10 come to market if Schering ficenses another generic to
enler); CPF 180 (paragraph 10 {“foree majeure” clause} obligatcs Schering to pay 560
muillion to Upsher even if some unforescen event causes the license to be worthless). This
contemporineous documentary evidenec is morc veliable than the self-serving, post-hoc

testimony cited in the proposed finding. See also CPRF 1,39,
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1.41.  Bach of the Schering representalives who participated in the Tpsher settlement
negoliations testified that Schenng rofuscd Lo pay Upsher money to keep its goneric version ol K-
Dur oft the market. Professor Bresnahan concedes that these witnesses so testified. (6 Tr. 1092-
%3 (Bresnahan}).

Complaigt Counsel's Response to Finding No. 1.41;

‘The propesed finding is inconsistent with more reliable evidence. See CPRF 1.29.

1.42.  Mr. Driscoll testified that he and Mr. Troup, “had a discussion rather extensively
about [ Troup’s] point about . . . us paying them 1o ond the litigation, and he was prelly forceful in
that, very forcelul as @ matter of fact, and [ was very lorcefud 1 saying, [w]e simply cannol do
that.” (2 Tr. 325 (Driscoll IH)). Mr. Dviscoll testitied that he “indicaled very forcefully that
Schering was not going to pay any sum o Upsher-Smith simply for them to stay off the market.”
(2 Tr. 326 (Driscoll [H}).

Complant Counsel's Respoitac to Finding Ne. 1.42:

The propased finding is misleading and leaves oul reliable evidence. Contrary to
the implications of ihe proposed finding, Mr. Troup askud Schering for money repeatedty

in order to agree to scitle the SchenngUpsher patent infringement suil. CTF 190, 200,

204 (Mr. Troup demands for $60-70 million (o seltle the lawsuit at the May 21 mecting);

CPF 191, 206, 209 (M. "I roup stresses his need lor cash at the May 28 and Tune 3

meetings};, CPF 152, 134, 200 (Mr. Troup repeats his demtand for money to settle the

lawsuit at the Tune 12 meeting); CPF 196, 200 (Mr. Troup siressed a need for an income
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gircam and wp-front payments as part of a settlement at the lune 16 meeting); CPF 201

{Mr. Troup ropeitls his need for revenue as part of a settlement at the June 17 mecting).

143, Mt Kapur lestified thal Mr. Driscoll “wus very clear [at meetings with Troup]
that . . . his atterncys would not allow him to make any financial setilement and, therefore, e
was not willing to — he mled out making any payment lo Upshor-8mith.” {SPX 1242 at 21:16-20
(Kapur Dep.)). Sec alee (2717, 326, 335 (Kapur 1H)) {*“Marty | Driscoll] told Ian [Troup] that he
conld not cnrertain the idea of paying him anything for stayving off the market” and “that his legal
people would not allow him to do (hat™). Mr. Kapur specifically recalled that “Hoffiman had
made the point to Upsher-Smith repeatedly that there was no way [Schenng] could make any
paymenl for settlement of that lihigation.™ (CX 1510 at 63:24-64: | {Kapur IH)); see aiso (SPX
1242 at 46:11-14 (Kapur Dep)) (“Hoffinan made clear on several meetings that there would be
e payment [or scillement of the htigation™).

Complaint Counsel's Response fo Finding No, 1.43;

The proposed finding is inconsistent with more reliable evidenve, See CHRYE

1.39; CFRF 1.42.

144 Likewise, Mr. Hoftman testificd that Schering never agreed 1o pay Upsher for
delay in bringing its generic to market. (13 Tr. 35342 (JOEL Hoffiman)). When Mr. Hoffiman got
mvolved directly m the negotiations, he told Upsher’s counsel Mr, Cannclla plainly that
“Schering was not gomy te be paying Upsher-Smith to stay off the markcet.™ (15 Tr. 3541 (JOEL

Hoflman)};, see alse (SPX 1240 a0 32:7-12 (JOEL 1offman Rep ) (Holtiman told Cannclla that
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“1f we wore going to have a settlement hetween our two clivls, we do it sppropriately from an
antifrust point of view . . . and that T thought the discussion should be about Feensing of a
produet and thal we were not going to pay Lipsher to stay olf the matket™). Somlarly, Mr.
Hoffman tesnied that he “took [a comment by Upsher’s consultant] to be an mvitalion to pay
them to stay off the market and 1 said we weren't going to do that.” {15 Tz, 3544 (JOEL
Heoffman}). Mr. Hollman also testified that “the consultant [Upsher] brought was doing some
sort of analysis of how much we stood to lose 1 we lost Lhe lawswit. And | believe that's what led
mwe o beliwve they thoughl it would be an appropriate thing for us to pay them te settle the
lawsnit. And I told them we would not do that ™ {CX 1508 at 35:19-25 (TOEL Hoffman TH) see
also (CX 1508 at 35:6-10)).

Complaint Counsel's Responsc to Finding No. 1.44:

The proposed finding is incotsistcul with more relizble evidence, See CPRF

1.39; CPRF t.42.

1.45.  Upsher representatives also testified that Schering Hatty rejected the idea of
paying Upsher to settle the litigation. Mr. Troup testificd that Dnscoll told him at their {irst
meeting that he “wasn't going to discuss the merits ofthc |patent] case, nor was he going to
diseuss money.” (23 Tr. 3413 (Troup)). Mr. Troup testified that no one at Schering ever
mdicated during any of the nepotiation sessions that Schering would pay Upsher for delay of its
enlry (23 Tr. 5499 (Troup)), or that the licenses Schenng obtained from Upsher would be a cover
ot ve1l for a payment for delay. (23 Tr. 5499 (Troup}) (“These were valuable licenses. There

was no vell ol anvthing™).
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Complaint Coungel's Response ta Fndineg No, 1.43:

The proposed findmy 1= inconsistent with more rcliable cvidence. See CPRF

1.39; CPRF 1.42.

1.46.  Mr. Cannclla, testificd that Mr. Hoffiman had “meationed the sensiuvities of
inbilrust considerations™ in relation to any deul between the Schering and Upsher, (16 Tr. 3826
{Cannella)). Mr. Cannella confirmed that, at the meetings in which he participated, there was no
statement by anyonc that Upsher should be paid for delayed entry. (16 Tr. 3834 {Cannclla)).

{omplaint Counsel's Response 1o Findin A6:

The proposed finding is inconsislenl with more reliable evidence, See CPRF

1.39: CPRF 1.42,

1.47.  Schering was willing to compensate Upsher if the partics could enter into ax
independent business venture that “would add value to both companics.” {2 Tr. 328 (Kapur THY).
Mr. Troup cxpressed to Schering on several oceasions that Upsher needed income to meet its
cash needs. (23 Tr. 5413 (Troup); 15 Tr. 3543-44 (JOCL Hoffiman}, 2 I'r. 357 (Wasserstein IF)),
Mr. Hoffman testificd that he told Mr. Troap that Schering would be willing to pay Upsher for
“arm’s lengih busmess deals that stand on theit own two feet.” (15 Tr, 3544 (JOEL Hoffmun); 2
It 351-52 (JOEL Holtman H); see afve CX 1508 at 36:15-22 (IQEL Hottman D). (Mr.
[loffman told Mr. Troup that the parties could “do sume other sorl of deal so [Upsher] could
have some income . . . as long as that deal stood on its own twoe foet™); (SPX 1239 at 37:7-12

{1CEL Hoffman IH) {any deal would have to be *a scparatcly valued deal that we do, with or
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wilhwoul {he setllemenl.™).

Commplainl Counscl's Response to Fiding No, 1.47;

The proposed linding is inconsistent with mote reliable svidence, Ses CPRFE

1.39, CPRF 1.42.

1.48. The agreement between Schering and Upsher was contingent on ihe licenses for
Niacor-8R receiving the approval of Schenng's Board of Directors (X 347 at SP 12 001900,
The summary al the proposed license conveved to the Board that “any such deal shonild stand an
its own merit independent of the settlement.™ (CX 338 at 5P 12 00268). Raul Cesen presented
the proposed license agresment to Schening’s Board with the same understanding, {SPX 1264 af
62:20-63:8 (Cesan Dep.); CX 1489 a1 66:17-25 (Cesan Dep.}). Mr. Cesan tegtified that he had
reguested “a review of the producls be made lo make sure thal they had value for Schering-
Plough by themsclves . . . that they could ercale value on thor own™ and reccommended the deal
to the Board "as a good deal bascd on the products we were licensing.” (CX 1489 at 66:17-25
{Cesan Dep )

Complamt Counscl's Response to Finding No. 1.44:

-The proposed finding leaves out relevant evidenee, The Schering Board of

Directors did not have the required information to evaluate the Schering/Upsher

Agreement. The Board also did not conduct an independent evaluation of the merits of

the SchenngTIpsher Agreement nor did 1t have the skills to do so. CPRI71.37.
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1.49.  Schenng’s Board of Dircelors approved the licensc with the understanding that
the 360 mllion paymenls were for Niscor-SE. The Scherg Board minoics indicaie ihe Board's
approval ol the proposcd “hiecnse agrecment which contcmplates pnaraniced payments of $6d)
million in icenge ees over a thres-year period” plus nuleslone payinents. [(CX 340 al 5P 07
00003). One Schering Board membcer testified that the Board asscssced the proposal as if there
were no settlement since “it was made very clear to the directors that we were looking at Lhis
license agreement which had to stand on the menits of the license agreement,”™ [SPX 1225 at
30:14-17 (Becherer Dep.)). Another Board member explained that “the lteensing agreament that
was being proposed would have to stand on its own merits,” so that it “would be an agreoment
that would make sense in and of itself indspendent of anything else” (CX 1526 at 24:24-25:1,
25:5-7T{P. Russo Dep. )L

Complanl Coungel's Response 1o Finding Na. 1.49:

The proposcd Inding leaves oul relevant evidence. The Schenng Board al
Dircetars did not have the required mlommation to evaluate the ScheringUpsher
Agreement. The Board also did not conduct an indepandent evaluation of the merits of

the ScheringTIpsher A preement nor did 10 have the skills o do s, OPRE 137
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1. STCHERING®S INTEREST IN THE MARKET FOR CHOLESTEROL
LOWERING DRUGS AND NEGOTIATIONS WITH KOS PHARMACEUTICALS

A Kos Pharmacenticals® Sustained Release Niacin Product

1.50.  Kos "harmaceuticals is a smali pharmaceutical company in Flonda. (18 Tr. 2101
{Audiber()). Kes was founded by Michael Jaharis, who alse founded Koy Phannaceulicals and
had been its CEQ until Key was acquired by Schermg in 1986, ([8Tr 4101 (Audibert); SPX
223).

Complaint Counsel’s Reaponsc to Finding No, 1.50:

Complaini counsel has no specific responsc.

L.51.  In the mid-1980s, Kev Pharmaccuicals (“Key™) was a company that specialized
in the use of sustained releasc technolegy to develop new producls from old compounds that
wete limiled by issues relatad to side effects. (18 Tr. 4083-84 (Audibert)). ‘Lhrough the use of
sustained rolease lechnology, Key developed a series of successful products including Theo- Dur,
which hecame the best selling asthma product in the United States, and K-Dur, which is (hc
subject of the present litigation. {18 Tr. 4084, 4088-8% { Audibert}; (31 Tr. 7552 (Patel}, SPX
53T al FTC 0006127). Fach of these sustainged relcase pharmaecuticals became a market leader,
and each gcncr-alcd sales In the range of $200 to $300 million anovally. (18 Tr. 4087-89
{ Audibert)),

Complaint Counsel’s Responsc to Finding No. 1.51:

Complaint counsel has no specilic response.
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1.32.  After Schering’s acquisition of Key in 1986, Mr. Jaharis, the founder ol Key,
established Kos as a company that would cmploy sustained release technology in cractly the
same way that had heen used snecessfully at Key - developing new products by overconiing
known limitations of 0ld compounds. (18 Tr. 4100-01 (Audiberty; SPX 557 at FTC 0006127,
SPX 605, at Kos 0054y, In its March 19497 [PO prospectus, Kos summarized its siratooy in
[oeusing on reformulations of known dmgs: “Kos believes that developing proprietary products
hascd on currently approved drogs, rather than pew chemical entities (“"NCEs™), may raduce
regulatory and development risks .. ™ {SPX 603 ar Kos 0073).

Complaimt Counsel's Response to Finding No. 1.52:

Cormplami counsel has no specific response.

1.53. Right out of the blocks, and fresh off Mr. Taharis® seccess with Key, Kos set ifs
sights on macin as the old compound it would transferm through sustained release teclmology
itite 4 new and successful cholesterol lowermg drug known as Miaspan, (SPX 605 at Kos 0034-
33} The flushing side eilect of immediale releise niacin products iz caused by spikes in the level
of niacin in the blood when the drug is released inlo the system over a very shorl perjod of Gme.
{16 Tr. 3627-28 {Horovitz}). By altering the release rate of niacin through a sustamed relcasc
formulation, Kos hoped (o ruminuze the flushing side etfect thar had Himited the use and
marketability of immediatc rclease miacin products, without causing the significant elevations in
tiver enzymes associated with over-the-counter sustained release niacin products sold as dietary

supplements. {SPX 605 at Kos 0076-77).
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Complaint Counsel’s Respons

The proposed finding 15 meomplete. Kos developed Niaspan with the intention of
reducing hoth the side effects and safety problems (e g, liver toxicity) associated with
then-available niacin producls. Flushing was not the only, or even primnary, concern.
Moreover, Kos™ Niuspan was believed w be safer and more efficacious not simply as a
rusult of 1ts controlled-release lochnology, bul also bocause of the particular dosing
regimen it had develeped. SPX 605 (Kos™ IPO Prospectus) at Kos 055 (“INtaspan’s

comtralled-retzase formulztion and dosime resimen reduced the liver toxicity and

intolerable side effects goncrally associated with currently available niacin ) (eimphasis
added on portions ol exhibit not rellected in respondent’s proposed finding); SPX 605 at
Koz D077 ("Miaspan Product Development: Kos has developed a controlled-release
hydrogel matrix formulation of niacin that reduces the intolerable side cffcets and

frequent safety problems charactenristic of cunently available niacin formulations. Kos

believes that 1t 15 the umyue conlrolled-release nature of its Niaspan formulation in

conjunection with Wiaspan's specific dosing regimen thal minimives adverse events while

maintaining niacin’s positive effect on lipids. Kos alzo believes ihe recommended dosing

rezimen for Niaspan contnibutes to the positive effects on lipid levels bocause of the

chranobiology of ipid tnetabolism™) (emphasis added on poritons of exhibit not retlected
in respondent’s proposed findmng). Ses CPH 728-721 (describing the extensive research

and development work required for Kos” Niaspan); CPF ¢12 {Schering’s own notes [rom
a meeting with Kos indicate that Schering was aware of the importance of both sustained-

release lechnology and the particular dosing regimen used with Niaspan), CPL 611
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{discussing Schering’s knowledge of sustained-release niacin products’ side effects and
safety problems, which Schering leamed, in part, from Kos™ [PO Prospeclus); CPF 614
{discussing Kos™ characterization of how its controlled-release mechanism and dosing

regimen affected both side cffeets and safely parameters).

B. Niacin’s Role in the Market for Cholesterol Lowering Drugs as of
June 1997

1. Conditions Treated with Cholesterol Lowering Drogs
1.54,  Coronary Artery Discase ("CAD™) 1s the number onc causce of death 1 most
mdusirialized countries, including the United States. (SPX 608 at 3P 16 00346). One of the
mosl siudied aspects of CAL) s he nisk factors associated with the development of
athcroscloross, (SfX 608 at ST 16 00365). Atherosclerosis is a condition involving a build-up
of lipids and other [actors in the arledes (“plaque™) which can inhibit the flow of blood through
the arteries. {16 Tr. 3754 (Horovitz); SPX 608 al 1 16 (10354).

Complaint Counsel’s Response to Finding No. 1.54:

Complant counsel has no specific reaponse,

1.35.  Hyperlipidemia, sometimes referred to as hypercholesterolemia, is one of the
main nsk factors for CALY caused by atherosclerosis, along with other factors such as age,
smoking, diabetes, high blood pressure and obesity, (SPX 608 al 8P 16 00355-350; 17 1r. 3901
{Halvorscn); 21 Tr. 4980 (Freese); SPX 235). [MTyperlipidemia is a condition invelving abnormal

levels of various lipids, including low-densily lipoprotein (LDL), high-density lipoprotein
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(HDL). miglycerides (1'Gs), and lipeprotein a (Lpa)). (SPX-608 al §T 16 0034, 354-357). The
main sencem for patients with lyperlipidemia i3 the poteniial dovolopment of atherosclerosis,
which, 1f [eft untreated, can lead to (AD, myocardial intarction and death. (SPX-608 at SP 16
00365). Hyperlipidemia, smolang and high blood pressure arc the most important preventable

nsk faclors for CAD. (SPN-GOE at 1P 16 00365).

Complaint counscl has no specific response.

1.36. Cholesterel and tnglycendes are sach transported throuph the body by one ol a
variety of lipoproteins, including LDL, HDL, and Lpfa). (SPX-608 at 3P 16 D0357).
Hyperlipidemia manifests itself in scveral standard eonfigurations which involve variations in the
levels of LDV, HIIL, Lp{a) or TGs. (SPX-608 al SP 16 00356}, As avesult of numerous studies:
conducted prior to 1997, the National Institutes of Health and the American Heart Association
recognized clevated levels of LUL {“bad cholesterol™), low levels of HDL (*good cholestero]™)
and high levels of TGs as risk factors for CAD. (SPX 924 at SP 002780; SPX 608 at 8P 16
00356, 363; USX 141, at Moreton 000E0). In addilion, studies completed in 1996 and 1997
linked Lpy{a) with atheroscleresis and CALD. (SPX 608 at SP 16 000362; SPX 235 at 5P 16

O0003; SPX 924 af 8P 0027X0).

Conplaint Counsel’s Response o Finding Nao. 1.56:

The proposed finding is incomplete. Although SPX 608 at SP 16 000362-63 does
discuss a 1995 study in which Lp{a) was “assoviated with atherosclerosis,” it alse

explamns that this hnk is not well-established. The exlubil points to other evidenec
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supporting the claim that 1.p{a) may not be an independent risk [actor for CAD, but,
mslead, that veducing DL 15 a primary concern. A 1995 study showed that when
elevated 1.1, is rubstantially reduced, CAD progression and clinical events are reduced
as well, even though Lp(a) levels exhibit little alteration. This resull not only supports
Lptu)’s dependence on LDL for its athevogenic effect, it also suggests thal physicians
should be vigilant in trealing elevaled LDL m patients with elevated Lp(a).” The exhihit
continues by explaining that niacin is among several compouwnds that “appear to have
some Epla)-lowering effect,” bt that “[t[he long-term benelits of lowering Up(a) have

ot vel been demmonstrated.”

1.57.  Toaddress the need [or morc clleclive ireatment of high cholesterol, the National
Institutes af [lealth convened a pancl of cholssterol rescarch cxperts, the National Choiesterol
Education Program (“NCEP™), to establish guidelines for the treatment of hiph cholesterol.

(SPX 603 at Kos 000076; SPX 608 al SP 16 (0343 347; SPX 924 at 5P 002780; 21 Tr. 4964-
4095 (Treese)). In addition {o obscrving NCEP guidelines, an expent panel was also convencd in
Europe, the Buropean Society for Atherosclcrosis, 1o establish similar gindelines to heip
physicians identify and treal hyperlipidemic patients, (SPX 608 at SP 16 00344, 347; SPX 235 at
SP 16 (0002 wasevssasunrsnnens

Corplaint Counscl’s Response lo Finding No. 1.57:

LComplaint counscl has no specilic response.



158, A steady upward trend in hyperlipidemia diagnoscs was anticipated in both the
U5 and Europe, [ueled by aging populations, greater recognition ol the role of hyperlipidemia in
CAD, and incrcascd health care consumer awarengss. {(SPX 608 at 8P 16 00351). This trend
was expected to result in increased sales in the cholesterol lowering market. (SPX 235 at SP 16
{0001

Complaint Counsel’s Response 1o Fmding No. 1.58:

Complaint counsel has no speeific response.

2. ‘The Market for Cholesterol Lowering Drugs as of June 1997

a. The Large and Growing Market for Cholesterol
Lowering Drugs in Jone 1947

1.59.  Although relatively incxpensive hyperhpidenne agents, including niacin, had
heen available for decades, anmoying side effects interfered with palient contpliance, {(SPX 608
at 5P 16 00344-343). In ihe lale 1980's, however, the market for cholesterol lowering drugs
began to take off with the widespread use of the newly developed and more cxpensive FMG-
CoA reductase inhibitors, known as the stating. (SPX 608 at SP 16 00343}, In the mid-1990's,
there were five major classes of cholestern] Iowering drugs, including the stating that dominated
the market, ﬂlE:. fibrates, the bile acid sequestants, niacin and probucol. (SPX 235wl 51° 16
o001).

Complainl Counsel’s Response to Finding No. 1,59

The finding is incompiete and misleading. Wiacin canmeot be considered a “major”

class ol drugs because, as the cited document SPX 235 states, ntacin “accounts for less
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than ©.1% of the worldwide cholesterol-reduccer sales.™ SPX 235 at 8P 16 00001
(Schenng prepared document entitled “Niacor-S8R Supplementary Information,” dated
June 23, 1997} The sams document reveals that niacin is “[njot used or avanlable in most
European countnies.™ SPX 235 at 5P 16 00001, Lastly, the same document concludes that
amoeng the anti-choiesterol drugs “[s]tatin nse [iz] expected to remain [the] basehine

therapy; untl new R&D therapies become available”” SPX 235 at SP 16 00001.

L.60. By the mid-19%0s, the worldwide market lor cholesterol lowering drugs had
grown to become the seventh best selling drug class in the world. (SPX 233 at SP 16 0000 1).
By the time ol Schering’s cvaluation of Niacor-SR in June 1997, ammal worldwide sales in ihe
cholesteral lowering market wen: approximmately §7 billion. (9 Tr. 1763-64 (Levy); 28 Tr. 6876
(Kerr)). According to the IMS$ data availablc to Schering in June 1997, the market for chalesteral
lowering drugs oulside the LS., Canada and Mexico (Ex-NAFTA) was approximately S4 hillion
annually. (SPX 5 al ST 16 (10447). As indicated in other documents available lo Schering in
June 19497 the LS. market [or cholesterel lowenng drugs was somewhat less than $3 billion
annuatly. {CX 1042 at SP 16 00112).

Complain Counsel’s Response to Finding Ne. 1.66:

Complaint counsel has no specific response.

1.6t At the time, the significant growth in the market for cholestera! lowering dregs
wis expected to continue beyond 1997, (SPX 235 at SP 16 0000 ; 16 Tr. 3623 (Horovitz); 18

Tt. 4125 (Audibert)}. According te complaint counsel’s pharmauceulical licensing expert, annual
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worldwide sales of cholesterol lowering has grown from approxamately $6-8 bilhon m 1997 to
more tham $]3-14 billion today. (9 Tr. 1763-64 {Levy)).

Complaint Counsel’s Response to Finding No, 1.61:

Complaint counsel has no specific response,

h. The Market for Cholesterol Lowering Drugs Fx-
NAFTA was Fqual to or Larger Than the U.S. Market
inJune 1997
1,62, In 1995, sales inthe United States represenled somewhal less than half of this

worldwide market. (Slﬂﬁ( 924 at SP OD27R0; TISX 141 at Moreton 00080; SPX 924 at ST
002780). According (o documcnts avaitable to Schering in June 19597, the market [br cholesterol
lowering drogs outside the ULS., Canada and Mexico {(*worldwide Ex-NAI'TA™) was larger ihan
the Li.5. market for cholesterol lowering drugs. (SPX S a1 5P 16 00447, X 1042 at 5P 16
OOT12). W 1997, accerding to complaint counsel’s pharmaccutical ficensing expert, r. Nelson
Lewy, LLS. sales represented “roughiy™ half of worldwide sales of cholosierol lowenng dugs. (9
Tr. 1914-15 (Levy)).

Complaint Counsel’s Response 1o Finding No. 1.62:

‘Complaint counsel has no specific response.

i Niacin’s Established Protile as a Cholesterol Lowering Agent
1.63. Nidein, or nicotinie acid, 18 2 B vitamin that was first discovered to have
hvpolipidemic qualities in 1933, (SPX 608 al 8P 16 00390}, Niacin decreases LDL {knowi as

“the had cholesterol™), raiscs HDL (known as “the good cholesierol™), decreases 1Gs, and
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decreases Lpda). (SFX 608 at SP 16 00390-391; 16 Tr. 3620 ([lorovitz), 18 Tr. 4099
{Audibart)). Niacin has a unique profile i that it is the only drug shown to alter cach of these
lipids in the desired direchion, and is one of Lhe most effective compounds in increasing HDI..
(17 Tr. 3903 {Halvarsen); 16 Tr. 3620 (Horovitz); 9 7Tr. 1761 (Levy); CX 1042 at SF 16 00472).

Complaint Counsel’s Responsc 1o Finding No. 1.63:

The proposed finding is incomplele. Although niacin does modily each of the
major lipids 1n the desited direction, the majority ol physicians presonbing cholesterol-
lowcring drugs are mainly concemed with lowerimg 1.DL, In 1997, while considering a
co-promotional opportunity with Kos for Niaspan, Schering conunissioned a markeiing
research survey of expert lipidologists who indicaled that “the primary goal for the vast
majorily of patients [was] to lower 1.11.." Furthcrmore, as ol 1997, the same exparts
reported thatl there was “no hard data to say that raising HDL to a cortain level alters risk
or progression ol athcrosclerosis.” Hence, It was unknown whether the fact that niacin
effectivel v raises HDL had any climeal value circa 1997, CX 576 at SP 020710, 13
(Schering marketing research survey indicating that the focus of most cholesterol
rnanagemenlt 15 reduction it 111, angd that the clinical significance ol Taismg HDI. was

unknow),

1.64. Niacin is also one of the only compounds known o decrease Lp(a). (SPX GOS8 at
5P 16 00390-321; 17 Tr. 3503 (Halvorsen); SPX 235 at SP 16 00002). Prior to 1997, several
studics had associaled Lp(a) with atherosclerosiz and CAD, and treatment of Lp(a) was

cemsidered by European and TU.5. experts to be one of the major unmet needs. (SPX G0 al SP
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16 000302, SPX 235 at SP 106 00003, SPX 524 al 8P 002780; CX 1042 al SP 16 (068-69).
Recent studies have confirmed that Lp{a) s an independent nisk faclor for CAD. {17 Tr. 3904
{Halvorsen)).

Complaint Counsel’s Response to Finding No. 1.64:

The proposed finding is incomplete. The therapeutic significance of niacin’s
capacily o decrease Lp(a), 1f any, was unknown as of 1997, Scherng's own experts woerc
“unsure of the immportanec of lipoprotein () and pomted out that the assay 18 nol vet
widely available and 1s not standardized. Spceialists nse ihis measure primarily for risk
siralification: there is increasing evidence that Lp(a) is uselul in identifving patients at
high risk [or preniature atherosclerosis, but no data to suggest that lowenng il is

beneficial.” CX 576 at SP (20713; SPX 308 aL 8P 16 00363 (“The long-term benefils of

lowering 1pla) have not vet been demonstrsied, however.™) (emphasis added to indicate

omitted partion of exhibit), Furthermore, achicving reduction tn Lpfa) with niacin
treatment 15 possible only with higher doscs. SPX 608 at 16 00391 (*Niacim 1s also one

of the few compounds known to affect (), alheit at high doses”) {cmphasis added Lo

indicate porticn of exhibit not cited). Even if treatment of Lp(a) was considered an ummne
need umong experts, it is improbable that miacin would ever be accepted among
physicians in Furope. Respondent’s own docwment (SPX 608) indicates that “Niaein is
not used for treatment i most Europesn couniries, particularly in France, Germany, and
Spain, where it is available only as a component of multivitamin supplements.” SEX 608

at 8P 16 10391 (1996 Cardium study discussmg cholesterol-lowering market; reecived by



Schering in June 1997).  See alse CPF 283 (explaining that, circa 1997, niacin treatments

were viewed as ouldaied n the Euwropean market).

1.65.  More significant than macin’s abilily 1o aller lipid parameters, long-texm clinical
ouleons Inals sponsorcd by the Nahonal Insuletcs of Heallh had demonstrated that treatmeni
with niacin reduced morbidity and mortality. {16 Tr. 3624-25, 3798 (Horowvilz); SPX 924 at 5P
(02781; SPX 52 at Upsher-Smith FTC 110463; SPX 608 at SP 16 00391; 9 Tr. 1761 (Levy): I3
Tr. 405959 (Audibert); USX 535 at TJSL 11513).

Complaint Counsel’s Response to Finding No., 1.65:

The proposed finding is incomplete. The proposcd finding does not acknowledge
recognized clinical drawbacks of niacin therapwv, such as patient compliance, which would
seriously impade niacin’s ability to reduce mortality and morbidity. SPX 608 at 5P 16
00391 : “Studies have shown that macin therapy decreased [acute myocardial infarctions]
by 27% and [coronary artcry discasc] mortality by 11%., despite difficulties with palient

compliance”™ (emphasis added to indicate omitted portion ol exhibit).

1.66. . In addition to its knewn elficacy profile when nsed as monotherapy, maemn had
also been shown prior to 1997 to be an effective agent when used in combination with other
cheolesterol lowering drugs, such as statins., {SPX 60R at SP 16 00382, 391; 21 Tr. 4962-64, 4485
{Ireese); SPX 52 at Upsher-Smath FTC 110463-110464; USX 141 at Morcton 00082; CX 1042
at SP 16 00074). As atesull, physicians also prescribe niacin in combination with statins. (16

Tr. 3670 (Hotowvilz); 14 Tr. 3146-47 (Brown), 21 "It 498% (Freese); 7 Tr. 1410-11 (Driscoll IH)).
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Complaint Counsel’s Response ta Tinding Na. 1_66:

The preposed linding is incompleie and misleading. Tt implies that macin is
typically used in monotherapy, although it may “also™ be used m combination wath
statinig. Conventional nze of niacm is actuatly in combinalion wilh another agent, rather
than in monotherapy. X 576 at SP 020709 (Schening markel research survey of Len
expert lipidologists in April 1997 finding that “[allthough there 1s some solo use i mixed
hypercholesterolemia'hypertryglyceridemia when LD are only moderately elevaled and
cost 18 an issuc, most experts reported that the majority of their use of niacin has been in
combination with a statin . . ). See CT'F 275 (descnbing miacin as Rilmyg merely an
“adjunctive tole” in cholesterol trealment); CPF 606 {indicating that Schering’s own
experts reporied that the majority of their nizein nsc is in combination therapy, and that 2
Schering document describes niacin as “add-on™ therapy for use with a statin.); CPF 639,
641, 646 (reparding data on use of niacin in combination with statins as requisite
information for several Eurcpean pharmaceutical companies considenng in-hieensing

Niacor-SH).

&, Niacin’s Limited Role in the Market for Cholestero] Lowering
Drugs as of Junec 1997

a. Immediate Release Niacin
1.67.  Despile niacin’s known profile as an ellective cholesterol reducing agent, the
inmmediale release formulations of the drrg were not widely vsed prior to 1997 duc to a side

elTect known as Nushing. (16 Tr. 3620-21, 3625-26 (Ilorevitz); USX 141 at Moreton 0052,
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SPX 924 at SP 002781; L8 Tr. 4100 { Audibert)). Flushing is a result of increased blood flow
near the skin, which causes redness, tinghing and itching in ahmost all palients who use niacin.
{16 Tr. 3625-26 (llorovitz), 17 Tr. 3906 (lalvorsen); 14 1. 3150 (Brown)). Although flushing
does not present a safety risk, it is a muisance side effect that significantly reduces patient
compliance. {17 Tr. 3206 (Halvorsen}, 16 Tr. 3620-21, 3625-26 {Horovilz); 1¥Tr. 3103
{Audibert)). This flushing side effect prevenied widespread use of what was recognized in the
phammaccutical indusiry as an olhorwize clfcotive cholestoro] lowering agenl. (16 Tr. 3620-21
{Horovitz}: 18 Tr. 4099-100 { Andibert)).

Complaint Counsel’s Response o Finding Wo. 1.67:

The proposed finding 18 meomplele and 15 contradicted by the evidenee. Fust, the
Inding implies that the year 1997 was a turning point in the vse of miacin throughout the
medical community. Not only was niacin’s use extremely limited prior to 1997, but ifs
use reimnains extremely limited. The only niaci product — sustained relcase or otherwise
— ever to be approved for hyperhipidemia lry the FDA is Kos™ Niaspan., See CT'F 284
{(eaplammy thal no sustaped-release nizem product other than MNiaspan had cver been
approved); CPF 588-390 (responding to Schering’s assertion that niacin products had a
“straightforward” istory in the market).

Second, the finding implies that the imiating side effect known as Aushing 15 the
only reason for which immediate-release macin 18 not widely used in cholzsterol
managcment, There arc a varicty of other debilitating and irritating side cffects
associated with niacin treatment, including gastrointestinal distress, itching, liver toxicity,

and contraindications with other medications, All of these also contribute to patiend
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compliance issues that inhibit niacin [rom gaining widespread use in cholesterol

L =i

mEnagement. See CPF 270-279 (describing how niacin’s “trivial™ share of the chalesterol
market is attributed to a variety of side ellects); Tr. al 14:3175-82 (Brown} (Upsher

witness discussing various side effects associated with macm products).

b. Susiained Release Niacin

1.68.  Priorto 1997, a numbcr of different sustaimed release niacin formulations were
sobd as over-the-counter dietary supplements. (18 Tr. 4100 {Audibert); 16 Tr. 3628-29
(Horovilx)). As dietary supplements, these products had not been tested for the treatment of high
cholesterol 1 the types of well-controlled clinical trials required for repulatory approval of
preseription medications. {16 Tr. 3628-29 (Horowitz}). However, published litcrature reparding
some of these sustained release niacin formulations reporled a greater incidence of elevations in
patients’ liver enzyime levels than experienced by paticnts talking immediate release niacin. (18
T1. 4104-05 {Audibert); 16 Tr. 3629 (Llorovitz}, SPX 18 at 8P 002776).

Cormplatl Counsel’s Response o Fmdine No. 1.68:

The proposcd finding s incomplete. Problems associated with sustained-relcase
macin products were not limited to greater incidence in liver cnvyme levels, nor were the
problems recogmeed solely m the medical literature. Physicians, pharmaccutical
companics, and regulatory bodies were well-aware that sustained-relcase niacin products
were assoclatcd with toxic damage to the hiver. See CPF 28(-281, 284, 585 (indicating
that sustained-release miacin products were associated with greater liver toxicity and, as a

result, that no sustained-rclease niacin product had been approved by the FDA); CPI7 588-
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592 (explaining that there were known problems associuted with all sustained-release
niacin products as of the time of the selilement agreement); CPF 596-619 (indicating that
Schoring was aware of problems associated with suslained-telease niacin products at the
tirme ol the sctilement agreement); CPF 282-283 {indicaling that problems associated wilh

sustaincd-ralease miacm products make 1t diflicult [or clinical use}.

1.69. When liver cells come under stress, liver ensymes are released into the blood
slream, which lcads to a higher than normal level of those enymes m the bloed. (16 Tr. 3630
{(Horovitz)). Although not alone conclusive, significant and continuous elevations in liver
enzyme Jevels are 4 possible sign of liver toxicity, or hepatotoxicity. {10 11. 3030 (Horovitz)).
As aresult, hver funclion tests arc commonly used to screen for potential impairment of liver
funclion by measuring liver cnzymes levels in the blood. (16711 36531-32 (Horovilz); 18 Tr.
4122-23 (Audibert)). The two liver enzymes typically measured are alanine transaminase
(*ALT™) and aspartate transaminase (“AST"). {16 Tr. 3631-32 {Horovitz)).

Complami Counsel’s Response to Finding No. 1.69:

Complaint counsel has no specific response.

1.700.  'What constiturcs a “normal™ liver cnzymc level can vary even when measured
within the same sample of individuals. (16 Tr. 3632, 3637 (Horovitz); 18 °IT. 4120 (Audibert)).
Inn addition, the “normal” level can vary fram one laboratory to another. (16777, 3633
{(Horovilz)). As a result, a laboratory will gange the results of an individual’s Trver function tests

against a range of normal results seen in a large sample population. (16 Tr. 3632-34, 3637
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{Horowvilz)). The outer lnmits of thas normal range are referred to as the upper limit of normal and
the lower limit of nonmal. (16 Tr. 3632-34 3637 (Horavitz)).

Complanl Counsel’s Response (o Fioding Mo, 1.7

Complamnl counsel has no specific response.

1.71.  There are numdarows canses of clevated liver enzymes. (16 11 36340, 3634
{Horovitz)). Exercise and alcohol conswmption are known to cause elevations m liver en:-r.'_-.;me
levels, as ure a vanely of mfsctions or dissases. (16 Tr. 3634 (llorovitz); 14 Tr. 3156 (Brown)).
In addition, a varicty of presceription and non-prescription phamaceutical prodists, including
aspirin, can cause elevated Liver enzyimes. (16 Tr. 3631, 3634 (Horovitz)).

Complamt Counsel’s Response to Finding No. 1.71:

Complamt counsel has no specific response.

1.72.  Signilicanl or meaningful clovations of liver enyymes are considerad Lo be
elevations of greater than three times the upper limit ol normal, sometimes refurred fo as 3xTILN.
(16 Tr. 3632-35 (Horovilz); 18 {1. 412 (Audibert); 14 "[r. 3152-53, 3156 (Brown)). For
cxample, during the clinieal trials of Niacor-SR, the FD A advised Upsher that the criterion it
considersd to he of clinical significance was succossive clevalions of liver cnzymes above three
tmes the upper limut of normal. {16 Tr. 3634-35 (Horovitz); SPX 267 at Upsher-Smith FT'C

095037).

The proposcd findmyg 15 mecomplete and contradicted by other evidence in the
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record. A consultant to Lipsher specifieally propoged to the FDA that the FDA adopt a
standard of 1.2 times fhe upper limit of normal level of liver enzymes to evaluate
pulential liver toxicity for Niacor-SR. The following minules of 4 meeting between
Upsher and the FDA from 1991 concerning Niacor-SR. state the fullowing:

In the opmion of Dr. Koike [consultant for Uipsher fromt the Mayo Clinic), any

value 1.2 tmes upper limit of normal {ULLKN) should be a signal to discontinue

medication. Dr. Kotke {eels that patients could become jaundiced if the
medication is continued. The feeling of the FDA is that using 1.2 LN as the cut-
off could {ead to a biased vicw of the actual degree of liver toxicily problems

associated with miacin treatment. The FDA is willing to allow 1.5 times ULN (2

results | week apart) as a trigger to reduce dose; and 3.0 lunes ULN as a signal to

stop medication. Patients who have any GI symiptoms should report il to thelr
phvsietan immedimely.
CX 1370 at Upsher-Stnith FTC 127100 (summary of September 23, 1991 mecting
between Upsher and the FDA regarding development of Niacor-Sit).

In addition, Schenng’s own propesexd finding 1.241 specifical by notes that the
information package provided by Upsher to Schering on Niacor-5R (the information
package thal Mr. Audibert used in his commercial assessment) included dala al the 1.5
upper limit of normal level. The proposed finding describes data on the “overall
imcidence of Tiver enzyme elevations of 1.5 times ihe upper lunit of normal™ and
additional dals breaking down Lhe incidence of such elevations into groupings “including

1.5-2.0, 2.0-3.6, 3.0-5.0, above 5.0, and ahove 3.0, See Schering proposed [nding 1.241

{emphasis added).

173, All choiesterol lowering drugs have been associated with increases in liver

cnzymes levels 1o a small percentage of paticnts. {16 Tr. 3631 (Horavitz); 18 Tr. 4121-22
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(Audibert)). For example, the Physician’s Desk Reference reports that studics with the market
domnating statins have shown successive elevations ahave three times the upper limit of normal
in anywhere from 1% to 5% of patients, depending an the particular drug and dosage. (16 Tr.
3651 (Horowitz); 9 Tr. 1812 (Levy); SPX 1208; 18 Tr. 4121 (Awdibert)). Similarly, the
Physician’s Desk Reference reports that siudies wilh T'ricor, one of the cholesterol loweting
drugs known as the fibrarcs, is associated with elevations of three times the upper limit of normal
in as many as 13% of patients, with successive elevations in morc than 5% of patients. {16 Tr.
3651-52 (Horawtz); SPX 12093, This did not prevent Tricor’s suceess in the marketplace:
during the period JTanuary to November 2001, [ticor achieved sales of more than $270 million in
the United States. (3 Tr. 1821 (Levy); SPX 1205).

Complaint Counsel’s Response to Finding No. 1.73:

‘The proposed finding is incomplete and misleading. Dr. Levy testilied regarding
the statins that only the “occasional patient may have a problem”™ with liver function. Tr.
al 9:1812 (Levy). He futher testified that the type of potential Liver toxicity that had been
sccn with niacin compounds was 1ol merely a invial elevation, it was “destructive liver
disease.” In comparison, the stating had been shown through use in miilions of patients o

have an excesdingly low incidence of serious liver problems. Tr. at 10:2142 (Levv),

1.74.  The market for cholesterol lowering drogs las grown despite the presence ol
these elevations in some patiants, becanse the clovations i liver enzyme levels caused by
cholesterol lowering dmgs have been shown to returnt o normal vpon discontnuation of the

drug. (16 Tr. 3649-36540, 3652 (TMorovitz); 18 Tr. 4122-23 (Audibert)). This reversibility allovws
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physicians who prescribe these medications to address this potential side eflect by simply
moniloring patients’ liver enzyme levels periedically during treatment. {16 Tr, 3631-34
{Horovitz), 18 Tr. 4122-23 { Audibert)).

Complaint Counsel’s Response 1o Finding No, 1.74:

The proposed fimding is incomplete.  Dr. Levy testified that the type of potential
Liver toxielly thal had been seen wilh niacin compounds was not merely a trivial liver
cnzyme clovation, it was “destruetive hiver discass.™ In comparison, the statins had been
shown through use in millions of patients to have an execedingly low incidence of serious

liver problems. Tr. at 10:2142 (Levy).

1.75. The procedure for monitoring liver ensyme levels s incorporated tnto the
labeling far cholesterol lowering dmgs. (16 Tr. 3631 {Horovitz)}. The labeling defines periodic
mniervals al which prescﬁhing physicians should take a blood sample to test for liver enzvimes
clevations, {16 Tr. 3631 (Hovovitz); STPX 1208; SPX 12049). Because transient liver enzyme
elevations trequently occur, the labeling indicales repeat testrny for patients who experience
significantly elevated liver enzymes, and discontinuation of the drug in patients who experience
persislonl clevations of hver enzymes above three titmes the upper limit ol normal. (16 Tr. 3633-
34 (Horovitz}, SPX 1208, SP'X 1209),

Complaint Counsel’s Response to Findine No. 1.75:

Complaint counsel has no specific resporse.
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1.76. I contrast to the small percentage of patients who expericneed significantly
elevaled liver envymes with cholesterol lowering drugs, small shudies published in the 1990s
reported ihe occurrence of signi ficant elevations in more than half of patients treated with some
over-the-counter formulations of sustained release niacin. (16 Tr. 3629-31 (Ilorovitz), 18 Tr.
4103-05 {Audibert)). The mosi well known of these, pubtished in the Journal of the Amenican
Medical Assaciation by Dr. McKenney, teporied the results of 1 study with a sustained release
niacin product manufactured by a company called Gold Line in which 60% o 70% of patients
expenenced liver enzyme levels above three times the upper limit of normal. (16 Tt 3629-30,
3635-36 (Herovitz): 18 Tr. 4103-4105 (Audiberl)). Based on this study and a review of prior
literature, Dr. McKenney reported his conclusion that all sustamed release niacin products cansed
hepatotoxicity. (16 Tr. 3629-3) (1lorovitz}).

Complaint Counsel's Response to Finding No. 1.76:

The proposed finding is incomplete. See CPRT No. |68, indicating that the
hepatotoxicily - nol simply elevations in liver enzymes — associated with sustamed-

release niacin products was widcly known al the lime of ihe setilement agreement.

C. ‘Sehering’s Negotiations With Kos For Its Sustained Release Niacin Product,
Nizspan

1. Niaspan’s Early Promise And Kos' Initial Public (Hfering
177, Asits very first product it would bring 1o markel, Kos developed a suslaimed
release niacin product called Niaspan. (31 Tr. 7497 (Patcl), 10 Tr. 2067 (Lovy); SPX 605 atl Kos

0054-55). Kos viewed Niaspan as a very promising product. (30 Tr. 7542 (Palel);, CX 1484 at
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35:18-36:7 (Audibert Dep.)). Market analysts viewed Miaspan favorably as well, (28 Tr. 6872-
73 (Kerr), LISX 535 at UST. 11514}, Market analyst Inllon Read projected that Niaspan would
make $250 million in the G.S. by the third year ol sales. (28 1. 6872-73 (Kerr): (USX 335 a1
TISL 11514} Dillon Read further projected thal Niaspan could achieve a “few hundred million
its sales overseas.” (LIS 535; 28 Tr. 6872 (Kert)).

Complaint Counsel’s Response to Finding No, 1.77:

The proposcd findmy 15 contradicted by other evidence. The projected sales for
Niaspan were exaggerated by both Kos and its investoment bankers, First, thesc salea
projecticns were exaggerated according to Schering’s own sales estimates for Niaspan.
As discusscd bulow 1o Schening’s proposed finding 1.316, Schering estimated third year
sales of Niaspan at S101 nullhion (as compared to the between “$220 and 5250 million™
estimated by the market analyetg). In addition, as expressly stated in Schering’s proposed
finding 1.314, “Schering did not agree with market analysts™ public projections of
Niaspan sales of 5250 million.” Second, according 1o complaini counsel’s expert Dr.
Levy, “it 15 not alypical for a startup company doing an IPO 1o grossly overstate its
potential earnings. That’s how they purmp up their stock price. And it’s not atypical for
mvesiment bankers to comport with that behavior™ Tr. at 3:1856 {1.evy). |

It addilion, the proposad finding is incomplclc and musleading. “I'he financial
market referenecd i the propesed finding refers to analysts whose objectives were to
underwrite the initial public offering of Kos® stock and to promote the company (o
achieve high stock value. Dillon, Read & Co., Cowen & Company, and Salemnon

Brothers Inc. are identificd on the front page of Kos™ initial public oficring prospectus as
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lhe underwrilers of the Kos [P0 USX 21 at AAA ONG0052. Also noted on the first page
of the prospectus is the interest that these firms have in the company; all three
underwnters were offered substantial shares of the company, The underwriters arc
Tefjuired by the SEC to disclose this interest, and consequently, their incontive to strongly

supmport and promaole the company.

178, Inearly 1997, Kos was preparing for an initial public offering of stock. {(SPX
143). Prior to the IPO, Kos® operations were funded by Mr. Jaharts, Kog” CLO. (31 Tr. 7572
(Patcl)).

Complaint Counscl’s Response to Finding No, 1.78:

Complaint counset has no specific responsc.

1.7%.  In preparation for its TPO, Kos approached Upsher to try to license from Upshcr
two patents that Upsher held for Niawcor-SR. The OFNeill patent (CX 785} and the Evenstad
patent {(CX 784} covered two different aspects of Upsher’s niacin product: mghitime dosing and
formulaton. {23 17 5478 (Troup)). Mr. Troup met with Kos™ president and CLO, Dan Bell, at
Upsher’s olfices and finalized an agreement whereby Upsher would license the two patents to
Kos. (23 Tr, 5478-79 (Troup}}.

Complaing Coumsel’s Response to Finding Mo, 1.79¢

Complaint counsel has no specific responsc,
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180, Kos license agreement with Upsher sirengthened its iniellectual property on
Niaspan before it proceeded with its IPO. (23 Tr. 5478-79 (Troup)). The agreement included a
provision that allowed Upsher to license Niacor-SR outside the United Stares. (CX 568; 21 Tr.
5027-28 (Kralovee); 23 Tr. 5481 (Troup): ....m....;.....,..............m..............

Complaint Counscl’s Response to Finding No. 1.80:

The proposed finding 1 incomplete. Under section 2 of the cross-licensing
agreement, Upsher retained its oghts to license its technotoyy in all terrvtories. (0X S68 at
Upsher-Smith FTC 145286-87 (Upsher-Kos cross-licensing agreement), The agrocment
did. however, limit Tpsher’s ability to sub-liccnse any technelogy obilaned from its
liccnse from Kos. Under Article 6 of the agreement, Unpsher's license from Kos is “non-
assignable and non-transferrable.” X 568 at Upsher-Suith F1C at 145292 {cross-
licensing agreemenl referring to Kos® patent application). In contrast, pursuant 1o Article
2, Kos has a worldwide license and retains the right to sub-license its rights to Upsher’s
icchnelogy, CX 568 af 145287,

In addition, at the time of the settlement agreement in June 1997, Upsher was
unaware of the scope of its rights 10 Kos™ techmology. In July 1997 Upsher songht
clanfication of the rights it had obtained from Kos via Kos® patent counsel. See UX 571
{letter from Kos CLO Danicl Bell to tan Troup of Upsher, dated July 24, 1997, regarding
Upsher’s co-marketing rights under the cross-licensing agreement); CX 572 (letter from
lan Troup to Draniel Bell, dated July 30, 1597, requesting thal Kos® patent counscl provide
clarification of Upsher's rights under the cross-licensing agreement with respact to the

clatms of Kos’ ULS. patent application); CX 574 (letter ftom Upsher’s counsel to Kos®



counscl, dated August 19, 1997, indicating that Upsher has been advised ol ils rights

unger the eross-Neensmy agresment).

.81, InMarch 1997, Kos issued an initial public offering of stock, (31 Tr. 7544
(Patel)). Kos” [PO stock price was $15 per share. (19 Tr. 2069-70 (Levy); 26 Tr. 6293 (Kerr):
(LSX 21; USX 1606). Kos raised over S62 million hy sciling 209 of ils slock te the public.
{USX 21; 31 Tr. 7545 (Patel}). The remainder of Kos” stock was primarily owned by Kos® Mr.
Jaharis, {L8X 21; 31 Tr. 7545 (Pately). The markel capitalization of Kos as of Muzch 1997 was
approximately $200 million. {USX 21; 10 1. 2070 (Levy)).

Complaint Counzel’s Besponge o Findine Nao. 1.8

The proposed finding is nol relevanl. “I'here is no evidenee that Schering valued
Niaspan, or Niacor-SR on the basis of owside analysts’ projections. In facl, Schering
condueted its own due diligence and completed projections to evaluate the Niaspan
opportunity. CX 348, 549, 5500 Tr. at 13:3472, 3476-77 (Ray Russo) at 3472 (confirming
that he completed sales projeciions for Niaspan); 3476-77 (acknowledging that sales

projections were completed for Niacor-SR).

E82. Atthat time, Kos had no sales, (31 Tr. 7572 (Patcl)). Kos® market capitatization
was primarily based on the promise of Kos™ one product, Niaspan. (9 Tr. 1854-36 (Levy), 101
2067-68, 2075-78 (Levy), 33 Ty, 7982 (Epan); 28 Tr. 6982 (Karr)). Belween March and
September 1997, Kos stock and market capitalization were rising. {10 Tr. 2077 (Levy)). Indeed,

by the summer of 1997, Kos had a market capilalization of over $500 million. (31 Tr. 7574
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(Patcl 7574)).

Complant Counsel’s Response to Finding No, 1.82:

The proposed finding 15 net relevant. There is no evidence that Schering valued

Wiaspan, or even Niacor-5I on the basiz of cutside analysts” projections. $ee CPRF 1.81

N Schering's Interest Tn Niaspan

1.83.  Schermginitially looked at Miaspan in 1994, (SPX 29}, Schenng thought a
sustained release niacin that solved flushing and Hver problems would potentially be a big
product that addressed an umnel need e markel. (CX 1494 al 85:1-25 {Driscoll 1H); CX
1495 at 73:1-4 {riscoll Dep.) SPX 1265 at 73:5-25 (Driscoll Dep.); 18 Tr. 4113-17 {Audibert}).
Nutcin 15 a well-characterized product that elevates “good” cholesterol. {15 Tr. 3438 (Russo); 18
Tt 4116 (Audiber1)). Schering helieved that a sustained release niacin produoct like Niaspan
wonld be a patticularly good potential product if “someone could get around some of |its]
issues.” (15 Tr. 3428 {Russo); 18 Tr. 4115-17 (Audibert}). Tn 1994, however, Schering
determined that there was not yet enough availabic data on Niaspan to determine 1011 addressed
thial unmet need. (SPX 29,

Complaint Counsel’s Rosponse 1o Finding Na. 1.83:

Complaint counscl has no specilic response,

1.84.  Kos filed its Niaspan NDA with the FDA in May 1996, (SPX 18). The NDA
filing renewed Schenng’s interest in Niaspan, and Schering and Kos bepan to discuss Niaspan

again mn Januwary 1997, (15 Tr. 3433-34 (Russo); SPX 559; SPX 5610, In January 1997, Karin
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(rast of Schering had several tclephone conversations willi Mukesh Paiel. {15 'Ir. 3441 (Russo);
31 Tr. 7543 (Patel); CX 518; CX 530,

: laint Counsel’s Response to Finding No. 1.84:

Complaint counsel has no specific responsc.

1.85.  Schenng was mierested in Niaspan in early 1997 for two major reasons. Firat,
Schering continued to belicve that a sustsined release niacin product that solved flushing caused
by nimmediate release niacins and did not clevate liver crieymes to the degree that some over-the-
coutter sustamned release macms had done could be commercially success[ul. (CX 1494 at 85:1-
25 (Drizcoll TH); CX 1495 at 73:1-4 (Driscoll Dep.); SPX 1265 at 73:5-25 (Driscoll Dep ), 18 °IT.
4116-17 (Audibert}). Niaspan presented a particnlarly attractive opportunity because it was a lals
stage produect that would provide revenues very quickly. {18 Tr. 2108-09 { Audibert)).

Complaint Counsel's Regponse to Finding No. 1.85:

Complainl counsel has no specific responsc.

186, The secend reason for Schering’s mnlerest in Niaspan related to another product,
czctomibe, that Schering was developing for the cholesterol market. (18 Tr. 4108-0%9 {Audibert)).
At the time Schening was in discussions with Kos abomut the Niaspan opportunily, the projeciad
launch of ezctemibe was sull several yvears away. (18 Tr, 4094 (Audibert)). Kos cxpected that
Niaspan would be lavnched sometime m 1997, {18 17, 41{N-02 {Aundibert)). Marketing & niacin
product in the near future would allow Schering to prepare for the lmmch of its “hlockbuster

drug,” ezetimibe, by leaming the therapy area and the disease state and understanding its



customers. (15 1. 3438 (Russo); SPX 1265 at 113:23-114:8 (Dnscoll Dep.)). Thus, Niaspan
offered a real opporhimity to enter the cholesterol lowering market and begin to understand it
before marketing ezetimibe, {18 Tr. 4108-09 {Audibert)).

Complaint Counsel’s Response to Finding No. 1.86:

'Ihe proposed finding 15 not refevant. When asked to approve Lhe
Schering/UIpsher setilement agreement, the Schering Roard was not informed about
czetemibe as a justilication for the Niacor-SR license. See UX 338 at SP 12 0026870
(*“Niacor-SR" portion of Schering Board presentation on the Schening/Upsher settlement

agreemernt).

1.87.  In 1997, Ravmond Russo was Koy's marketing director for cardiovascular
products in the United States. (18 Tr. 4110 (Audibert); 15 Tr. 3433-34 (Russo}). Mr, Russo
participated in the negotiations with Kos regarding its Wiaspan product. (13 11. 3449 (Russo)).
James Audibert was Ray Russo's counterpart on the international side of Schering’s business.
(I8 Tr. 4109 {Audibert); 15 Tr. 3439 {Russo)).

Complaint Counsel's Responsc to Finding No. 1.87:

"Complaint counsel has no specific responsc.

L8%.  Mr Audibert and Mr. Russo discussed the concept of wsing Niaspan strategicaily
to hridge to ezetimibe. {18 Tr. 4111 {Audiberty; SPX 21 15 17, 3437-38 (Rusgo), (CX 576 at SP
{20717}, Mr. Rasso shared Mr. Audibert’s view of the merils of entening the cholesterol market

n advance of eretimibs to “carn your bumps and bruises with a product before we get to
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czetimibe.” (18 Tr, 4109 {Audibert)). Indeed, Mr. Russo and Mr. Audibert shared the vision of
growing Schering’s cardiovascular portfolio, and both the importance of developing stratcgics to
make Schering more snccessiinl with ezetimibe through earlier market entry with another
cholesterol product, (1% Tr. 4110-11 {Audibert); SPX 21},

Complaint Counsel’s Response to Finding Na. 1 88:

‘The proposed finding is incomplete and misleading. Mr. Audibert had limitcd
wvelvemenl i Schoenmpe’s discussions with Kos regarding Niaspan. In fact, he onty
participated in enc conference call with Kos in March 1997, and then dropped out ol
Schering’s evaluation of Niaspan. Tr. ab 15:3516-17 (Ray Russn) (confirming that M
Audibert onby participaled in one confercnec call which occurred 1 March 1997 {per CX
543)). In addition, when assessing Niacor-SR in June 1997, Mr. Audiberl did not consult
the Schering officials (¢.g., Mr. Busse) invelved in the full discussions with Kos
regarding Niaspan. See CPF 425 (discussing Mr. Audibert's failure to consult Schering
officials regarding Niaspan).

Inn addition, the proposed finding 15 nol relevanl. When asked Lo approve the
Schering/Upsher scttlement agreomcnt, the Schering Board was not informed about
eretemibe as a justification for the Niacor-SR license, See CX 338 at SP 12 0026871
{*"Niacor-5R” perlion of Schenng Board presentation on the Schenng/Upsher setilemeni

agreement}.

LR Schering's Discussiuns with Kos

1.89.  Schering requested information about Niaspan from Kos, (15 Tr. 3442 (Rusza)),
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The parties signed a confidentahly agreement, and in Iebmary 1997, Kos sent Scheting some
materials refatmy o MNiaspan. (31 Tr. 7544 (Palel); CX 319 CX 3405, These materials included
a product profile on Wiaspan from the imidal public offerting docnments Kos was having
prepared, proposcd labeling, a one-page document showing various treatment indications Kos
heped to get from FDA, and a reprint of a published article about some Niaspan clinical mais.
(31 Tr. 7544 (Patel); 15 Tr. 3442 (Russo); CX 540).

Complaint Counsel's Response to Finding No, 1.89:

Complaint counscl has no specific response.

1.940. By the time of Schering’s disenssions with Kos, the FDIA had completed its
medical review of Niaspan, and was discussing labeling with Kos. {15 Tr. 3445 (Russo); CX
543; 18 Tr. 4102, 4105 (Audibert}}). The fact that the medical review had been compleled meant
that the FDA had judged the producl Lo be safe and efficacious, and that it was just a matter of

finalizing the actual labcling on the product. (18 Tr. 4105-06 ( Audibert)}.

Complaint Counsel’s Response to Finding Ne. 1.90:

Complaint counzel has no specific responsc.

1.91. During the first hall ol 1997, Kos was seeking a co-promolion arrangemenl for
Niaspan, meaning that both parties to the deal would be mvolved in the salos and markeling of
the Niaspan product. (15 1r. 3445 (Russo}). Under a co-promotion arrangement, the parties
would split e[forts in the field force and divide the cost of the marketing. (15 Tr. 3449 (Russe)).

A co-promoetion arrangement differs from a license, in which the company liceusiog the product
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wolld tetain all control and all sales proceeds afler royvalties are paid. (15 11, 3449-50 (Russo)).

Tn a leense arrangement, Lhe censce alone would be responsible for all the expenditures,

investmenl and stralegie dircetion associabod wilh the product. (15 Tr. 3449 {Russo)).
Complanl Counsel’s Response to Fitding No, 1.91:

Complaint countael has no specific response,

1.92. Koz wanted a co-promotion parmer with sales and markcting muscle for Niaspan,
{31 'I'r. 7542 (Palel)). Kos® preference was that il would contabute the product, the partmer
would put in the majerity of the marketing muscle, and the two companics wounld share the
profits, (31 Tr. 7542 (Patel)). Kos was looking for a large company with which to partner, and
bad talked to more than one company in its search. (31 I't. 7542 (Patel)),
onse 1o Finding No_ 1.92:

Complaint Coumsel’s Res

Complaiml counscl has no specilic response.

1.93.  Specitically, Kos was looking for a madketing partner for Niaspan in the U5, (31
Tr. 7541 (Patel)).
Complainl Counscl’s Response 10 Finding Ne. 1.93:

The proposed finding is incomplete and mislcading. Kos was locking [ora
marketing parmer in the United States, but was also going ahcad with plans to market
overseas. However, Kos recognized that the “market potential in Europe (and probably
also in Japan) is quite limited.” CX 1047 at SP 002748 (Schering summary of mesting

with Kos m Apnl 19597, discussityr Kos™ plans for submitting Niaspan for approval in
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Hurepc).

1.94.  Martin Driscoll, Schering’s Vice President of Sales and Marketing for Schering’s
Key division, thought Kos” product labeling looked interesting. (CX 1495 at 96:23-25 (Driscoll
Dep.j; 7 Ir. 14240; 12 Tr. 2702 (Driscoll)). Schenmy asked Kos for more information, including
Niaspan’'s clinical results supporting the labeling, (CX 1495 at 96:23-25 {Driscoll Dep.); 7 T
1420-21)). Kos was not forthcoming with additional information. {CX 1495 at 47:1-98:2
{Driscell Dep.); SPX 1265 al 98:7-99:5 (Driscoll Dep); 7 Tr. 1421 (Driscoll TH)). (Driscoll Dep.
97-89) (lranscript 1421),

Complain, Counsel’'s Besponse to Finding Mo, 1,94

Conplaint counsel has no specific response.

.25 On February 11, 1997, the information about Niaspan that Scheting had been able
1o oblaim from K.os was sent to Schering’s cardiovascular licensing group. (18 Tr. 4102
(Andiberl); SPX 3243 The cardiovascular Heensing group includes Mr. Audibert, whe was lora
time involved in the negotiations with Kos regarding Niaspan. (SPX 1224 al 77:7-24 (Audibert
Dep.); CX 1484 at 132:7-73 (Audibert Trep.); 11 TT. 2450, 2452). Mr. Audibert was involved
because Mt Russo, who was particularly [bcused on a ULS. deal, wanted (o ensure that the
partics did nol overlook a potential worldwide deal for Niaspan. (15 Tr. 3454 (Russo); STX
112}, Accordingly, Mr. Audiberl was asked to evaluate a Niagpan co-promotion deal, m which
Schering would be promoting the product along with Kog, from the perspective of Global

Marketing. (18 Tr. 4100-01 {Audibert)).
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Complaint Counsel’s Response to Finding No. 1.95:

The proposed findmyg is incomplete and misleading. Mr. Audibert did not
cvalualye the proposed Niaspan co-promotion deal. In fact, Mr. Audibort had limited
mvelvement in Schening's discussions with Kos regarding Niaspan, He only participated
in one conference call with Kos m March 1947, and then dropped cut of Schening's
evaliation of Niaspan (which had begun in January 1997 and concluded in June 19973,
Tr. at 15:3516-17 (Ray Russo} (conlirming (hal Mr. Audiberl only participated in one
conlerence call which ocowred in March 1997 (por CX 343)). In addition, when
assessitlg Niacor-SR in Jone 1997, Mr. Audibert did not consuit the Scheting oflicials
{e.g., Mr. Russo) involved in the full discussions with Kos regarding Niaspan, See CPF

425 (discussing Mr. Audibert’s failure to eonsult Schering officials regarding Niaspan).

1,96, In his discussions with Eos and evaluation of Kog® materialzs, Mr. Audiber!

leamed that it was possible (o develop a sustained-release niscin product that was both safc and

effective. (CX 1484 at 132:7-25 {Audibert Dep.); 11 Tr. 2452-53; SPX 18; SPX 21). For Mr.

Audibert, Niaspan proved that the concept of a sustained releage macin thal reduced flushing and

solved liver toXicity issues could work. (CX 1484 at 132:7-25 { Audibert Tiop.); 11 Tr. 2454: 18

Te. 4115-16 ( Audibert)).

Complant Counsel’s Response to Finding No, 1.96:

The proposad finding is incomplete and misleading, Mr. Audibert had hmiled
mvolvemenlin Schiering’s discussions with Kos regarding Wiaspan. [n fact, he only

participalcd m one conference call with Kos in March 1997, and then dropped out of
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Schenng’s evaluation of MNiaspan, Tr at 15:3516-17 (Ray Russo) {confirming thal Mr.
Andibert only participated in one confercnes call which occurred in March 1997 (por CX
543)). Im addition, when assessing Niacor-SE in June 1997, M. Audibert did not consull
ithe Schering allicials (¢.2., M. Russo) involved in the full discussions with Kos
rcgarding Niaspan, See CPIF 425 (discussing Mr. Audibert’s failure to consult Schering

oificials regarding Niaspan).

a. March 13, 1997 Conference Call With Kos

1.97.  On March 13, 1997, ahaut a month after Schering received Kos’ first packet of
infonmation, Schering and Kos had a conference call 1o discuss Niaspan. (SPX 18; 18 17 4103
{Audibert)}. Tncluded on the call from Schenmg v;'ere Mr. Russo, Mr. Audibert and Ms. (Fast.
(18 Tt. 4103 { Audibert); {SPX 18). On the call fron Kos were Dan Bell and David Heatherman,
(SPX 18),

Complaint Counsel’s Response to Finding No. 1.97:

The proposed findmyg is incomplete and misleading. Durmy the approximately

Irve months that Scheringe held discussions with Kos regarding Niaspan, the March 13,

1997, confersnce call was the only di;v.cussion inn which Mr. Avdibert participated. Tr. at

15:3516-17 (Ray Russo) (confirming that Mr. Audibert only participated i one

conference call, which occurred 1 March 1997 (per UX 543)).

.98, M Aundiberd asked about (he safcty profile for Niaspan., (SPX 18; 13 Tr. 3443-

44 [Russo); CX 543, Kos tobd Mr. Audibert thal Niazpan had a much better profile than
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nnmediate release niacin in terms of flushing. (18 Tr. 4104 {Audibert); SPX 18). Flushing is not
dangerous, but it makes patients very uncomfortable. (18 Tr. 4105 {Audibart)), (f patients gel
ciwuph fushing, they will discontinue the therapy. (18 Tr. 4105 (Auwdibert)). Thms, a product
with loss frequent or less extreme flushing side efiects would provide a real opportunity to
improve patienl compliance. (7 Tr. 1313-14 {Levy); CX 558).

Complaint Coungel’s Responge to Finding No. 1.98:

The proposed finding s meomplele and misleading. During the approximately

five months that Schering held discussions with Kos regarding Niaspan, the March 13,

1997, conference call was the only discussion Mr. Audibert participaled m. Tr. at

15:3516-17 (Ray Russo) (confirming that M. Andihert anly participated in one

conference call which occurred in March 1997 (per CX. 543)).

1.99 Kos also told Schering that Niaspan had a very low meidence of elevated liver
enzymes, (18 Tr. 4105 (Audibert)). Kos referenced a study by a Dr. McKinney using a
particular sustained releasce niacin on the market at that time. (SPX 18; 18 Tr. 4104 (Audibert)).
That product had a weak sustained rclease delivery sysiem. (15 Tr. 3504-05, 3511 (Russo)).
Mr. Audibcrt 18 fatmihiar wilh this stody, and he recails that a [arge percentage of the patients,
about 66 or 67 percent, showed liver enzymes above three times the upper limil ol normeal.
(Auchhert 4105)). Kos told Mr. Audibert that Niaspan showed much lower clovated cnzyme
levels. (Audibert 4105)),

Complaint Counsel’s Responsc to Findineg Ne. 1.99:

The proposed finding is incomplei: and contrary to more reliable evidence, There
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15 no testtimeny that Mr. Audibert considered 1he McKenney sludy as part of ins
commerclal assessment of NMiacor-51. In facl, Mr. Audibert did notl have a level of liver
envyme slevations in mind when he looked at Tipsher’s chmeal data. According to his
mvestigational hearing transcnpt (from Seplember 21, 2000) as opposed to his tnal
testimony (nearly a year and half laler on February 19, 2002}, Mr. Audiberl stated that he
“did not have a specilic number in mind” when looking at data for people who were
“prematurely discontinued” from Upsher’s clinical tiial due to potential liver damage.

X 14873 at 74:6-12 (Audibert TH).

1.100.  Sechering and Kos also discuszed the possibility of a worldwide deal. (SPX 18;
18 Tr. 4106 (Audibert)). Kos was not interested an international launch in the shoit term, and
admitted that it had no real understanding, expertise or resources to get a product registerad
oulside the Umited Stales. (11 1. 2449 (Andiberl Dep.}). Kos wus concerned wilh jusl gelbing s
product on the market in the 115, and would deal with other opporfunitics “later down the road.”
(L1 Tr. 2439-40, 2448-49 { Audibert Dep.); 18 Tr. 4106 (Auvdibert)).

Complaint Couneel’s Responge to Finding Na. 1.100-

“The proposed finding is contradicted by more relisble evidence. The proposed
Lnding that Kos was not interested inan interpational Iaunch is inconsistent with
documents ereated at the time of the negotiations between Schering and Kos. Asa
schering exccutive reported based on a March 1997 phone call, Kos was moving ahead
with its plans to seek vegulalory approval for Niaspan outside of the United States.

Furthermore, Kos fully expected to receive regulatony approval, at least in the Unpited

K
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Kmgdowm, cighteen months after Niaspan was approved in the LS. SPX 18 at 8P
(N2776-77 {Schenng contact summary of conference cail with Kosg, dated March 13,

1997 noting that Kos “helieve[s] that they will have approval approximately 18 menths

after the U'S approval™.

1.101.  Atend ol ihe March 16, 1997 ielephone call, Kos descobed 1ts view of a co-
prommote deal. (5P 18). Kos wanted to maiﬂtair; coutrel over Niaspan®s marketing and strategic
positioning, whils its partner gave Miaspan primary promotional positioning. (SPX 18). In other
words, Kos wanted to have Niaspan promoted by Schering’s sales representatives in the “primary
position,” meaning that it would be the first produet a sales representative would discuss in a
doclor’'s office, {18 Tr. 4106 (Awdiber)), Kos wanted Schering to commit that Niaspan would
always be n the primary position. (18 Tr. 4106 (Audibert)). Schering explained that it could not
puarantee that, as il had products, such as Clantin, that would be detmled first dunng particnlar
geasons. (18 Tr. 4107 (Audibert)). Schering did offer to give Niaspan enough details in the
secondary position to create a “noise level in the marketplace.” (18 Tr. 4107 {Auditeri)y. Kos,
however, was adamant that it wanted guaranteed primary positions, {18 Tr. 4107 {Audibert}).

Complamnt Counsel’s Kesponse to Fiding Ne. 1.101:

The proposed finding is contradicted by other cvidonee, sessssssreranssnassassassiras
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1102, Mr. Audibert viewed Kos™ damands as “unrcalistic in terms of whal then-
expeclations were from us”™ regarding co-promaotion activity. (7 Tr. 1448 (Avdibert Dep.)) Mr.
Audibert viewed Kos® demands for support from Schering’s sales force as irralional, and very
difficult ler Schering to agree o, (18 Tr. 4106 (Audibert)}.

Complaint Counsel’s Responsc to Finding No. 1.1602:

T'he proposed findinyg is contradicted by other evidence, sessssrssiscssnsasssersnnrser
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In addition, the proposed finding is incomplete and misleading. Mr. Audibert had
limited involvement in Schering’s discussions with Kos regarding Niaspan, Tn facl, he
only participated in ane conference call with Kos in March 1997, and then dropped out of
Schering’s evalualion of Niaspan. ‘Lt at 15:3516-17 (Ray Russo) (confinming that Mr.
Audibert only participated in onc conference call which occurred in March 1997 (per CX
543)). Tn addition, when assessing Niacor-SR in June 1997, Mr. Audibert did not consult
the Schenng offictals (e.g., Mr. Russo) involved in the full discussions with Kos
regarding Niaspan, See CPF 425 (discussing Mr. Audibert’s failure to consult Schering

otficials reparding Niaspan).
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b. Schering’s Market Research Regarding Sustained Relensc
Niacin

1,103, Mr, Russo and Mr. Audibert continued to discuss the Niaspan opportunity. (15
Tr. 3516-17 (Russo); SPX 1265 at 1171:25-113:2 (Driscoll Dep.}, UX 543} ‘Ihe next day, March
14, 1997 Mr. Audibert sent a memaorandum to Schering’s pverseas subsidianies, who would
ultimately be responsible for selling and marketing Niaspan cutside the United States. {15 Tr.
3445-46 (Russo); CX 544). Mr. Audiberl asked thern aboul lheir mlerest in a sustained rclcasc
niacin product. (15 Tr. 3445-46 (Russo); CX 3443 A number of subsidiary diteclors gave very
favorable responses; while others gave less than favorable responses. (15 Tr. 3447 (Russo)).

Complamt Counsel’s Response to Findine No. 1,103

The proposed [inding is incotplete and tmsleading. CX 544, the markelmg
survey, specifically asks the Schering overscas subsidiarics wheiher there i3 an
oppartunity for sustained-release miacin in their country and whether it would b
reimbursed by the Jocal health authority. CX 544 at FTC 0001407, T'o the extent Mr,
Fusgso’s lesinnony cun be crediled that some sebsidianes gave unfavorable responses, this
survey 18 inconsistent with Mr. Audibert”™s agsumprion in ns commcicial assessment ol
Miacor-SE that the product could be reimbursed in most major markets, CX 1044 at SP
16 06047 (Audibert’s commercial assessmant).

In additzon, the proposed finding refers (o responses to CX 544 a questionnaire
gent to Schering’s overscas subsudiancs aboul their inleresis i sustomed-release macin
product. Complaint comnscl’s [rst documeant request spocifically requesicd any responses

to CX 5344 in Schering’s posscssion. See (Complaint Counzel’s Firat Requcst for the



Froduction of Documents and Things Specificadion 15 ¢} Scherning never produced any
responscs o CX 544,

The proposed finding alse includes madmissible hearsay. The testimony cited o
support the proposed linding catmol be uscd for the oruth of the matter asserted. M.
Russo’s testimony of the substance ol the responses from Schenng’s overseas
subsidianies is unsupported by any admissible evidenee and is unreliable. Furthermore,
Mr. Audibert, the aulhor of the survey, testified that he did not recall receiving any

rcsponses to the questionnaire. Tr. al 18:4107-08 {Audibert) (confirming this pdint_}.

1104 Eollowing the March 13, 1297 call with Kos, Schering also perfomed market
rescarch m the United States to determune doctors’ interest in sustained release niacin. (12 Tr.
2393-94 {Audibert); 15 Tr. 3447-48, 3501-02 {Russo), CX 376} The market rescarch included
telephone intervicws with ten prominent lipidologists thal had attended Schering’s recent
meelings in New York conceming ezetimibe, (11 Tr. 2393-94 {Audibert Dep.); 15 17, 344748,
3501-02 (Russo); CX 370). Schering found that doctors would welcomc a sustained release
niacin product that reduced flushing and avoided liver toxicity issues, but would want more
evidence that the product met these needs, (15 Tr 3532 (Russo); CX 576).

Complaint Counsel’s Response to Finding No. 1.104:

The proposed finding is cortradicted by other evidence. Schering’s survey in
April 1997 aFlen cholesierol-mamagement experts reported on the numerous diflicultics
faced with developing and marketing a sustained-release niacin drug. Those cxperis

reponted to Schering (he following conceming sustained-release niacin drugs: (1) sencral
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practibioners “avold use of sustained release prepartions . . . because of diminmished
clficacy and concern reearding hepatotoxicity’™; (2) “miacin and, particularly sustained
release niacin, has such a bad repulativn among primacy car physiclans”™ that successful
markclng of Niaspan will require “compelling data™ and strong support from lipid
specialists; and (3) data trom clinical smdics of & sustained relcase niacin product “will be
scrmtinized very carefnlly”™ as a resnlt of “niacin’s history, and, especially, the safely issue
with sustained release niacin.”™ CX 576 at 5P 020709, 15, 17 (April 1997 Ducker
Rescarch Associates report entitled “A Qualktative Gvaluation of ﬁlc Croportunity for
Niaspan m Multple Bipid Disorders™).  See generally CPF 598-609 {discussing the
Decker report 1 detail and how it indicated that Niacor-SE was not a straightforward

liccnsing opportunity).

1105, The lipidologists described the numercus benefits associated with niacin. (15

Tr. 3508 (Russe); CX 576). Niacin is inexpensive, lowers LI2Ls and imghveerides and is Lhe best

apcnl for razsmg HDLa, {15 Tr 3308 (IRusso), CX 576). The experts slaicd thal macin s

etfective as a first line therapy in paticnts with moderately clevated LDLs, and onc physician

indicated that hiacin is unigue in its effect on lipoprotein AL (15 Tr. 3508 {Rus=n}; CX 574).

Complamt Counsel's Response to Findmg No. 1.105%:

The proposed [Anding is coniradicted by other evidence. Schenng's survey in
April 1997 of ten choleaternl-management experts reported on the numerous difficulties

faced with developing and marketing a sustaincd-rclease niacin drug. See CPRF [.104,
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1.106,  Scheringe presented the lipidologists with a published paper frorm Kos that
demonstrated a certain lovel of efficacy and showed that Kos had amclioratcd some ol lhe side
effects associated with earlicr sustained release niacin products. (15 Tr. 3506, 351411 (Russo);
CX 3761, The exparts indicated that they would welcome and Irequently use an clfcciive, safe,
FDA-spproved sustained release niacin. {15 Tr. 3532 (Russo), CX 576). The cxperts liked the
doxing of the product, its apparent efficacy and safety, which was essentially equal to immediate
rclease macin, 1ls reduced flushing, and the fact that patients could receive a consistent product
from preseription to prescription. (15 Tr, 3533 (Russo)). The single stndy alone did not sell the
lipidologists on MNiaspan, however. (15 Tr. 3532 (Russo); CX 576).  The experts told Schering
that they needed more compelhng evidence, such as clinicat data, 1o alleviate concems regarding
sustained release macin’s side clifcets. (15 Tt 3504-06; 3510-11{Russa’).

Complaint Counscl’s Response to Finding No, 1,106

The proposed finding is centradicted by other evidenece, Schering's survey in
Aprit 1597 of ten cholesterol-management experts reported on the mumerous diflicndtics

fuced wilh developing and marketing a sustained-release niacin drag. See CPRI 1,104,

1107, Schering was hopeful that Niaspan's delivery systcm would overcome the
cxperts’ reservations regarding sustamed releass nlacin and flushing, liver toxicity and
diminished eflicacy. {15 Tr. 3503, 3509 (Russo)). Accordingly, Schering wanted to see the resi
ot the MDA filing for Niaspan for additional dara that would support Kos’ representations. (15
Tr. 3511 {Russoy). Schering also wanted W sce the Omal kabelmg submitled w the FDIA for

Miaspan because Schering believed that il it shewed no conlramdicaiions and boltor side effect
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profile than other Miacin products, Niaspan would be a very good product [or Scherng, (13 Tr
3511-12 (Russn)).

Complanit Counsel’s Response to Finding No. 1107

‘The proposed findmyg is incomplete and misleading. Schering’s demands for
extensive information on Niaspan is inconsistent with its lack of due diligence requests
[or Niacor-5R. CTF 417-445 (noting that Schenng’s review of Niacor-SR was superficial
and did not comport with its own cnstomary practices). Kos completed numerous ¢linical
studies on the safety and efficacy of Niaspan and provided Schering with detaled
sunmnarnes of the outcomes of those studies. CX 540 (Niaspan product information
provided to Schering, dated February 11, 1997). Schenmg was not satisfied with the
initial data provided, and requested further information to substantiale Kos's clnims. This
is inconsistent with Mr. Lauda and Mr. Audibert’s asscriion that niacin was a known
produet, and therefore, Niacor-SR did not require due diligence. Sce CPRF 581-6359
(noting Schering’s justification [or its absence of due diligence for Niacor-SR, and

discussing why Niacor-SR was not & straightforward licensing opporiunity).

. April 9, 1997 Meecting With Kos
1108, On April 9, 1997, Schering met with Kos representatives al Kos® corporate
headquarters in Miami. (15 Tr. 3451 (Russo); CX 1047). Mr. Russo, David Grewceock, a
Schenng product manager, Teni DeMela, Schering’s manager of markeling rescarch, and Karin
Gasl, Schening’s business development director, attended the mecting on behall ol Schering, (15

Te 3451-52, 3515 (Russe); CX 769, 1047; 31 Tr. 7545 (Patel)). This was the anly face-to-face
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meehing between behering and Kos, (15 Tr. 3517 (Russo)).

Complaint Counsel's Response to Finding No. 1.108:

Comiplaint counsel has no specific responsc.

L10%. My Audibert chose not to attend the April 9 mecting with Kos in Miami. (15
Tr. 3513-14 (Russe); CX 1047; 11 Tr. 2450-51 {Audibert Dep.)). By this time, Mr, Audibert had
determined that Kos was primarily inlcresied inoa T8, rather than a worldwide, deal. (15 Tr.
3513—]4 {Russo); CX 1047, T8 Tr. 4106 (Audibert)). Morcover, Mr. Audibert beheved that Kos’
demands [or pnmary delailing of Maspan were unrealistic, and that it was unkikcly that a deal
with Kos could be worked ouwt. (18 Tr. 4106 (Audibert); 11 Tr. 2450-31 {Audibert Diep.)).
Complaint Counsel’s Response 1o Finding Na, 1.710%:
The proposed finding is incomplete and therefore misleading. Prior to the April 9,
1997 meeting, Kos still considered a non-11.5. licensing arrangement a possibility wath
Schenng. Kos executives shared their plans for Niaspan in Enrope with Schering.
Schering’s contemporancous noles of the March 13, 1997 conference call reflect this. See
SEX T8 at SP 002776-77 (Schering contacl summary noting that Kos discussed plans to
abtam European registration for Niaspan). While Kos focused its cfforts on a ULS. launch
[irst, 1t did nol abandon its plans to launch Niaspan in Europe.
It was duning the April 9, 1997 meeting that Schering suggested limiting the
discussions to the United States, and Kos agreed. CX 1047 at SP 002748 {Schering
contact report of April 9, 1997 mecting at Kos headquariers noting, ““we snggested that . .

. we concentrate on this territory first and leave cx-1.5. discussions for later. Bell did mot
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have a problem with this.”). In addition, Kos recagnized that the “market potential in
Hurope (and probably also in Japan) is quite limited.” CX 1047 at SP 002748 (Schering
sunmary ol mecting with Kos in April 1997 discussing Kos® plans for submilting
Niaspan for approval in Furope).

Mr. Audibert’s conclusion that it was unlikely that Schenng and Koe could reach
an agrecmcnt is not relevant Lo Lhis proceading. Mr. Andibert only had = timiled
participation in the review ol Ll Niaspan opportanity. See CPRF 1.88.

In addition, a mere likely reason that Mr, Audibert did not attend the mesting was
thal he azked the reciptents of his survey on susiained-relsase macm (CX 544) Lo gel back
to him hy April 1. On March 26, Ray Russo reported that the process of assessing the
worldwide potential was the underway (presumably Mr. Audibert’s survey). On April 1,
Mr. Audibert was to get the results of his survey back, By April 9, Mr. Aundibert stopped
working vn Niaspan and Schering asked Kos to tocus on the [1.5. market and not
overseas markets, The obvious inference is Lhat W, Audiberl™s surveys indicaled hitle or
1o tterest on the part of Schenng’s subsidiancs surveyed.

Mr. Audibert’s conclusion that Kos™ request tor primary detailing was unrealistic
j5 1180 THTE|CUALIL, A+wasesmaastusansssessasssrioessnsansressesrssnrsasensinsssusinssussunenasnarives
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1.110.  Kos CECG Dan Bell, ¥ice President ol Sales and Markcting David Heatherman,
head of Licensing and Business Development, Mukesh Patcl, and Niaspan Project Manager John
Kahmtsis participated in the April @ ineeting on behalf of Koz, (15 1r. 3452 {Russo); SPX 112,
CX 769). Mr. Patel testified that he had in his mind dunng the meeting that Kos wanted three
things from a co-proimotion deal: 1) up-{ront payments; 2} an cquity mvestment in Kos; and 3y a
big company as a partmer. (CX 769; 31 Tr. 7360 (Patel)}. There's no cvidence that Mr. Palel
told Schering these pomis during the meeting. (31 Tr. 7562-63 {Patel); compare CX 769 with
SPX 1123.

Complaint Counsel’s Responsc to Finding No, 1.110:

‘The proposed finding is incomplete and misleading. Mr. Palel tesiified that he
doesn’t recall whether he hrought these ttems up or whether it was Mr. Bell who raised
these 1ssucs. Heowever, Mr. Patel did testify they these issues were discussed with

Schering, Tr, at 31:7560 (Patel).

1111, Al lhe meeting, Schering made a presentation aimed at demonstrating
Schering’s commitment 1o the cholesierol therapy area. (15 It 3453 (Russo: SPX 112).
mchering’s represcntatives said that Schenng had 4 current emphasis on cardiovascnlar products,
and particularly mentioncd czetimibe, a cholesterol product Schering had in Phase 11

development. (E5 Tr. 3453 (Russo), 31 Tr. 7546-47(Patel); CX 769). Schering explained that il
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hoped to cstablish a presence i the cholesterol marketplace in aaticipation ol the evenlual launch
of this now producl. (31 Tr. 7546-47 (Pately, CX 769). Schering also mentioned Inlegrelin, a
cardiovascular product Schenmyg was co-promoling with another company. (31 Tr. 7547 (Patel);
CX 769).

Complaint Counscl’s Response o Findimg No. 1.111:

The proposed finding is not relevant. When asked to approve the
Schering/l ‘psher settlement agresment, the Schering Board was nol mformed ahout
czelennbe as o Justificalion for the Niacor-SR Jicense. See CX 338 at SP 12 0026870
("*Niacor-SR” portion ol Schering Board prescniation on the Schering/Upsher settlemcnt

agreement).

1.112.  Schenng summmanzed its presence in the cardiovascular markel :md ils expertise
in managed care, its total number of representatives, and the experience of some of the
individuals at the meeting, (31 Tr. 7545 {Patel); CX 769, 15 1. 3454 {Russo)).

gl's Response to Finding No. 1.112:

Complautt counsel has no specific response.

1.113. Schering also described its unique advantages as a partmer, including its superior
ficld force, particularly in the area of cardiovascular medicing. (31 Tr. 7548-49 {Paiel); CX 769;
15 Tr. 3434 (Russo)). Scherng promoted its experience and expertise with managed care. (31
Tr. 7552 (Patel), SPX 112 al SP 002751}, Schering also described its capabilities wilh respect ta

distribution, dircct to paticnt ciforts, and clinical trial and phase IV efforts as a means ol helping
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Kos in those areas. (31 Tr. 7549, 7552 {Patel);, SPX 112 at SP (2753, CX 76). Schering told
Kos about its communications with ils intemational subsidiarics as part of what Schering had
dong 10 gain additional marketing information about a possible launch of MNiaspan. (31 Tr. 7553
{Patcly; SPX L12 at 5P 02733).

Complaint Counsel's Response (o Finding No, 1,113:

Complamt counsel has no speciiic response.

1.114.  Schering and Kos representalives cxchanged views and ideas about the possible
ca-promotion of Niaspan. (31 Tr. 7545-46 (Patcl); CX 769). Schering sad it had done some
market research on Niaspan and had contacted its advizory heard of cardiologists and cxperts in
the field. (31 Tr. 7547(Patel); CX 769}, Schering expressed s view thal & sucecssul lantch ol
Miaspan would require promotional muscle at the outsel and a stgmlicant physician cducation
cilort. (31 Tr. 7550 (Patel), SPX 112 at SP 002751). In that regard, Schering discussed its
experience with direct to patieni promotion, the strategic fit of Niaspan with Schering’s
cardiovascular franchisc, and Schering’s long term comminment to lipid reduction, (31 Tr. 7551-
52 (Patel); SPX 112 at SP 002751-3). Schering also stated thal 1is leld [oree had demonstrated
cardiovascular success with regard to Imdur, Nitro-Dhur, and K-Thur. (31 Tr_ 7530 (Palel); SPX
112 ar §P 002751). |

Complamt Counsel’s Response to iinding No. 1.114:

Complaint counsel has no specific response.
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1.115.  Mr. Russe believes thal Schering was successful at the April 9 meeting in

convincing Kes that Schering would make a good parmer. (15 Tr. 3454 (Russo)).

Complaint counsel has no specific response.

1.116.  Kos reilerated that it wanted any co-promation partner to guarantee a sigmificant
amount of primary details to doctors comeerning Niaspan. (31 Tr. 7331, 7554 (Patel); CX 709).
A primary detail means that when a representative goes to a doctor’s office, he will give priority
te one product, cither by mentioning it first or mentioning it most. (31 Tr. 7554 (Patel); 15 Ir.
3450 {Russo)). Primary detail/positioning is a very valuable commedity, and one thal Schering
would have Tather rescrved for its own produets, on which it would receive all of the profit. (13
Tr. 3450-31 (Russe)). Kos' demand for pnmary positioning, therefore, was "not in syne™ with
Schermyg’s field [oree availabibty, (15 Tr. 3451 (Russo)).

3. 1. 116:

laint Counsel's Begponse to Findi
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1.117.  Furthor, Kos was seeking guarantees with respect to the level of call activity,
asking for specific numbers of specific lypes of calls through the Iaunch period. (15 Tr. 3451
{Russo)). Schering did not feel thal it could accommodate the level of call activily that Kos

wanted, {15 Tr. 3451 (Russo}). Schuring responded that it would be more comlortable with
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secondary detailing. (31 Tr. 7555 (Patal)). Kos stated that it wanted “ubsolule maximum
commitment from Schering mn the lorm of first line detals.™ (31 1. 7555 (Patel)). The detailing

issue was not resolved al this mecting, (31 Tr. 7335 (Patel)).

Mo, 1117
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1.118.  Kos also was demanding strategic conirol over the markcting and prometion of
Niaspan. (7 Tt. 1423 (Driscolt Dep.); (31 Tr. 7557 (Patcly). This issue was not reselved at the
April 9, 1997 meeting, (31 Tr. 7557 (Paicl)).

Complaint Counsel’s Response to Finding No. 1.118:
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1.119. " Schering and Kos also dizcussed the tssue of who wonld “book™ sales. (31 Tr.
7556 (PateD). Booking sales refers to which company records the sales that have been made.
(31 Tr. 7556 (Patel)). Kos wanted to record, or “beok,” Niaspan's sales to show sigmficant sales
as a company. (31 1r. 7556 (Patel)). Booking sales was theretore an impartant tssue 1o Kos. (31
Tr. 7556 (Pate!)). The issue alse was itnportant to Schering because Schering did not want its

sales force used as simply 2 “rent a sales force” (31 Tr. 7550 (Patel)). Ms. Gast of Schering
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described booking salcs as a “hot button 1ssue.™ (31 Tr. 7556 (Parel)). The issuc was also left
unresolved at the meeting, {31 Tr. 7557 (Patch).

Complaint Counsei’s Response o Finding No. 1.119:
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1124, Ms. Gast also asked again ([ Kos would be willing Lo discuss worldwidc sales.
{31 Tr. 7558 {Patel)}. Kos wanted to concentratc on the U.S. first and defer cooperation on
Lurope and the rest of the world unbil later. (31 Tr. 7558 {Patel}).

Complaint Coungcl’s Response 1o Findine No. 1120

The proposcd findingr is Incomplete. See CPRF No. 1,109 (discussing the parlies

discussion regarding non-U.S. rights for Niaspan).

E121. The parties alse discussed other issues, including labeling, launch tming,
distribution, manufacture, patents, and Kos’ cross-license agreement with Upsher. (31 Tr. 7558
{Patelj). Al the end of the April 9 meeting, the parties agreed 1o constder further the issues they
had discusscd. and get back in touch later. {31 Tr. 7358 (Patcl).

Complaini Counsel’s Response to Finding No. 1.121:

Complant counsel has no specific response.



4. Schering's Forecast For Niaspan Sales

1122 Following the April 2, 1997 meeting with Kos, Schering worked 1o put together
hroad deal terms that it ultimately would present to Kos. (15 Tr. 3435 (Russo)). Parl of that
process involved an assessment of the product’s value 1o Schering and the preparaiion of sales
forecasts. (15 I'r, 2433 (Russo}).

Complamt Coungel’s Regponse o Findme No, 1,122

Complaint counscl has no speeilic response.

1.123. Schenng created three sales forecasts: a base, which was the most realistic, a
downside, which tracked the lowest potential of the product, and an npside, which assumed a
more ageressive market peocteation and hipher markel share. (15 11 3436 {Russo), CX 550).
Mr. Russo preparcd the basc casc scenario, and Ms, DeMola crealed the downside case scenario.
(15 Tr. 3456, 3442-83 {Russa)).

Complaint Counsel’s Besponse to Finding Mo, 1,123

Complaini counscl has no specific response.

1.124. " In conmection with its sales forecasts, Schering considercd two dillerent price
scenmanos. (15 Tr. 3457 (Russo); CX 5500, One pricing assumption was based on an existing
product on the market, a low-priced niacin sustained release product not approved for treatiment
ot cholesterol; the second secnario used a comparable peneric product called gemfibrozil. (15 Tr.
3457 (Russa);, CX 5500, The price of gencric gemfibrowil was higher than the price of the

sustained release niacin product, but was signilicantly less tham the price ol other cholesterol-
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lowering drogs. {135 I, 3458-39 (Russo)).

Complaint Counsel’s Response to Finding No. 1.124:

{omplaint counsel has no specific response.

1.125  Schenng belioved thal if Niaspan could reduce flushing and avoid liver toxicity
155ues, it could be priced at the level ol genetic pernlibrosal, rather than at the level of the
sustained release niacin product, which was not widelyused. (15 Tr. 3458 (Russo)).
Accordingly, Mr. Russo believed that the base case with the price of gemfibrozil (scenario I
was Lhe mest reshstie, and s base case scenano I reflecied his best busmess judgment at the
time, (15 Tr 3457, 3459-60 (Rusgzo); CX 330)). As the scmor direcior ol markeling, Mr. 1{uszo
had the “tinal say"" on the assumptions to be used in the Niaspan sales forecasts, and enec he amd
M. Driscoll agreed that price scenario 1 was the most realistic, scenaric 1 was used in the
financial evaloation of Niaspan. (15 Tr. 3482 {Russo)).

Complaint Counsel's Responge (o Finding No. 1.125:

The proposed [inding i3 incomplete and misleading. Despile Mr, Russo™s
forecasts, Schering decided not to procesd with discussions with Kos regarding Niaspar.

The re¢ommendation (o diseominue discussions wilth Kos was made by Mr. Russoe’s boss,

Martin Driscoll (Schering’s vice president ol marketing and sales for its Key division).

Mr. Driscoll made this recommendation for the “principal reazon’ that the product did not

“represent a large-enough opportunity in the marketplace .. %, Mr. Drizcoll’s

memorandum was prepared on June 9, 1997, just eight days before Mr. Audibert

compleled his commercial assessmeni of Niacor-SR. In reaching this recommendation on
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Niaspan, Mr. Driscoll noted that the “current market dynamics of the ‘statin® catugon™
was another “important factor™ that would impact Niaspan®s acceptance in the
marketplace. He ohsarved thal because of ihe apparent potency and benipn side-cttcet
profile of stating like Pfizer’s Lipitor, “Niaspan’s market opportunity is nammowing cven
prior lo its intreduction fand thal ilndeed, the use of other classes of cholesterol-luwering
agents such as miacin, gemlibrozil, and cholesiyramine has declined singe the introduction
of Lipitor.” CX 5358 at 8P 002720 (Driscoll memorandum rocommendiny

thscontimuation of discussions wilh Kos).

1.126. Rnsso’s basc casc torecasted sigmilicant Niaspan sales, reaching £101 rllion i

14955:

Gales (¥F) 1997 1908 199y 2000 nm 2002 1003 20404 pAHL R

Mlillions T.022 [ 48.247 1. 4549 106,94 12A.872 133.662 | 140816 1520849 174.12%

(SEX 45: 15 Tr. 3529 (Russo)).

Cornplainl Counsel’s Besponse to Findine No. 1.126:

The proposced finding iz incoreplete. Schoring’s cmplovess have offored
confhicling testimony about the value of a sustained-releasc niacin product to the
company. The proposed finding suggesis that Niaspan sales of S101 million in 1999 are
significant. Other emplovses testimony and Schenng's documents suggest that 104
milhion does not represent a signifieant value to the company. In Mr. Landa’s trral
testimony, he testifies that a product with $100 million in annual sales 1s nol a major

product. v, at 19:4434 (Lauda); see also CPF 337.
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In addition, the proposed fimding enly reports Lhe lugher of the two “base case”
projections performed by Mr, Russo. It does not include the two “downside” lorecasts
dome for Mr. Russo thal were substantially lower than 3, Audibert’s projections for

Miacor-SH, as follows:

&ales (% millinns) 1997 109% 190 nnn xnm iz nn3 mnnd Hins

Miaspan

(Price Scenario i) 3 11 21 33 42 44 47 31 04
Miaspan

{I'rice Scenario IT) .7 17 iz 51 a6 at T4 R 4

CX 550 at SP Q0744

1,127, Schuring’s Niaspan lorecasts wers not conneeted with any patent litization in
any way., {15 TR, 6460 (Ruzso}).

Complaint Counzel’'s Response to Finding Ma. 1.127:

Cormplaint counsel has o specific response.

1.128. The based case [orceast with pricing secnario H represented M. Russe’s best
business judgment and his best estimate of what Schering could achieve with Niaspan. (15 Tr.
3459-60 (Russo)). The Schering-Kos negotiations were independent and camied on in the
normal course of business. (15 Tr. 3460 {Russa)).

Coamplaint Counscl’s Response to Findirg No. 1,128

The proposed fnding is incomplete, Schering®s employess have offered

condlicting testimony about the value of a sustaincd-relcasce niacin product to the
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company. Ln addition, the proposed finding enly discusses the higher of the iwo “basc

casc” projcctions performed by Mr. Russo.  See CPRE 1.126.

1.129.  Schering also complated a net present value analysis regarding Niaspan. (15 Tr.
3461 (Russo), CX 551). According to Mr. Russo, the cntical 1ssue in generaling a net present
value 15 amving at a correcl profil and less stalement that takes into account the cosls of poods,
the cost 0 manufacture the product, expected royalties, anticipated cash discounts, and additonal
costs such as marketing costs for promotion and figld force. {1517 3461-62 (Russo)).

Complamt Clounsel’s Response te Fmdin

Mo, 1,129

Complaint counsel has no specific response.

1.13%.  To caleulate net present value, the estimated corporate tax rate is applied to the
profit and loss statement to achieve a profit atter tax. {15 'I't. 3461-62 (Russo)). 'Than, making
stme assumptions regarding inventory levels, a cash flow figure 18 generated [rom the prolit alter
lax. (15 Tr. 3461-62 (Russo}). The cash flow 15 then discounicd based on internal hurdle rates -
13 percent in the Niaspan analysis - to arrive at the net present value of the product. (15 Tr.

3461-62 (Russo)).

omplant Counsel's Response 10 Findine Mo, 1.130:

Complaini connsel has no specilie responsc,

1.131. Thebasc case sales forecast with pricing scepario IT that Mr, Russo created for

Miaspan was used in analyzing the product’s net present value. (15 Tr, 3462-03 (Russo), UX
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550, CX 551). Assuming Schering would receive 50 percent of the profils from sales of
Miaspan, Niaspan would have a net present value to Schernmyg of $127 million, and 2 total net
present value of 5254 million. (5PX 47 (6 Tr. 1115-1116 (Bresmahan)).

‘s Riss

laint Co vnee o Findiog No. 1.131:

Complaint counsel has no speeific responsc.

1,132,  OnApril 21, 1997, stock manalysts estimated that Niaspan would reach 250
million in sales in 2000 (LUSX 533).

Complaint Counsel’s Response 1o Finding No. 1.132

The proposed finding is incompiete and misleading, The financial market
reforenced in the proposed finding refers to analysts whose objectives were to underwrite
the initial public offering of Kos’ stock and to promote the company to achieve high stock
value. Dillon, Read & Co. , Cowen & Compuny, Salomon Brothers Inc., are identified on
the froml page of Kos' initial publie ollering prospectus ag the nnderwriters of the Kos
IPOL USX 21 al AAA 0000052, Alsoe noted on the [irst page of the prospectus is the
interest that these firms have in the company; all three underwriters were offered
substantial shares of the company. The onderwrilers are requited by the SEC to disclosc
this interest, and conscquently, their incentive to strongly support and premote the
company. Upshet, however, chose not to include this peint in its finding.

In addition, the preposed finding on Kos’ capitalization and outside analysla
projections is not relevant to this proceeding. There is no evidence that Schering valucd

Niaspan, o1 even Niacor-SR. on the hasis of oulside inalysts projections. Tn facl, Schering,
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conducted its own duc diligence and completed projections to evaluats the Niaspan
opportunity. CX 548 {Niaspan financial analysis preparced by Ray Russo and Tont
DcMola of Schering, dated April 17, 1997); CX 549 {additional Niaspan financial
analysis prepated by Ray Russo and Tond DeMola, dated April, 1997); CX 550 (Niaspan
salca [orceasts preparcd by Ray Russo and ‘Foni [DeMols, indicating “bhase,” “downside,”
and “upside” zales torecast). v at 15:3472, 3476-77 (Ray Russo) at 3472 (confirming:
that he compleled sales projections for Niaspan); 3476-77{acknowledsing that sales

projections were completed [or Niacor-SR). :

5. Schering’s Ofter to Kos for Niaspan
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1hat 11 was in the process o preparing a wrillen offer. (31 Tr. 7565 (Patel); wessssssasvaians

Complaint Counsel’s Responsge to Finding No. 1. 133:

Conmrplaint counsel has no specific respose.

1.134,  sevnwwivswridnimrvdbrviovivivbivnrrrronvanrvanrrbd nhdr b bbb dwnrd b bbb bR R b d AR R
T T T T T T T T T T L LT Tyt e P P ST Py A TR L

bl el e el ek ok el o ol el ol kel ol ol ol Bl o ol ok ol i e ek ke el el el e ol el e e ok e e e R
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Complant Counsel’s Response o Findiog Mo, 1,134

Complaint counsel has no specific response.

1-]J35. LI LR LA Dl LRl Ly L R LRl el ARl Rl Ry Rl el Rt il l Rl el Il iy Py tlyy)

AR ARA MR AR AR A IAFA R A FEF IAFIARA NI A AT FEAFA R A IR F A A FA A A M FA FA RARA AREAARES RN R RN R NEE PR AR

wesavesr SPX 36030

Complaml Counsel’s Responge 1o Findingt Mo, 1.135:

The prﬂpggcd ﬁﬂdlng [0 Te ) @w fuat: T LT AT T LTV LT P e T T T S T PR T TR T T Y LTt I P2

LA IR IR LN I LY LI LIl R L R IYR]IENINL IR LRI IR IR LY IR LRI LYY LI TEL PRIl Y ey YLy

1.136, L L T L e L Ty e T P P T T T L L R e P P P T PR R AT DL LAY TR
LLEL T LY L ER LN L LY RS Pl DL L L LY L Pl r e LY Rl D L L E Lyt P Ly DL bl ey L)
SFEANI AN A FARE R FA R R AR AR R AR FA AR A A AR AN AR AR A A A A A A A A AR A A R DR A B

#l'.f-ii.i-?i-'-‘.'i.i|i-¢--i'iil‘-!'l'1-l_

Complaind Counscl’s Besponsc o Findinge Mo, 1.136:

Complaint counsel has no specilie response,

] _ I 3?_ INEF RSN+ AN EIENEFFEI BEF FEARARE IS A MR FAABA AR BERABAIASA ARd A RS ARG FA N RAFA A REEE + B

LA L R L LT L LR L IRl ALl Ll Rl RD LA Rl ol Al l Al Rl R Rl Rt RlRI Ty LIERERIRL LR IR ]SRRI IIRIELLELYIRY DL L LIIRELL.SJ
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Complaint Counsel’s Response 1o Finding No. 1.137:

T}'IE ljl'ﬂpﬂscd ﬂﬂding iS ﬂﬂt rc]c_"—'ml‘[_. LR LIS L IR IR I AR L LERY L T oy P e

EA Rl Rl TR LI L N LN Ry J L I IR E L T . T L g o o L g g F e g e LT FTI T
'."..'-'..‘."..-...‘..‘.-‘-f‘..-.‘-"-"‘-'I-I-"'II-'I'IIIIIIIIII.I..I-I.'II-.I]-.**.-.-'.||l..I|l.|-..'.‘,-

LRI Rl LRI ENR] T LR ELTLE DL LY DI P IRy I R T PR T YT TR Y T T T ]

1 . 1 EE‘ RN AN RN AT NI NEV PN A AR A AN A A AR A A A AR AR A N R NN R A R A A A A A

AR AR bl b N SRR P FF P F R TN AR AT RN A F R F R A AR AN AR A A AR AR AR A N R R A

LA L REL LR LR LR IR] LY LY IRl IR LY LY LRIl P ET Nl Ryl Ry Ty

Clomplaimt Counsel’s Response to Finding WNo. 1.1738:

Complaint conmsel has no specific response.

1139, Areund this time, market analysts viewed Niaspan very tavorably, On May 2,
1997, market danalyst Cowen & Company forceasted Ninspan sates of $20 million in 1997 and
$250 million by 2000, (SPX 223; 28 Tr. Kerr 6876-77 (Korr)). Cowen & Company rated Kos’
stock as a “strong buy,” projeeling that Kos® stock price would reach $35 por share in 12 (o 18

months, (SPX 235, 5PX 1284, 10 Tr. 2071 (Levy)).

Complaint Counsel’s Responge to Finding Ne. 1,139:

The proposad finding is meomplele and misleading. The financial market
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referenced in the proposed finding refors te analysts whoesc objectives were to underwnte
the initial public offering of Kos’ stock and to promote the ecompany to achicyve high stock

value. Nee CPRE 1.132.

1.141.  On May 9, 1997, Salomon Brothers catimated that Niaspan wonld reach sales of
$220 million 1n 2000, (SP3{ 226; 10 Tr. 2072 (1.evyl). Salomon Brothers characterized Kos®
atock a8 a “buy,” projecting that Kos” stock price would reach $85-85%0in 3 years. (SPX 226; 10
Tr. 2072 (Levy)).

Complamt Counsel’s Response to Finding No. 1.140:

The proposed finding is incomplete and misleading. Salomon Brothers’
objectives was to underwrite the initial public offering of Kos' stock 2nd 1o prumole Kos

to achieve high stock valie. See CT'RF 1.132.

1410 OnMay 12, 1997, Kos’ stock priec was S25. (SPX 224, 10 TFr. 2073 (Tevy))
Warkel analysi Dillon Read also rated Kos as & “buy.” (SPX 223; SPX 224; 5PX 226; 3PX 239;
SPX 569, 10 Tr. 2072 {l.evy)). Kos' market capitahzation was over $300 mulhon. (10 Tr. 2074

{Levy}).

Conplaint Counscl’s Responze to Finding No. 1.141:

The proposed finding is incomplete and misleading, Dillon Read’s objuclive was
to underwrite the initial public offering of Kos' stock and to promele Kos to achieve igh

stack value, See CPRI 1,132,
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1.142,  On May 15, 1997, Schering provided a wnllen proposal to Kos {or a co-
promotion of Miaspan. (15711, 3463-64 (Kusso)y; CX 554, SPX 619). Schering is the only

company that gave Kos a writlen proposal hefore Niaspan was lannched. (31 Tr. 7543 (Parcl)).

Complaint counsel has no specifc tesponse.

1_143 AR AR AR A R RN A AR P AR IR IR R P P P AN P AP AP R P PR AP R A F A AR P R F B R A A
ililiillilllliliill-.liliIillilil‘iili'lilli"l'lliiiili"iiiil'!ifll'!"!#'!'!"'!-"!-'!'-l'-l'-'-l"'..""'-; C‘-X 554].
AU I AR AR R E IR RN A NP e N A R b kR R b bR bR A R R R AR R AR R A AR A AN A A LA R AR AR AR AR A A
R A R AR R AR AN AT A A AR A AR AR A A M A A A A ARSI I F IR AP F A AN F A MR A RN R B R A B R B R
T e T L Lt T T T T R T e T R IR IR S R P R P PR AR A S AL S PR N P LR PRSI RS TR T ]
I ETIT T TSI R I T S

L omplamt Counsel’s Responge lo Findiger Mo, 1.145;

Complaint counsel has no specilic responsc.

L.144,  Schering would provide about 255 000 details in the launch year, and half the
other promotional expendilliTes. vevesvsssessvresrssersessssrnersssasnrasasasdsssssssesasaes
reveneenrseeneerreeneren. CX 554), The cost of these detailings to Schering would be 3235 million in
the [irst voar, sesssessssesccsnsnsnsae: OPX (19}, [n addition, Schering committed to promolional
spending of an additional S5 million. weassssssnsesanasasaanse: SPX (1Y),

Complamt Counsel’s Response o Finding Ma. 1.144:

The p[ol)osed ﬁndi'l'lg iﬁ nﬂt 're]a'lrant_ EL I TR IR IR AL TR IR I IS LR R L LR Ly l] ]
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The proposed Gnding i also incomplete and misleading. Schering's proposed
agreement conlamed a provision whereby 1f the amounts of expenses contributad by each
parly was nol egual, then that party would be compensaled. As Mr. Patel testified, il
schering contributed more towands the marketing efTorts for Niagpan than Kos did, then
Kos would make up for that cost, CX 554 at AAA 0000155 (Schering drall proposal,
dated May 15, 1997, discussing sales and marketing expenses); IT. at 31:7388 (Patel)

(confirming this point).

1.145.  Schering proposed a 50/50 profit and loss split, ssessesssssssssissinsens: O] 554,
sraversvsarrasnenivasne: SPX G109, Schernng also suggested that it would give Koz a 10t 15
poreent rovally payment on the total sales of its product. ssseeenssassavsrsarsaans: (OX 554}

Complainl Counsel’s Response o Findine WNo, 1.145:

Complaint counsel has no specilic responss,

1.146. °© Schering proposed that il would book sales of Niaspan. sesrerseresviseranreanca;
CX 554; esssssnsnssniastnnsssassiaseansannes: 5P 614) In cxchange for the nght to record sales,
Schering offered Kos 3 product that it could helip promote and [or which Schering would provide

i 1 m [h TEITt LlnETH.tj Y], "SRR PR AR A ; Cx 5 54- AR IR R A -l; SPX 6 J_g} I I

R FFFER VRV ICEFEFEFEFINE PR P TR IVAYAF AT+ FEAFIAI MMM FEF M IFAAFMEFIFFFAMMFAFM AN I M Idd iAFARd A A A FA AR

EFEEFNRI RN RI PRI NI RIS NI RPN AR A TR TR F AT &
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Complaint Counsel's Response to Finding No., 1. 146:

The Pr(.p(.sgd ﬁnd-jﬂg 18 Tt PEIEVANT. Tavasasaassa s sRasbtd bbbt idurvbvr vr s v asras saasans

AR NN RSN AN R P MR P PR R F A A B SR AR A R N B A A AR E A A AR S SR AR A AR B PRI A A NS NS P AN AR
LA L L L AL IRl RN Ll ELR LR L AL RN IREL IR LRENRIREL L RLRIER I PR Pl LR LY LIl Rl R LYY P IRy Yy]

LU LR L R L Ll L R bl L Ll L L DL Ll L Ll gl oR R R IRl ] Ll Lyl IRl LRIl hR 1))}

1.147.  Schering’s propesal did not contain upfront payments to Kos or equity
i“VﬁStmﬂ“tE. "I'.‘"'I.".I.I'i"'l.l.; CK 554},

Complaint Counsel’s Response lo Finding No. 1.147;

Complaint counsel has no specific Tesponse.

1148, On May 21, 1997, one weck after subrmitling 115 proposal, Schermg had a
conference call with Kos to discuss the written proposal. (SPX 230; SPX 35; 31 Tr. 7667
{Patelj). Ray Russo, Karin Gast, and T'oni DeMola participated in the call for Schering, (SPX
2307 {SPX 35). Dan Bell, David Heatherman, and Mukesh Patel participated on behall of Kos.

(SPX 230) (SPX 35).

Complain Counsel’s Response to Finding No. | . 148:

Comnplainl counsel has no specific Tesponse.

1149 Kos did not react favorably to Schenng’s proposal. {15 Tr. 3465 (Russo)).
Wt Bell told Schering that its offer was practically “insulting.” and that he was “offended” by it.

{SPX 23{" LAL LR L AL L oh 2y}l
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Complunt Counscl’s Response to Finding No. 1.14%:

Complaint counse! has no specific response.

1-15[}.- AR E A AR N NS M IN A F EN R NN AR F N AN P PR RN RN R R RN kT AT I R R N R R

sssssssanssasens  Ros wanted an upfront payment to compensaic for its rescarch and development
costs, and to reassuare Kos that Schenng was conmited to the venture, (31 Tr. 7531-32 (Patei),
assvsravennnsenanrennnsnresr 30 760), Mr. Heatherman indicated that Kos wanted a very heavy
carly payment and very significant milestone payments. (15 1. 3465-66 (Russo)).

Complaint Counsel’'s Response to Findmye Ne. 1.130:;

The proposed linding i incomplete. During Schering’s negotiations with Kos
over lhe Niaspan opportunity, Kos requested an npiront payment explaining that the
concepl ol such a payment by itself was significant to Kos. “Ir at. 31:7533 (Patel)
fcxplaining that “[i]t was important for us to make sure that the concept was conveyed so
that they would in prmeiple accept the concepl of an up-[ront payment™); CX 357 at 5P
(02721 (Schering contact summary of May 21, 1997 conference call with Kos, noting
that Kos™ chiel executive officer “would consider our appreach only if we came hack with
a reasonable up-front payment {to partially compensale for all the money they have
Already SPETILY); vresssesssssnsrenrorsssnrasessreensesriarssessesstsiaseassesnsestsstsasesasasenens
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1.151.  In addition, Kos wanted a higher level of promotion and field sales force activity

than Schering was aflering to commuit. {15 Tr, 3465 Bussolh

Complaint Counsel’s Response to Finding No. 1,151

The pr@p@gm ﬁﬂdlﬂg 15 not reloVant, esessssamassssresssasbssrsivrrveranssrviurssasass

AV FIRFEFEFF A FF A F AN F IR F A MAFFI M F AN AR FA R FAFA AR FA A E A F R AR R FFAR AR R A R R R S

LA R L LRl ALl bRl L Al LRl Ll Ll Ll R LAR] b ll LRl R TR ZREDINT]II ISP TS I IRy Tyl

1.152.  Kos was specifically secking to retain marketing control of Niaspan and split the
resulting profit from the effort. (15 Tr. 3430 (Russo)). M, Bell told Schering, that Kos wanted a
slidmy scale profit split such thal Schermg would not obtain & 30750 split until & certain sales
Ievel had boen reached. (31 Tr. 7567 (Rugso); sessesevesrssses

Complaint Counscl’s Responsc to Finding No. 1.152:

The proposed finding is incomplete and misleading, Schernme’s proposed
agreement contained a provision whereby if the amounts of cxpenscs contributed by each
party was nol equal, then that party would ba compensated. As Mr. Patel testiticd, if
Schering contribuied more lowands the warketing efforls for Niaspan, then Kos would
make up for that cost, CX 554 at AAA (000155 (Schering drafl proposal, dated May 15,
1997, discussing sales and marketmg expenses); [r. at 31:7588 (Patel) {contirming this

point).

1.1531 dbdidbbddbdddddhiddbidad dd b idm s m LLL DL LR DR TR L LRI L YL LANLLLIL IRl Ll LeNRY IRELIALYNL R .])]

ArEV AN M F MM AR I A AR AR FA NI A R T A A A AR R A AR R AR P AN P IR RN RS RN RTINS N A AN FA RS NN A AP A A A A PN
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Complapl Counsel’s Responge 1o Findine Mo, 1.153:

T'he prﬂp@ged _ﬁndmg ig ol IELEVElﬂl. L Iy P P P P I P YTy eI Y)
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Complaint Counsel's Response to Finding No. 1.154:

{omplamt counsel has no specific response.

1.155.  Kos never made a counterproposal 10 Schering’s offer. (31 Tr. 7368 (Patei},

Complaint Counsel’s Response to Findine No. 1.155:

Complaint counsel has no specific responsc.

1.156.  After receiving Kos’ reaction to Schering®s first proposal, Schering did not
submit another proposal 1o Kos. (15 Tr. 3466, 3488 (Russo), (CX 538). There was a2 “wide gulf”
between Kos® and Schering’s views on Niaspan's commercial potential. (CX 1494 a1 86:1-7
(Driscoll LH), 15 Tr. 3519220 (Russa); {CX 5358). Schering “could not bridge the gap™ and

therelorTe 1L was clear Lhat the two parlies were “not even close™ to agrecing to terms. (15 Tr.
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3466 (Russa)). Accordimgly, il “fwas nol] worth [Schering®s} time to continue the negotiations,
and Schering ended them. {15 Tr. 3466 (Russo); 6 Tr. 1122 (Bresnahan)).

Complain Coungel’s Regponse 1o Finding Mo, 1.156:

The proposed finding is confradicted by other evidence. sevsseeseraseisarasiannsnaiae

S ETERE AR R I N RN T T LI L I R T e P S TR A A PN IR S TR I IR EE RN RN T TN S R IR Y B L Ty

EI R T P IR LR LR LY LR LY Ll ] LR LRl DL AL LENR] TR LD I LALLM LEL IRl Dty LR Ld LRl I Rl El)LE:.}

1.157. Tt also had become clear that Kos would be a difticult partner to deal with. (11
Tr. 2450 {Audiberl Depo.); € Tr. 1122 (Bresnahan)}. {DBresnahan 1122). For example, Kos had
nat been fortheoming regarding information on the preduct. {7 Tr. 1421 {Dnscoll Depo.}}). Kos
hecame progressively less willing 10 share any clinical data that wwould substanriate its clatms that
the incidence of hepalotoxicily ind fushing wus diminished with s niacin product. (15 Tr.
3520-22 (Russo); CX 558 6 Tr. 1123-24 (Breanghany;, CX 1495 at 129:12-130:15). Similarly,
Kos refused to provide Schering with its own sales forecasts and market vesearch. {SPX 230
CX 1491 at 88:21-8%:0 (Demala Dep).

Conmplamt Counsel’s Response lo Finding No, 1.157:

"The proposed finding is incomplcte. Aticr the negotiations on Niaspan, the same
people from Schering and Kos participated in discussions for other producl opporfunitics.

Tr. at 31:7011 (Patel) (confimming this point).

1.158.  {dven these difficulties, 1t was appareni that the Kos and Schering tcams would

not be uble o creale an appropriate relationship that was neecssary for a successfol partnership.
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(7 Tr. 1411 {Driscoll LH.}}. (Driseoll TH. 86) (Transenpt 1411). In any co-promotion situation,
trust helween pariners is cssential. {7 17 1423 (Driscoll Depo.)). Kos, however, was treating
Scherimg emiployecs with “great disrespect.”™ (7 Tr. 1411 {Drscoll LH.}). The manacr i which
Kos® people were treating Schering’s people was an “imporiant factor” in Mr, Driscoll’s decision
to end discussions with Kes, {7 Tr. 1423 {Dnscoll Depo.)).

Complaint Counsel’s Response to Finding Na. 1.155:

I-]'."I'I E prt}p‘}ﬁtﬂ. ﬁlldillg is illmlnp]ete. [ EL L RN L LRSI IR LRI LL L L AL L LR LRl g il Ll Rl.J}

FFAREREEEREANEE TR E Y TN IR I Y AT ISR IR TSN L R LR L LR LR A B LR DL DL P P PR P e Pl e

[T IS TS IS RIS TSI IR TR R NI L SN LR R SR DLl LR N R R R R L L L DL R LDl Ll L L L L LDl L L]l T

1.13%. At the time Schering ended its discussions with Kas, Kos™ stock price was
continuing to nse. On June 17, 1997, Kos™ stock closed at $29.50, roughly double the IPO
offering price. (10 Tr. 2074 (Levy); USX 1026). The lotal market capitalization of the company
was around $400 million. (10 Tr, 2075 (Levy); 26 Tr. 6235 (Korr); USX 1607).

No. 1.15%:

Complaint Counsel’s Response 1o Findit

The proposed linding is not relevant. There is no evidence that Schering vaiued
Miaspah, or Nigcor-SR on the hasis of oulside analysts projections. In fact, Schering
conducted its own due diligence and completed projections to evaluate the Niaspan
opporhmity. CX 548 (Niaspan linaneial analysis prepared by Ray Russo and Toni
Demola of Schenmg, dated April 17, 1997); CX 549 {additional Niaspan financial
analysis prepared by Ray Russe and Tomi DeMola, dated April, 1997}, CX 550 (Niaspan

sales forccasts prepared by Ray Russe and ‘Toni DeMeola, indicabng “basc,” “downside,”
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and “upside” sales forecast). Tr. al 15:3472, 3476-77 (Ray Russo) at 3472 {confiming
that he completed sales projections [or Niaspan}, 3476-77 (acknowledging thal sales

projections were completed for Niacor-SR).

1.160.  Kos stock pnice and market capitalization were hased pnmartly em Niaspan.
{28 Tr. 6830, 6833, 6873, 6878, 683, 6URZ (Kem); SPX 224 at §; SPX 225; SPX 237, LIS X 239,
LISX 535 at USL 11517). Assuming that Kos' only produet was MNiaspan, the market
capitalization shows the market’s valualion of Niaspan®s worldwide prospects. {0'Tr. 11259
(Bresnahan).

Complaint Counsel’ s Response to Findine Mo, 1.160:

The proposed finding is nol relevant. There is no cvideonce thal Schering valued

Niaspan, or Niacor-SR on the hasis of outside analysts projeetions. See CPRIT 1,159,

6. Kos* DHscussions With Other Potential Partners Regarding
Niaspan

1.161, Kos™ Niaspan entered the market in August 1997, (7 Tr. 1404 (Driscoll TH.)).

Complami counscl has no specific response.

1,162, At the time of Niaspan’s launch, Kos was still leoking for a co-promotion

parlner [or Niaspan in the 1S, (31 'I'r. 7577 (Pately).
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i_omplunt Counszel's Eezponze 1o Findine Na, L 162:

The nmpﬂsed ﬂnd]ng jﬂ iﬂcﬂmpictcl VRS AARA AR A RN IR AR B A IR PR N N
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1.163.  Kosused the market analysis’ sales projections for Niagpan in ils discussions
with potential partners, (31 Tr. 7574 (Patel}). Kos spoke with 2 mmmher of companies that had
interest in a sustained-release niacin product. For example, Bristol-Myers Squibl had expres sed
interast in co-promotmg Niaspan, and the two compames had met i Miam m early June 1997 to
discuss the potential deal. (CX 1720). someeveersrserserssstssssrssasiasssstsersssrorsssssnrsessenves

akddhdSdrdbdddhidddaERiAFAARA AR A AAAGFEA R AR FRA AR AR A A RAFALAREAREAAEY

Complaint Counsel’s Response to Finding Neo. 1.163:

The proposed finding is incomplete. As part of Kos search for a Buropean

licensing pariner, Kos made presentaiions 10 several Companiss, ssessssssisiisseras

(IR LI IR LIl L LIYLERE LY LR LR LN L LY IR LY PR LR L LY YLl IR LR LR LY L LN LI LYl L 1YY}
LLIEL IAL I EL LRE R I} L IR LR R] TL LRIl IRL LRl RLI LR NL IR LAYl IR ILRLALY S L 1Ll lERI AR IARIEER N TY 1LYL)

1.164.  Inihe fall of 1997, Kos had conversaiions with Searle. 31 Tr. 7576 (Patel); 33

Tr. 7895-96; 7898 (Egan}). On October 6, 1997, the two compames signed a conlidentiality
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agreement. (CX 522); 31 Tr. 7577 {Patel}). Kos pravided Searle with a presentation on Wiaspan,
including its clinical trial results, sales forec planping, commercial plan, and sales, pricing, and

market forecasts. (33 Tr. 7901 (Egan))}.

Complaint Counsel’s Response to Finding No. 1.164:

Complaint counsel has no specific response.

1,165,  Searle’s scientists revicwed clinical data from Kos and found Niaspan to be an
attractive product. (33 Tr. 7969 (Egan)). M. Egan understood that Niaspan was situply a
reformulation and new dose regimen recasting of an existing, well-established generic and that
Niaspan was not 1 very novel composition of malter. {33 Ir. 7996 (Egan)). Mr. Egan helieved
that this formulation chatige would improve compliance on niacin therapy versus other dosing
regimens and had some commercial pronuse. (33 Tr. 7917 (Egan)).

Complaint Counscl’s Response to Finding No. 1.165:

Complaint counsel has no specific response.

1.166,  On Novembor 2, 1997, Scarle and Kos discussed Kos' demands for a US, co-
promotion deal for Niaspan. {CX 523). Searle was interested in Buropean as wel] as 1.5, rights,
(X 523; 33" T978-79 (Egan)}. Searte’s European group wanled at least a right of ﬁﬁ;t refusal
will respect 1o European nghts. (33 Tr. 7979 (BEgan)). Searle wanted to have 1is Europcan
colleagues involved in the discussions wilh Kos, but Kos wanted lo defer discussion ol Europcan
rights and to delink them rem the discussion of ULS. 1ssues, (CX 523; 33 Tr. 7079-80 {Egan)).

Kos stated to Secarle that the TS, was Kos’ first prioritv. (31 Tr. 7583 (Patcl)).
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Complaint Counsel’s Response to Finding No, 1, 166:

‘The proposed finding 1= meomplete. As part of Kos search for a Eutopean

ficensing partner, Kos made presentalions 1o several COMPAnies, ssssssivisrssaieriee

[T X ITITECIRT DRSS IR TR E R ST R AR IR J ALY L DR bRl Rl o DR RS L Lyl el Ll il Rt lLT])
E Y TR E Y IR TR E R T IT I AR NI AP R R PR LA TR LR PR L T PR T P Rty e Nl R e IR PR e LTIy Ty

In addition, the proposed finding asserts that Kos and Searle discussed Kos’
“demands” for a co-promotion arrangement m the Umited States, ciimg CX 523, This
document, an e-mail from Mr, Egan 1o 3 sroup ol other Searle cmployees, docs not use
the word “demands™ to describe Eos. To the contrary, Mr Fgan wrote: “Mukesh Patel
[rom Kos has called back. He talked with their CEO Mr. Bell who wants to be personally
engaged in discussions at this point, Tle has asked for a small meeting with one or two
Searle representatives 1 the “near future’ to get a “feeling” for what Searle would be

prepared to discuss in the fotm of a copromotional deal for the United States.™

1.167.  The November 3, 1997 conversation hetween Kos and Searle took place nme

days before the announcement of Kos® fitst quarter sales results, (31 Tr. 7579 (Patcl); CX 323).

AL the time of the Novemnber 3, 1997 call with Scarle, Kos wias aware ol Niaspan’s sales munbers

that had not boen made public vot. {31 Tr. 757% (Patcl)). Kos knew that Niaspan's first quarler

sales were disappointing, and attributed this to the fact that Kos lacked a partner with a lot of

salcs musele. (31 Tr. 7570 (Patel)). If Kos had a marketing parmer, it would have had a betler

chance of making its sales numbers. (Patel 7376y, (31 Tr. 7570 (Patel)).
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Complamt Counsel’s Response 1o Finding No, 1,167

Complami counsel has no specific responise.

1168, Kos know that Niaspan®s digsappoiniing sales were pomg to be annoeunced m
carly November, (31 Tr. 7579 (Patcl)). Kos contimied to look [or a U5, co-promaotion parmer,
(31 Tr. 7580 (Patcl)).

Complaint Counsel’s Response o Findime Mo, 1. 168

The proposed fimding 15 meomplete. As part of Kos scarch for 4 Fumopean
licensing partner, kos made prescatations to several companics, ssasssisssssscissacs

1.169.  Koswanted to mect with Scarle as soon as possible to discuss co-promation
rights in the U5, (31 Tr. 7580-8! (Patel}). Kos had an immediate focus on the development and
marketing of Miaspan in the 1.5, 0 the short term. (31 Te. 7577, 7579 (Patel); ((CX 523}

Complaint Coungel’s Response to Finding No. 1.169:

Complaint counsel has no specific response.

1170, In early November, Searle met with Kos and the parties dircussed Kos® demands
for a 11.8. co-promotion agreement. (CX 524). Kos demanded from Searle a large number of

dotarfs for Niaspan, (33 Tr. 7986-88 (Egan)}. Searfe [ound Kos” demands unreasonable. (33 Tr.
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TOB2 (Hzan)). Kos was expecting approximately $00,000 details annually, which 1s the level of
detailing one reserves for a hleckbuster product, {(CX 524; 33 Tr. 7986-87 {Egaun)). Kos
expected Searle to deliver about 700,000 of those details, which would require Scarle to spend at
least $35 million in marketing anoually. (33 Tr. 7987-88 (Egan)).

Complaint Counsel's Rasponse to inding No, 1.170:

Complami counsel has no specific response.

1.171.  In Searle’s view, the vast majority of Niaspan™s value would derive from sales
aud marketimg detmbing of the product, not from the product’s development and intrinsic
characteristics. (33 Tr. 7996 (Egan)). Under Kos' co-promotion propogal, Searle would be
contributing the lion’s sharc of the valuc and the cifert, and Kos would receive a disproportionarte
share of the income. (33 Tr. 7986 (Lgan)).

Complaint Counsel’s Response to Finding No, 1.17]:

Cuomplaint counsel has no specific responge.

[.172. Koz wantcd an up-front payment m the $10-20 million tange. (33 Tr. 7982
{Egan)}, X 525). Koz also wanted a “ridicnlous™ and unreasonahle pereentage ol the profits
from any co-promote arrangenienl. (33 It TO84-85 (Hgan)). Kos' demands were ridiculous
because Searle would be doing most of the promotion of the product with an established szles
force, in comparison to Kos” sales lorce, which was new and relatively small. {33 Tr. 7985
(Egan)). Kos' name was hardly known, while Scarle was established. (33 17. 7985 (Hgan)).

Searle had a franchise; Kos did not. {33 Tr. 7985 {Egan)). Scarlc perceived that the promoetional

121



mvestment sought by Kos was not worth it, given the pro[if split that Kos was seeking. (33 IT.
7988 (Egan)).

Complaint Counsel’s Response to Finding No. 1.172:

The proposed finding is incomplete. As part of Kos search (or & European

licensing partner, Kos made presentations to several companics, ==sreseveerssssnanns

B b b AP PR R PRI VR AP I AR F AP F AR A P SRR SR AR A S R AR A N R RSN RN R A
EEFRERA AR A AR A AR R R AR AR AR AR R R AT TR RN F AN P PR I EANA AR AR R AR A FA SR N N R R R

L1173, On November 11, 1597, the day before Niaspan’s sales results were snnounced,
Kos® stock price was $30.94. (USX 1027). sssevessrsnvansvsessossasisanaraassansaantratansansasnsanss
Terenesesrassanisatnasnssnssaststsesinessettaninnannsnnvnrsennaeane Niaspan’s sales results were very
low. (18 Tr. 4143 (Audibert); 23 Tr. 3480 {Troup)). The sieck pnee dropped almost 50 percent

I anc day, to 816,36, (SPX 1104; USX 1028; USX [029; 28 Tr. 6867 (Kerr); 18 Tr. 4143

(‘&udibﬂﬂ)]_ Al Y R AR YRR NP RS PR RPN R A F AR R R R P A A F A AR A AR F A AR A AR AR AR AR B R
FRARREFRTR AR AR R TR R AR AR R AR AR N R AR A A A SR RSN FA RSP PN RN N AR P AR PR AP AR AA R R A bR b AR bR by

-'..'".."-"."l“'l'l".-l'.I"I'.III.IIIIII..I.iIIIIiIiI.

Complainl counsel has no specific response.

1,174, After Niaspan’'s disappoiniling sales were anmounced, Searle declined the Kos

opporlumily. (33 Tr, 7950 (Egan)). Searlc believed 1t could have made seme money on Niaspan
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but felt that Scarle eould have made “more doing something etse.” (33 Tr. 7007 (Egan)), Seurle
did not believe it could recover the productivity of its siles force for the product, because the
“detailing of the product would have been parlicularly miense and expensive.”™ (33 'Lt 7908
(Cgan}). Accordingly, Searle decided not to pursue a hcense with Kos for Niaspan. (33 Tr. 7907
(Egan}).

Complaint Counsel’s Besponee to Finding No, 1,174

Cornplaint counsed has no specilic response,

1.175. At Kos” maisience, Searle nonetheless mel with Kos” CED, Mr. Bell on
December 17, 1997 in Now York, (CX 5235; 33 Tr. 7977, 7981 (Egan)). Searle did not pursue
the epportunity aller that. {33 Tr. 7982 {Cgan)).

Complaint Counacl’s Response to Linding No. 1.175:

Complaint counsel has no specific response.

1.176.  Dunng the summer and fall of 1997, Kos was also pursuing discussions with
SmithK linc Beecham concerning a co-promotion arrangement for Niaspan.

Complaint Counsel’s Response o Findine No. T.176;

The proposcd finding 1s incornplele. As part of Kos scarch [or a Turopean
licensing partner, Kos made presentations to several COmpanics, ssssssssssisssanas

ARASASEANARE AL AN SRR AR AR A IR AR AR A AR AR A R AR PR PSR FA P BT Y
FEFFE AR FRAFA NI IR FFA M FE MM MEFFHMAFM I I+ FRFAFFA AR I F AR A AN F RS RA R FFEFFEFEFFEERT N
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111?:"1 e il o el e o o e e e o o B o el o e o o ke b R R
A AN FEIAREARE AR DA RFEARAARA I RANARA A EA R AR AR A IA NG AR M AR EA AR SRR AR B A ER AR R AR NN R R RN AR A
AFFEFFAMFIF RN AR FFAFIF S FIARAFERFAFIAA RS F AR+ A AR IARRAAI ¢ A iAd A A AR FERA R by hadb g ddw b r PE AN
LLLE L L LI B LTAR L LRl LT LY L TR LY PRl Lyl LIRSl L LRIl LS PR Pl E e eyl ]
A SA IR A SA NI NA M FIAFI AR FFEAFA A S IAFEARF AR FAFAF ISR T A R B4 A G ARG idbbdaid G AR Ad A rdd bbb bbb n s mn PP Rl R
NEFEF RN FAFAVEN RN R BRI AN VRN A N FEAVAN AR N A R EF R A A PSR E A B EF FEF RARI BN IASA R DA ARG R A R A PR R4 R iR U RN PR EA S BE
Brysmrwm R E R I NI N NI P N IR Y RN R IR RN N RS PR F RN R PPN ETEFI PR RIS A AR R P A A A A& R g
LLLE LT LT AT IR L LY PRIyl LEE LY L L L e Ll Lyl LRl LYl LRl LYl Pl Rl Py LRy PRI TR TR ]|
AFFEFAFEEHARA ¢ B A RERE PR I ARANSAFEA BRI AR+ BV EAREF A4 BE IR AR F I AE B A B ARSA AR S AR A DA MR A R BA A AR AN AN AR AR bRy bk
WERER RN PN RN NI AR AT PR E N AR NN R N P R A N R AN RN F F AP AR RN S SN F P EA N F A NN AN N NS A B A A A A
LLE LD L L L LY L AN RN NS S N AN NI NI N AN R R RN AN RA AN Y PN NS AN A TSR P AN R E R R AR R R R

o ol ool ol ol ol ol ol ol ol ol ol o o el e ol ko el o b

Complaint Counsel’s Response to Finding No. |.177:

The proposed finding is incomplete. As part of Kos search for a BEuropcan

heensmg pariner, Kos made presentations to several companics, ssreassssnensersnaces

LERL R L L LIS YRR LR LAl SRR Rttt Rl il I Rl R il I Nl et el iRl it et iy trpt}
AN A A AR A NS I NS P B AN EA B A S B A A S S AR SRR R RS R R b

1.178.  In August 1997, Mr. Patel discussed with SmuthKhne the broad terms of a
potential co-premotion partncrship for Niaspan. (31 Tr. 7678 (Paiel); CX 508). As with

Schering, Kos astated that it nesded guarantecd detailing for Miaspan, that Kos wanted to book
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sales, and that Kos wanted the oppertunily to co-promote a SmithKline product. (31 Tr. 7678-75
(Patel}, CX 508). SmithKline and Kos also discussed SmithKline’s interest (n non-U 8. 1 ghts to

Niaspat. ((CX 508).

Complaint Counsel’s Respopse to Finding No. 1.17%:
The proposed finding is incomplete. As part of Kos search for a Buropean

licensing pariner, Kos made presentations to scyvcral COMPAILICS, ve*eaarsrrivsarransas

B AR Ay g AP ETEFF AR AR AN BN EAEE LLIL LT LI T P T Y PR PR Y Y LAl Ia LRI P ET T Y Ny La bbbl Ll I T Ty
--11--..1i&iq-riilii.iiir-ttn.nililiitq'ilylrllli--..--'.lillliipincnuillil-Il---lcillilij"-|||.-4-

kR E RS

lrldfg_ |Iiliiiim!v!!l!i!llllillifi.'lI'illb-iilIlillililiiiiliiilliii-I'-|||Iililii---“tiiipq-rol
bt A i L LTS D L L Lt Ty g A R ARA RPN PR G AT P NS AT R A [ J 111 )]
|Illi'--4-|II|Iili--tniillilitiii--tnlliiIli‘t--funliilitin-v-lo|||ii-----iinoiii-aii;rviynlllliilitin.llliiiﬂi
-|'ililit11'|!Illlllilitiii||I|li'liii"il'll]¥li|-Ililiiiiti..tllililtilinnilili'iiiii--'iiililiit-v-niiililii
e b L DL Ly L gy AR R RASA R PR RS PR N AN AN A RN R had TERARES

AR P ek o Bk [Tt IT]

Complaint Counscl’s Response to Finding No. 1.179:

The proposed finding is incothplete. As part of Kos search for a Eu;rc;pcan

licensing pariner, Kos made presentalions to several COMPANIES. sasressstvasssiaass

'li!-liillilillillilIlllIiIlilit-q-n..o&.t&-'-|-||||l-¢-1.-||oiititip.vtinrllill..f.i-tnc.'li'liilll
II...‘-.'I.I.I-..“."III..'.-.-i-lllil.'..ﬁ.l"..ll--i.-iiiiililiii-qiq-..II..“'|""'|iiit-ti.qI'

LAl Ty L]
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1.180.  On October 14, 1997, SmilhKline wrote to Kos, stating that SmithKline had
sent Kos® regulatory matenals to its Europcan clinical group. (CX 507; 31 Tr. 7683 (Patel)).
SmithKline congratulated Kos on being listed as a “stock pick™ by the market analyst COMPary,
Cowen & Co. (CX 507).

Complaint Counscl’s Response o Finding No. 1, 180;

Complaint counsel has no specific response.

1.181.  OnNovember 6, 1997, Kos and SmithKline had a conference cali te disciss,
among other things, Kos’ progress toward preparing any Ewropean regniatory filings. {Patcl
65843 {CX 513).

Complainl {lounsel’s Responge to Findinae No, | 181

Complaint counsel has no specific responsc.

I _ ] 32 _ bR L LR Y UL LY L LTl L Ll L Ly Ly L T e P T app——

PR PP R AR F R EEFF AR A PR R R A R ERARR AR P EANEET N

Complant Counsel’s Response 1o Finding No, 1.182;

LComplainl counsel has no specific response.

1.183.  The following week, Kos made public the resuits from Niaspan’s first quarter of
salcsl a--lih“w-'-ln-'llulln'l--.; 1'} Tr. 2{}?6_?? {Lﬂr}r]]. th.ﬂ ﬁmt I]uh].isllﬂd ﬁgl.ll'(:bl WeTE Hml:l_'iDI
disappointment lo mvestors. (23 Tr. 5480 (Troup)). The siock price dropped almost 50 percent.

(SPX 1104, USX 1028; USX 1029; 28 Tr. 6867 (Kerr); 10 Tr. 2075-78 (Levv)).
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Complaint Counsel’s Responsc io Finding No. 1.183:

{Complaint counscl has no speafic response.

1.184. M. Patel attrthutes Niaspan®s low sales to the fact that Kos had only 65 to 75
represculatives launching Niaspan in August and Seplember 1997, which crealed only a low

noise level in front of physicians, (31 Tr. 7576 Pale)).

Complaint Counsel’s Regponse to Finding Mo, 1.184:

Complaint counsel has no specific response.

1.185.  Following the disappointing Niaspan sales, and the accompanying collapse of
Kos™ stock price, SmithKline and Kos did not to enter into an arrangement regarding Niaspan,

{Patel 754,

Complaint Counscl’s Response lo Finding No. 1.185:

Ceomplaint counsel has no specific response,

1.186.  Kos had other discussions with potential partners sbout a Evropean license for
Niaspan afler November 1997, {31 Tr. 7539 (Patel)). Kos belicved that Niaspan had value
outside the U8, (31 1r. 7587 [Pﬂtﬁ‘l}] L IITTETTINY PTT TR RTINS PR FETY FEPF T S T P e pr ey ese evsarnven

L T T T T ) e SPX 1287
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Complaint Counsel's Response to Finding No. 1.186-

The proposed finding is incomplete. As parl of Kos search for 3 European

HCEIlEiﬂg pattiier, Kos madce prﬂsﬂntﬂ_ﬂ[:lﬂs to several Cﬂmp&niﬂﬁ. L LLL T T I TR P PR

SRR AR AT PR R F AR AR AN A RN R PR BB A AR R PR BN PR A AR A S A AR LL Y T e
bbbkt AL L L L L L L L L L LR L T L ]yl L g T T T R T o

LR L LT ]

1.187.  Kos did not find a European partner for its Niaspan product, (31 Tr. 7540

{P&Tﬁl]]. bt L L L DL L L L L Ly L g T N e

Iiiliililliliinoiilil|II|I|--s-t--p-'-|-|||;|ilidit9-|nitinloliiI--4--p--f-|t||'ii-iiit;q-'|-|'lliilil--j..cjil

seevaneansanas | Kos' sales from 1997 through 1999 were less than a fifth of what each of the
market analysts had projected. (31 Tr. 7584-86, sesvesuseansanses: SPX 2338 {demonstrative)}.
{omplaint Counsel’s Response to Finding No. 1.187:
The proposed finding is incomplete, As part of Kos search for a Evropean

licensing partner, Kos made presentations to scveral COMPEANIEE, **essvrrensensaasasss

i|Iil.iit#.fiit.oililiti-tit.-----|I||l|llqutiityiii|liI'l-Il...l#.i‘..lI'I||l.-‘ilii-|IIIlilli.-¢l
ilIIIIIIIll!liilrwnviiiiiliiii-iiatpqyiq|..|-|-‘-4-.p;.iiyncu|---.-ttq;;..-..-...lilnli.lij"..|.|-|

LIt Y]]

LIBB.  Overall, Kos® Niaspan has had a spotry history in the marketplace. (26 Tr. 6329
(Kerr)). Initially Niaspan did nol achieve ncatly the expected sales levels predicled and Kos'

stock price plummeted. (26 Tr. 6329, 6331 (Kerr); USX 1607).
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Year 1997 1998 1999
Amnalysts Projections’ 20 00 5175
Actual Sales’ $1.7 516 §37

(SPX 2338) (demeomstrative).

Complaint Counsel’s Responsc to Findine No. 1.188: '

Complaint counsel has no specific response.

1,189 In 1998, sales were poor. Sales for the first 6 months of 1998 totaled 3.8
million and in Augusl 1998, afier being in the market one year, Niaspan®s share of pew
prescriptions [or the monidh was only 1.1%, (18 Tr. 4159 {Audibert); SPX 13). Ko slock price
m September 1998 was 5 7/16, down from 44 in October 1997, (SPX 15; 18 Tr. 4159
(Audibert)). Total sales for 1998 were enly $15 million. (7 Tr. 1405 (Driscoll 1.H.)),

Complaint Counsel’s Response to Finding No, 1.189;

The proposed finding is incoruplelc and contradicted by other cvidence. The
proposed finding represents “only 1.1 perecnt™ consisteted “poor™ salcs for Niaspan.
However, that sales level was consisient with {and cxceeded in individual years) Mr.
Audibert’s pmjectidns of sales for Niacor-SR in his commercial assesmenl. That

asscament projected that Niacor-SR would achieve the following salcs lovels in Europe:

Year g 0 01 02 |02 04 05 ] ‘07 0K
Aarket Ja |10 1. | 1.5 1.25 | 1.25 | 1.25 | 1.0 1.0 1.0
Shatre %

X 1044 at 8P 16 0047.
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1.194.  Twe years after introduction, in 1999, Niaspan's sales were only $37 million.
(26 Tr. 6331 (Kerry, USX 1613}, Analysts had projected Niaspan sales to be close to S200
million by 1999, 26 Tr. 6331 (Kerr); {L5X 1613).
No. 1.190:

Complaint Counsel’s Responze to Findin

The proposed finding is incomplcte and misleading. The analvsts referenced in
the proposcd finding refers to analysts whose objectives were to underwrite the imitial
public offering of Kos™ stock and to promote the company to achieve high stock value.
Dillom, Read & Co. , Cowen & Company, Salemoen Brothers mﬁ., arc identified on the
fronl page of Kos® initial public offering prospectus as Lhe underwriters of the Kos [P0
USK 21 at AAA 0000052, Alse noted on the first page of the prospectus is the intercst
that these firms have in the company; all threg underwriters were olfured substantial
shares of the company. The underwrilers are required by the SEC to disclose this interest,
and consequently, their incentive to strongly support and promote the company. Upsher,
however, chose not to includs this point in its finding.

In addition, the proposed finding is not rclevant to this proceeding. Thereis no
evidence that Schering valucd Nisspan, or even Niacor-SR on the basis ol oulgide
analysts projections. In fact, Schering conducted its own due diligence and completed
projections to evaluate the Niaspan opportunity. CX 548 (MNiaspan financial analysis
prepared by Ray Russo and Toni DeMola of Schering, dated April 17, 1997); X 549
(additional Niaspan financal analysis prepared by Ray Russo and Toni DeMola, daled
April, 1997); CX 550 (Niagpan sules forecasts preparcd by Ray Russo and Tﬂﬂf.nﬂhlﬂlilj

indicating “base,” “downside,” and “upside™ sales forecast). Tr. at 15:3472, 3476-77
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(Ray Russo) at 3472 {confirming that he comploted sales projections for Niaspan); 3476-

77 (acknowledging that sales projections were completed for Niacor-SR).

1.19%.  After four years, Niaspan is now moderately successful with last year’s sales
equal to about $100 million. (26 Tr. 6331 (Kerr)).

Complaint Covnsel’s Response to Finding No, 1.191:

Complant counscl has no specific response,

IITI. NIACOR-SR

A, Schering’s Evaluation of Niacor-SR

1192, InJjune 1997, Messrs. Kapur and Driscoll bricfed Raul Cesan, Schering’s
executive vice president of worldwide pharmaceuticals, on the status of Schering’s setilement
negetiations with Upsher. (CX 1510, at 66:1-25, 67:1-4 (Kapur LEL)). Mr. Cesan instructed Mr.
Kapur to conlact Tom Landa, Schering’s executive vice president in charge of global markeling,
and (o ask Mr. Lauda to axrange for an evaluation of Niacor-SR. (CX 1510, at 67 18-25, 68:1-25
(Kapur LH.); CX 1489 at 13:5-2, 14:1, 14:15-25 (Cesan Dep)).

Cotnplaint Counsel’s Response to Finding No. 1.192:

Complaint counsel has no specific response.

1193, Mr. Kapur telephoned Mr. Lauda and told him that Schering was considerin Zd
licensing apportunity for Upsher’s suslained-release niagin produci, that the opporlumiy would

cost Schering approximately $60 million, and asked il Global Markeling would perform an
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assessment of the product. (13 Tr. 4342-43 (Lauda)). Mr. Kapur told Mr. Lauda that he had g
data package containing both commercial and clinical information on the product, which he
would send {o Mr, Landa. (18 Tr. 4243 (Lauda)y. Mr. Kapur did not tcll Mr. Lauda that this
licensing oppertunity was conected Lo patent liligation, and at the time of this conversation with
Mr. Kapur, Mr. Lauda did not know that Schering was in litizalion with Upsher over the

potassium chionde patents. {19 Tr. 4344 (Lauda), 8 Tr. 1627-28 {Lamda IH)).

Complaint Counsel’s Response to Findi No.1.193%;

The proposed finding is incomplete. Mr. Lauda admits that Mr, Kapuar told him
that the cost of the licensing opporumity was going to be $60 million. CX 151 af 86:13-

£7:13 (Lauda TIL).

1.194.  James Audibert, who is currently employed within the Schering Plough
Research Institute, was serving in June of 1997 as the Serior Director of Global Matketing {or
Cardiovascular Products. (18 Tr. 4085, 4092 (AudibertY). Mr. Lauda asked Mr. Audiber! to
perform an evaluation of the Nizcor-SR product opportunity for worldwide tormitories, excluding
the United States, Canada, and Mexico (“worldwide Lx-NAFTA”), (19 Tr. 4344 (Lauda); 18 Tr.

4112 (Audibert)).

The proposed finding is incomplete and misleading. Mr. Audiberl stated that he
was specifically asked to draft a “sales forecast™ and not to condyct any due diligence on
Niacor-SR beyond the papers given to him. See CPF 416,

In addition, prier fo conducting this sales forecust, Mr. Audibert was informed
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about the Lerms of the patent settlement with Upsher ineluding payment for the Niacor-SRE
lieensc. Mr. Wassersicin {a Schering in-house Iawver who participated in the settlement
negotiations with Upsher) told Mr. Audibert what the terms of the seillement agreement
with Upsher were prior to Mr. Audibert completing his review of Niacor-SR on June. 17,
CX 1532 a1 17:13-18:22 (Wasserstein dep) (noting thal he informed Mr. Audiberi about
ihe terms). Thuos, Mr. Audibert’s sales projections could have heen influenced by his

knowledge of the patent settlement deals torms.

1. Schering’s Global Marketing Departmcnt

1195, Mr. Lauda s the cxcoutive vice prosident in charve of Schering’s glohal

marketing department, a posilion he has held since 1996, (19 Tr. 4340 {Landa}}. Pror to serving

in the global murketing department, Mr. Lauda wag Scherin g's vice president of international

marketing — the precursor to Schering’s global marketing department. (19 Tr. 4339-40 {Lauda}}.

. The changes that occurred as a result of the transformation of the international marketing

department into the global marketing department included more direct res ponsibility for product

acquisition and development. (19 Tr. 4340-41 (Lauda)).

mplaint Coonsel’s Re

nse to Finding No.1.195:

The proposed finding 1s incomplete. Global Markeling is ordinanly not
respunsible for registering products with regulatory agencies. CPF 676 77 {describing
Mr. Audibert’s confusion when Global Marketing was tasked with “developing and

registering” Niacor-SR).
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1.196.  The global marketing depariment cmploys more than 135 people. (19 Tr. 4342
{Lauda}}. Asthc Executive Viec President ol Global Marketing, Mr, Lauda reporis directly lo
the CEO of Schering. {19 Tr. 4342 (Lavda)}. The global marketing departimeni serves three
primary functions: (1} business development lor pharmaceutical operations, inelding licensing,
acquisitions and divestitures; (2) working with Schenng’s research organization through the
development and registration process to develop the profiles of inlemally developed products;
and (3} working with Schering’s subsidiaries to prepare them to marketing products and te help
them adjust to the marketplace once a produci cuters the market. (19 Tr. 4341 (Lauda); 18 Tr.
4091 (Audibert)). These functions include evaluation of pharmaceutical products for potential

in-licensing. (18 Tr. 4091 (Audibert)).

The proposed [inding is incornplete. Global Marketing’s responsibilities do not

meclude the registration of produets wilh regulatory agencies. See CPRTF 1.195.

2 Mr., Audibert’s Qualifications in June 1997
iR Pharmacology Background
1.197. . Mr, Audibert received his Bachelor of Science in Pharmacy from Norlheastern
Universily College of Pharmacy in 1974, and received his Master of Science in Pharmacology
from Northeasicrn Umversily College of Pharmacy in 1982, (18 Tr. 4081 {Audibert)). Between
1974 and 1976, Mr. Andibert worked as a pharmacist. (18 Tr. 4082 (Auwdibert)), As Complaint
Counsel’s rebuttal witness Mr. Egan explained:

[A] phaumacologist is a—is a person who is familiar with the science of the
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application of phammaccuticals for human indications. They are peaple that will
be expert in analyzing a drug substance lor ils bivavailability, its administration,
distribution, metabolism, excretion. He’ll be able to evaluate » drug’s duration in
the body, how long it’s geing lo be therc, its local pharmacedynamic effcul. [t'sa
very broad cxperience that a pharmacologist might posscss.

(33 Tr. 7879-80 (Egan)).

Complaint Counse]'s Response to Finding No.1.197-

Complaini counsel has no specific response.

b, Expertise in the Research and Development of
Sustained Release Pharmacentical Producis

1.198.  From 1976 to 1980, Mr. Audibert worked for Dooner Laboratorics ind the
company thal acquired it, William H. Rorer. (18 Tr. 4082 (Audibert)). Dooner was a COMIPaiy
thal specialized in the use of sustained release techmology to transform old componnds into new
products which it would market. (18 Tr. 4082 (Audiberf)).

Complaint Counsel’s Response 1o Finding No.1.198:

Complainl counsel fas no specific response.

1.199.  Mr. Audibert’s primary responsibilities at Dooner involved coordinating climical
studies of the company™s products, and educating physicians and pharmacists about those
products. (I8 Tr. 4082-83 (Audiberty). These products included Slo-Phyllin and Slo-Bid, which
were sustained release formulations of theophylline, a compound used for the treatment of’
asthma. (18 Tr. 4088 (Audibert)). Mr. Audiber’s coordination of clinical studies included

workmg with outside clinical invesligalors on proloco! developraent; manitoring ongoing clinical
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studies, and analyzing data and preparing final sdy reports. (18 Tr. 4083 (Audibert)). Upon
study completion, Mr. Audibert would use the final study report to develop a dossier for
submission to the FDA, {18 Tr. 4083 {Audibert)),

Complaint Counsel’s Response (o Finding No.1.199:

Complaint counsel has no specific response.

1.200.  In 1980, Mr. Audibert went to work for Key Pharmaceuticals (“Key”), another
company that speciatized m the usc ol sustained release lechnology to develop new products
from old compounds that were [imited by issues related to side effects. {18 Tr. 4083-84
(Audibert)). Through the use of sustained release techmology, Koy developed the successful
"Dur” [ranchise, meluding products like Theo-Dur which became the best selling asthma product
in the United States. (18 Tr. 4084, 4088-89 (Audibert); SPX 557 at FTC 00061 27). Adter
Schering’s acquisition of Key in 1986, the President and CEQ of Key Pharmaceuficals went on 1o
become the founder of Kos Pharmaceuticals, another company that utilized this same approach in
devcloping new products, including a sustained release niacin product knewn as Niaspan. {18
Tr, 4100-01 (Audibert), SPX 557, at FI'C 0006127; SPX 605, at Kos 0054).

Complaind Counsel’s Reaponse lo Finding No.1.200:

Complal counsel bas no specific response.

1..2'[)1. While at Kcy between 1980 and 1987, Mr. Andibert spent three years in
research and development, two years in sales, and iwo years in a hybrid position working in both

sales and research. (18 Tr, 4084 (Audibert)). As with Dooner, Mr. Audibert’s ressarch and
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developmeni responsibilities at Key involved coordination ef clinical siudies, including working
with outside clinical investigators on protoce! development, monitoring ongoing clinical studics,
amd analyzing data and preparing final stady reports. (18 Tr. 4086 {Audibert)}. Some of these
studies velated to the FDA registration process, and others were phase IV post-approval studies
dome to enhance the profile of a product. (18 Tr. 4087 (Audibert)). Mr. Audibert alse handled
inquines from physicians, pharmacists, and Key’s sales force regarding company products. (18
Tr. 4086, 4088 {Audibert)).

Complaint Counsel’s Response to Bindine No.1 201 :

The proposed finding is contradicled by other evidence. Mr. Andiberi’s job
history at Key was mainly spent in salcs and marketing. See Tr. at 18:4084 {Audibcrl)
(describing his expericnee at Key). While at Key, Mr. Audibert did not interface with
repulatory aulthorities. CPF 446. Further, Mr. Aﬁ diberl has stated that he has not worked

in the regulatory area since 1977, which predates his time al Key, CPT 449

1.202.  Among the susiained release products that Mr. Audibert was involved with at
Key were Theo-Dur tablets, Theo-Dhur Sprinkle, Nitro-Dur and K-Dur. (18 Tr. 4087 (Audibert).
Stmular to Dooner’s Slo-Phyllin and Slo-Bid, Key's Theo-Dur and Theo-Iur Sprinklc were
sustained release formulations of theophylline used for the treatment of asilma. (18 Tr, 4088
(Audiburl)). Because of his cxpertise in the area of susiained release formulations of
theophylline, Mr. Audibert’s responsibilities including representing Key as an expert on these
products te vanous ontside medical groups. (18 Tr. 4088 {Audibert}}. Theo-Dur was very

successful, and became the best selling asthma produet i the United States. (18 Tr. 4089
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(Audibert), SPX 557, al FTC 0006127).

Complaint Counsel’s Response (o Finding No, 1 202:

Complaint counscl has no specific rosponse.

1.203. While at Key, Mr, Andibert also worked on Nitro-Dur, a sustained release
formulation of nitroglycerine used in the ireaiment of angina, and K-Dur, a sustained release
polassium chlotide product. {18 Tr. 4087 {Audibert)). Each of these products became market
leaders, generating sales in the range of $200 to $300 million ammually. (18 Tr. 408% {Audiberty).
5 R

Complaint Counscl® oise to Fimding No.1.203:

Ccomplaint counsel has no spocific response.

c, Expertisc in the Area of Cholesterol Lowering
Pharmaecntical Produces

1.204.  Tn mid-1986, Schering acquired Key and, in March 1987, Mr. Audibert moved
o New Jerscy to work for Schering’s marketing department. (18 Tr. 4084 {Audibert)). At
Schenng, Mr. Audibert held a number of sales and marketing positions. (18 Tr. 4085
(Audibert)). In April 1995, Mr. Audibert went to work in Schering’s glohal marketing
department where he remained unti], as a result of his knowledge of hoth the science and
commercial aspects of Schering’s pharmaccutical products, Mr. Audibert moved into his current
posilion with the Schering Plough Research Institute Seprember 2000, (18 Tr. 4085 {Andibert)).

(‘emplaint Counsel’s Reaponse to Finding No.1.204:
The proposed finding is not relevanl. Whilc Mr. Andibert possessed sommc
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knowledge aboul the cholesterol-lowering market, Mr. Audibert did not have the
qualifications to perform the svientific review of Niacor-SR. See UPF 446-448
{describing Mr. Audibert’s quahfications for conducting duc diligence). Tn addition, Mr.
Audibert commilted numerous errors in his analysis of the package ol information
provided by Upsher to Schering on Niacor-SR. See eg., Tr. al 18:4197 (Audibert)
{rcicrencing his description of Niacor-SR in the commercial assessment: “[alt the time I
wrotc this, this statement is incorrect in the sense that the initial segistration progranm was
with twice-a-day dosing™); see generatiy CPF 456-484A {describing vanous errors made
by Mr. Audibert in reviewing Niacor-SR s patent status, adminisiration and dosing

schedule, and regulalory status).

1.205.  In his position as Senior Director of Global Marketing, Mr. Audibert was the
head of ihe cardiovascular and central nervous system (“CNS”) business unit, and was in charge
of cardiovascular/CNS products, (18 Tr. 4052 (Audibert)). The cardiovascular products M.
Audibert was responsible for included cholesterol lowering products. (18 Tr. 4093 (Audibert)).
In particular, Mr. Audibert’s responsibilities included a cholesterol-lowering agent Schering had
n development called czetimibe. (18 Tr. 4093 (Audibert)). Ezctimibe, referred to in
development as 58325, is a unique cholesierol absorption inhibitor that was in develepmenl al
the time and for which Schering recent]y filed an application for regulatory approval with the -
FDA. (18 Tr. 4093-94, 4111 (Audiberty).

Complaint Counsel’s Response to Finding No. 1.205:
The proposed finding is not relevant. While Mr. Audibert possessed some
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knowledge about.the cholesterol-lowering market, Mr. Audibert did not have the
qualifications to perform the scientific review of Niacor-SR, anid he committed numernns
errors in s analysis of the package of information provided by Upsher to Schering on

MNigcor-SR. See CPRF 1.204,

1.206.  Ezctimibe is expected to become the biggest product in the history of Schering,
with annual sales exceeding cven the §3 billion Ievel achieved by Schering’s Claritin product.
(18 Tr. 4093 (Audibert); 19 Tr. 4348-49 (Lauda)). In fact, Schering anticipates sales of ﬂle
product to reach $6 or $7 billion avmualiy. (15 Tr. 3439-40 (Russo)). Between 1995 and the
cvaluation of Niacor-SR in June 1997, My, Audibert was the individual within the global
marketing department responsible for ezetimibe. (18 Tr. 4098 (Audibert)).

Cuotnplaini sel’s Response to Findine Na.1.206:

The proposed finding is not relevant. While Mr. Audibert possessed some
knowledge about the cholesterol-lowering market, Mr. Audibert did not have the
qualifications to perform ihe scientific review of Niacor-8R, and he committed mumerous
errors 1n his analysis of the package of information provided by Upsher to Schering on
Niacor-SR. See CPRF 1,204,

n addition, when asked to approve the Schering/Upsher sefilement agreement, the
Schering Board was not informed about ezeternibe as a justification [or the Niacor-%R
licensc. See CX 338 at SP 12 00268-70 (*Niacor-SR™ portion of Schering Board

presentation on the Schering/Upsher settlement agrecment?.
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1.207. By carly-1997, Mr. Audibert was spending 35% to 40% of his time working on
the czetimibe product. (18 Tr. 4094 (Audiber()). This significant investment of time was
required because, as the product was moving down the development path, Mr. Audibert began
working with the research organization to identify the patient populations in which, and producis
against which, ezetimibe would be tested in clinical studies. (18 Tr. 4094 (Audibert)). As part of
this ﬁmccss, Mr. Audibert was also conducting a duiailed evaluation of the market for cholesterol
lowering drugs. {18 Tr. 4094-95 { Audibert)).

Comnplaimt Counscl's Responge 1o Finding No.1.207:

The proposed finding is not relevani. While Mr. Audibort possessed some
knowlcdge about the cholesterol-lowering market, Mr. Audibert did not have the
qualifications to perfonm ths scientific review of Niacor-SR, and he committed numerous
ermars in his analysis of the package of information provided by Upsher to Schering on

MNiacor-SR. See CPRF 1.204.

1208, Mr. Awdibert’s detatled evaluation of the cholesterol lowering market mcluded:
(1} ateview of secondary informatton and published literature regarding the market and products
within the market; (2} conducting primary market research around the world, including
interviewing physicians on what they perceived to be unmet needs and future trends in
cholesteral management; (3) convening advisory panels to get input from experts in the
cholesterol lowering arca; (4) aliending major cardiology meetings aroand the world dealing with
current and future trends m chelesterol management, and (he deveiopment of future cholesterol

lowwennyg products; and (3} traveling to subsidiaries around the world lo meet with national
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experts and local opinion lcaders in chelesterol management. (18 Tr. 4095-96 (Audiberty).

Cormnplaint Counsel’s Response to Finding No.1.208:

The propescd finding 13 not relevant. While Mr. Audibert possessed some
knowiedge about the cholesterol-lowering market, Mr. Audibert did not have the
qualificalions lo perform the scientific review of Niacor-SR on his own, and he
comumiticd numerous ervors in his analysis of the package of information provided by

Upsher to Schering on Niacor-SR. See CPRF 1.204,

1.209.  As part of this process of evaluating the cholesterol fowering market, Mr,
Audibert studied the profiles of the products ihal were already available for the treaiment of
cholesterol, as well as the anticipaled profiles of fulure products, and eveluated what unmet
needs cxisted within the market. (18 Tr. 4097-98 (Audibert)). This included studying the major
cholesterol lowerg products on the market in 1997, including the stating, the [hrates, the rosing,
and niagin, (18 Tr. 4098 {Audibert)).

Complaint Counsel’s Response to Finding No.1.209:

The proposed finding is not relevant. While Mr. Audibert possessed somc
knowledge about the cholesterol-lowering market, Mr. Audibert did not have the
qualifications to perform the scicntific review of Niacor-SR, and he committed nimerous
errors in his analysis of the package of information provided by Upsher to Schering on

MNiuacor-5R. See CPEF 1.204.
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1.210.  Mr. Audibert also conducied a detailed evaluation of the size of the cholestarol
lowering market, which included: (1) examining the current size o the worldwide market by
product and geographic ferrtory; (2) predicting the futurc size of the cholestero! lowering market
through conversations with opinions leaders, examination ol chelesierol management reatment
guidelines, estimation of the impact of fulure products on the market, and consideration of

analyst repotls published by the investment community. (18 Tr. 4096-97 (Audibert)).

Complaint Counsel’s Response to Finding No.1.21{:

The proposcd finding is not relevant. While Mr. Audibert posscesed some
knowledge about the cholesterol-lowering market, Mr. Andibert did not have the
qualilications to perform the scicatific review of Niacor-SR, and he committed .nmnemus
errors in his analysis of the package of infotmation provided by Upsher to Schering on

Niacor-8E. Ses CPRF 1.204.

L ] ] w0 0 B B e e o B P B e R
A LA AL L LRLLEL L YL L AL LIyl IR I T Ty Y] (JLITE IR I TR T T ) FOI Exampng Dr‘. Hmi]'lghakﬂ
was a member of the National Cholesterol Education Program (“NCEP*) that had been convened

by the National nstitutes of Health to develop guidelines for the treatment of high cholesterol,

TRRSRERRARA AR AR AREAE N b rn 21 Tr. 4964-65 {PrﬂESE]:I L T P T YT FT T T T TP TP T
FEFRIRE R PR A A A R N AN AN A AR A AR AT PP YT EREFEE A AN EA AR A R RS PR PR PR AN RN B PR

AN EEEA NN AR AR AR A AR P DT AP A
.
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Complaint Counsel’s Responsc o Finding No.1.211:

The proposed {inding is nol relevant. Wile Mr. Audibert posscssed some
knowledge about the cholesterol-lowering markel, Mr. Audibert did not have the
qualifications to perform the scicntific review of Niacor-SR, and he committed numerous
errors in his analysis of the package ol information provided by Upsher to Schering on

Miacor-SR. See CPRE 1,204,

1_2 12_ e e ek ek Ak B A R AR PRSP RS PR P RS PR A F AR A A N F AR R R PR R R R
AR FEFIARFEARA RN EF SR AR AR A NS AR MR R AR A M RA AR AR A A WY R W N B B o el ol ol ol ekl g
PR AN P EE AR SRR P F SN A A NS DN A P P R Bl B o o ol o B ol o ol o O e 00 0l O O
AR R AR e R R AP P AN N R B R R R AR R AN R RN R B
Abdddddirddeh bl I N SR NS AR RSN AR RS PN RN R R F N AR R R F P R A B A A A Ak A A Al F R PR PR FER R T BT
LA LLLL LU LR LR LR LD LIRS bl LDl T B IR T LT R L IR LIy S LT T L I AL Py T Py Nop
LR L LI e LU Ll LD D L LV e Ll DL Db DL el I iR Rt P P L ey P P e r r Y ST PP TIT LYY
R PRIV EF IR TR IR R R FE PRI NI PR F AR PP P A NS PR P A A R R A A A R F AR R R kA RSN S I AN VRN T N R

LE L T T L N R T P P T T

Complaint Counscl’s Besponse to Findme No.1.212:

The proposad finding is not relevant. While Mr. Audibert possessed some
knowledge about the cholesterol-lowering market, Mr. Audiberl did nol have ihe
qualificaizons to perform the scientific review of Niacor-SR, and he commilted munerous
ctrors in his mnalysis of the package of information previded by Upsher io Schenng on

Niacor-3R. See CPRF 1.204.
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Complaint Counsel’s Response to Finding No.1.213:

The proposed finding is not relevant. While Mr. Audibert possessed some
kttowledge about the cholesterol-lowering market, Mr. Audibert did not bave the
qualifications to perform the scientific review of Niacor-8R, and he committed numerous
errors m s analysis of the package of information provided by Upsher to Schering on

Niacor-SR. See CPRIT 1.204.
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Complaint Counsel’s Response to Finding No.1,214:

The propused finding is not relevant, While Mr. Audibort posaessod some
knowledgz ehout the cholesterol-lowering market, Mr, Audibert did not have the
qualifications to perform the scientific review of Miacor-SE, and he commiticd humerous
errors in his analysis of the package of information provided by Upsher to Schering on

Miacor-5R. See C'PRF 1.204.
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Complaint Counsel’s Responge to Finding No.1.215:

The proposud finding is not relevant. While Mr, Audibert possessed some

knewledgze about the cholesterol-lowering market, Mr. Audibert did not have the
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qualifications to perform the scientific review of Niacor-SR, and he committed numerous
crrors in his analysis of the package of mformation provided by Upsher to Schering on

Miacor-SR. See CPRE 1.204,

1.216. During his work on ezetimibe, Mr. Aundibert also learned about niacin. (18 Tr.
4098-99 {Audibert)y. Mr. Audibert was fully aware of the available scicatific knowledge
regarding niacin, mcluding: the fact that Niacin had been known for many years (o have a
positive effect on various lipid parameters that are important in cholcsterol management,
including lowering LDL, raising HDI., loweting triglyecrides, and lowering Lp{a}; the {act that
macin has been shownt to be offcctive in long werm morbidity studies; and the el that niacin was
mcorporated into the NCEP treatment giidelines which recommend niagin as one of Lhe agenis
for use in managing cholesterol. (18 Tr. 4098-99 (Audibert)). However, Mr. Audibert was also
acutely aware of the fact that immediate release forms of niacin were limiled by the side effect of
flushing, and that sustained release niacin dietary supploments had been associated with
substantial clevations in liver enzyine levels. (18 Tr. 4100 {Audibert)},

o Finding No.1.216:

laint Counsel’'s Response

“The proposced finding is nui relevant, While Mr. Audibert possessed some
knowledge about the cholesterol-lowening market, Mr. Andibert did not have the
qnalifications to perform the scientitic review of Niacor-SR, and he committed numcrous
errors in his analysis of the package of information provided by Upsher to Schering on

Niacor-SR. See CPRF 1.204.
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d. luvolvement in the Evaloation of Kos® Sustained
Release Niacin Product in Spring 1997

L.217.  Inthe sprmg of 1951;’?, M. Audibert’s responsibilitics as the Scuior Director of
Global Marketing in charge of cardiovascular products, and his role as a member of Schering’s
Cardiovascular Licensing Group, fed to his involvement in Schering’s evahuation of a poteniial
¢o-promiotion opportunity for Nuaspan, the sustained release niacin product developed by Kos
Pharmacenticals. (18 1T, 4092, 4100-02 (Audibert}). Undcr a co-promolion arrangement, the
two companies would jointly promote and market the product, and the two comparnies would

bath share the profits. (15 Tr. 3449-50 (Russo); 31 Tr. 7542 (Patel)).

The proposed finding is incomplete and misleading. Mr. Audibert had limited
involvement in Schering’s discussions with Xos regarding Niaspan. In fact, he only
paricipated in ong conference call with Kos in March 1997, and then dropped out of
Schering’s evaluation of Niaspan. Tr. at 15:3516-17 {Ray Russo) {confirrming that Mr.
Audibert only participated in one conference call which oceurred in March 1997 (per CX
543)). In addition, when asscssing Niacor-SR in Tunc 1997, Mr. Audibert did nol consult
the Schening officials (e.g., Mr. Russo} involved in the fill discussions with Kog
regardj_t:lg Niaspan. See CPF 425 (discussing Mr. Audibert’s ailure to consalt schering

officials repaurding Niaspan}.

1218  Following Schering’s acquisition of Key in 1986, whiic Mr. Audibert went to

work for Schering, the former President and CEO of Key, Michael Jaharis, founded Kos
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Pharmaceuticals. (18 Tr. 4100-01 {Audibert); SPX 557, al FTC 0006127; SPX 6013, ul Kos
(0054). Mr. Jaharis established Kos as a company that would employ sustamed reloasc
tcchnology in exactly the same way that it had been uged at Key - to develop new products by
overcommng known limitations of old compounds. (18 Tr. 41[}(}-.01 {(Audibert); SPX 557, at FTC

0006127; SPX 605, at Kas 0054).

Complaint Counsel’s Response to Finding No.1.218:

Complaint counsel has no specific response.

1.219. Kos selected niacin as the old compound it would transform through sustained
release technology into a new and successfil cholesterol lowcering drug known as Niaspan. (SPX
605, at Kos 0054-55). The flushing side effect of immediate relcase niacin proditcts iz canged by
spikes in the level of niacin in the blood when the drug is released into the S¥SLCH OVer & Very
shorl period of time. (16 Tr. 3627-2& (Horovitz)). By altering the release of niacin {rough a
sustained release formulation, Kos hoped to mittimize the flushing stdc ellect that had hmited the
use of immediate release niacin products, without causing the significant elevaiions in liver
cnzymes associated with wer—tﬂe—:ounter sustained relesse niacin products sold as dietary
supplements. (SPX 603, at Kog 6076-77).

Complaint Counsei’s Response to Finding No, 1.219:

Complaint counsel has no specific response.

1.220.  In February 1997, Schering distributed to members of its Cardiovascular

Licensing Group a confidential mformation package provided by Kos in conneetion with the
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pulential co-promation of Niagpan by Schering, (18 °1r, 4102 (Audibert), SPX 924, at §P
002779). This package contained some overvicw information on Niaspan, g copy of its proposcd
labelmg, and a pubhished report of a clinical stidy conducted with Niaspan, (18 Tr. 4102
{Audibert); SPX 924, at SP 002779). The dralt labeling included a chart reporting successiul
results from a study conducted with Niaspan in combination with a statin, {18 Tr. 4102-03
(Audibert); SPX 924, ai SP 002792).

Complamt Counsel’s Responsc to Fmnding No. 1.220:

Coempiaint counsel has no specific responsc,

1 .221 . LLLRL B L L LR LI T LR TN LT g o ey e R EIFFF AR S AFARNE P PR LLL L LLI PRI LI T ITIT Y]

FEAERRARAARARE AN R AR R T T B o o o O I e O O B o ek LRSI LT LTl I P T P Y ) T

ewverETEERERSNESISOIERIRSE IO b 800t b AR asOnson s i sserane Mr. Russo was the Schering representative
in charge of the U.S. territory in the negotiations with Kos regarding itz Niaspan product, and Mr,
Aundiberi was Mr. Russo’s counterpart responsible for the territories outside the U.S. (1% Tr.
4109 (Audibert); 15 Tr. 3439, 3444 (Russo)).
Complaint Counsel’s Response to Finding No.1.221:
The proposed finding is mcompleic and misleading. Mr. Audibert had limited

nvolvement in Schering’s discussions with Kos regarding Nisspan. See CERF 1.217,

1.222. As contempotaneous docuinents reflect, Schering was inlerested in Niagpan not
only us a late slage product that could generale revenues in (he near term, bul also beesusc it

presented an opportumity for Schering to enter ihe cholssterol lowering market in advance of its
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launch of czetimibe. {18 Tr. 4108-11 (Audibert); 15 Tr. 3437-38 (Russc); SPX 21, at 0027713
Marketing a sustained release niacin product had significant stratcgic value 1o Schering in that it
would allow Schering to get to know the market and “earn its bumps and bruises™ before iis
launch of czctimibe. (18 1r. 4108-11 {Audibert); SPX 21, at 002771). Because it was planning
Lo Jaunch the largest product in company higtory in a market in which it had no prior presence, it
was fmportant for Schering to first establish a presctice in that market in order to hafld g
knowledgeable sales foree capable of maximizing the launch ﬂ.f ezetimibe., (18 Tr. 4108-11

(A ud ib E_l't} ; ]_ 6 TI‘_ 3 622 _2_3 2 3 ﬁj 9-66 (Homvilz]) , EHAFSARSEAREA AR R ER R T PR PN AR A R DA R
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Complaint C'ounsel’s Response 1o Finding No.1,.222:

The propnsed finding is not relevant. When asked 1o approve the
Schering/Upsher settlement agrecinend, he Schering Board was not informed about
ezetemibe as a Justification for the Niacor-SR license. See OX 338 at 5P 12 00268—70
{*Niacor-SR” pu::rtj;::rn of Schering Board presentation on the Schering/Upsher jsettlement

aptuement),

1223, Mr. Audibetl and Mr, Russe discussed the use of Niaspan to siralcgically bridge
to czetimibe, and that strategy is reflected in documents crealed during the discussions with Kos
in the spnng of 1997, (18 Tr. 4111 (Audibert); SPX 21; 15 Tr. 3437-38 (Russo): CX 576, at SP
020717}, In fact, complaint counscl’s fact witness from Kos, Mr. Patel, recorded this siraleyic

value of Niaspan (o Schering in notcs of a meeting with Mr. Russo and others, and testificd that
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Schering represcntatives explained to him that this stratcysic vahie “was the very reason they
wanted to Lalk to” Kos about Niagpan. (31 Tr. 7540-47 (Palel); etsasessssssnncorasascsasnas

Complaint Counsel’s Response to Findine No,1.223:

The proposed finding is nol relevant. See CPRF 1.222.

1.224.  On March 13, 1997, Messrs. Audibert and Russo initiated a conference call with
Kos to discnss Nidspan. (18 Tr. 4103-05 (Audibert); SPX 18, at éP 002776). During this
conversation, Mr. Audibert inittated a discussion of Niaspan’s side effoet profile, including in
particular, the success of its sustained releage formulation in: (1) overcoming the flushing side
effect of immediale release niacin, (2) without eausing the significant elevations in liver cnz VINES
reported with over-the-counter sustained release niacin formulations. (18 Tr, 4103-05
Audibert); SPX 18, at SP 002776; 15 Tr. 3443-44 (Russo)).

Complaint Counsel’s Response to Finding No.1.224:

The proposcd finding is incomplete and misleading. Mr. Andibert had limited
involvement in Schering’s discussions with Kos regarding Niaspan. In fact, he onty
participatcd in one conference call with Kos in March 1997, and then dropped out of
Schering’s evaluation of Niaspan. Tr. at 15:3516-17 (Ray Russo) {confirming that Mr.
Audibert only participated in one conicrence call which occurred in March 1997 (per CX
343)). In addition, when assessing Niacor-SR in June 1997, Mr. Audibert did not consult
the Schertng officials (e.g., Mr. Russo) invelved in the full discussions with Kos
regarding Niaspan. See CPF 425 (discussing Mr. Andibert’s failure to consull Schering

officials regardmg Niaspan).



1.225,  Kos advised Mr. Audibert that the rate of discontinuation due to flushing had
been reduced to abuwl 3% ol patients. (18 Tr. 4103-03 (Audibert); SPX 18, at SP 002776). In
addition, when Mr. Audiberl raised the 1ssue of liver enzyme elevations, the discussion turned 1o
the well known study published by Dr. McKsmey in the Jowrnal ol the American Medical
Agsociation. (18 Tr. 4103-03 (Audibert); SPX 18, at SP 002776). Kos advised Mr. Audibert
thal, m contrast to the McKinney study in which 50% of patients experienccd liver enzyme
clevations above five times the upper limit of normal, only about 1% of patients in c]iuica]--triaIs
with Niaspan expericneed elevations of three times the upper limit of normal. (18 Tr, 4103-05
{Audiberl); SPX 15, at SP UUZ?T&J. As campared 10 1% of Niaspan paticnts with elevations
above three times the upper limit of normal, Mr. Audibert’s own review of the McKiuney siudy
revealed that 66% of patients in that study expericnced liver enzyme elevations above m:r,gg times
the upper limit of normal. {18 Tr. 4104-05 {Audibert)).

Complaint Counscl’s Response lo Finding No.1.225:

The proposed finding is incomplete and misleading. Mr. Audiberl had limited

involvement in Schering’s discussions with Kos regarding Niaspan. See CPRF 1.224.

1.226. - During this conlercnce call, Kos advised Mr. Audibert thal it had Aled an
application for regmiatory approval with the Uniled States FDA, and that the FIXA had comploted
its medical review of Niaspan and was discussing labeling with Kes. (18 1r. 4105 {Audibert);
SPX 18, at 5P 002776). Because the FDA does not proceed to a discussion of labeling until it
has determined & product is safe and effective, the et thal (he FDA had completed its medical

review and was discussing labeling for Niaspan indicated to Mr. Audibert that the FDA had
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concluded that Niaspan's sustained relcase formulation was indeed safe and effective. (18 Tr.
4101-02, 410506 (Audibert)}.

Complain| Counsei’s Response 1o Findin No.1.226:

The proposed linding is incomplete and misleading. Mr. Audibert had Fmited

involyement in Schering’s discussions with Kos regarding Niaspan. See CPRE 1.224.

1.227.  Commercial issnes were also discussed during this conference call. First, Kos
expressed an inlerest in focusing on co-promotion of the product in the United States, and
indicated that promoting Niaspan outside the United Stales Was 110l a priority for Kos. {18 Tr.
4106 {Andibert)). Second, Kos demanded that Niaspan be promoted by Schering in the “primary
position.” (18 Tr. 4100 (Audibert)}. In other words, Kos wanted o have Niaspan promoted by
Sche.ring“s sales represcntatives in the “primary position,” meaning that il would be the first
product 2. sales representative would discuss when visiting a doctor’s office. {[8 Tr. 4106
(Audibert)). Schering explained that it could not guarantcs this because products such as Claritin
would have to be detailed firsi during particular seasons, but Kos waé very adamant that it
wanled guaranteed primary positions and did not agree with Scheting’s view that secondary
positioning would be sufficient. (18 Tr, 4106-07 (Audibert)). Mr. Audibert helieved Kog was
being totally irrational in their demands, and believed this would be very difTicult for Schering to
agree to. (18 Tr. 4106, 4111-[2 (Audibert)). Mr. Audibert fcll so sirongly about this that, one
year later, he expressly invoked these “unrealistic deal expectations” in a written
recominendation to Mr, Lauda that Scheting net pursuc licensing of & different Kos product.

(SPX 566, al SP 002986).
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Complaint Counsel’s Respense to Finding No.1.227:
The proposed linding is contradicted by other evidence. ssessessnrrerriressrssnnrens
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1.228.  On March 14, 1997, the day afier his conicrence call wilh Kos, M1, Audibert
circulated a memorandum to Schering’s European subsidiarics seeking feedback on their
pereeptions of the commercial potential for # sustained reiease niacin produet in their countries,
(18 Tr. 4107-08 {Audibert); CX 544, at FTC 0001405-1407). "This type of memorandum is
sometimes circulated when evaluating a product in international markets, and Mr, Audibert
mdicated that Schering’s opportunity to market. the product eould begin by mid-1998. {18 Tr.
4107-08 {Audibert}; CX 544, at FT'C 0001403-1407; 16 Tr, 3783-91 (Horavitz)}. Mr. Audibert
explained that the product’s sustained rclease formulation reduced the incidence of flushing seen
with imunediate release niacin without causing the “severe’” liver toxicity causcd by prior over-
the-counter sustained rclease formulations. (CX 544, at FTC 0001405-1407). Mr. Audibert does
not recall receiving any responses to this memorandeon, but such was often the case where, as
with the chnle;s.tcmf lowering market, the subsidiarics had no expeticnee in that iherapeutic area,
{18 Tr. 4108 { Audibert)). Mr. Russo recalls sovers] responses from subsidiaries, some very
favorable and others less favorable, (15 Tr. 3447 {(Russo07).

Complaint Counsel’s Response Lo Finding No.1,228:

The proposed finding is incomplete and misleading. The proposed finding refers

to responscs 0 CX 544, a questionnaire sent to Schering’s overscas subsidiarics about
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their interests in a sustained-release niacin produet. Complaint coumsel’s first document
Tequest, spoctfically requested any responses to CX 544 in Schering’s posscssion. See
(Complaint Counsel’s First Request for the Production of Documents and Things
Specification 15 ¢.) Schering never produced any responses to X 544,

The proposed finding also includes inadmissiblc hearsay. As complaint counsel
did not receive any responses to the Schering yuestionnaire, the teslimony cited 1o support
the proposed finding cannot be used for the truth of the matter asseried. Mr. Russo’s
testimony of the substance of the responses from Scheting’s overseas subsidiaries is
unsupported by auy admissishle evidence and is unrelisble. Furthennore, Mr. Audibert,
the author of the survcy, testified that he did not recall receiving any responses to the
questionnarre. ‘I'v. at 18:4107-08 (Audibert) (vonfirming this point). To the extent Mr.
Russo’s testimony can be credited that some subsidiaries gave unfavorable responges, this
survey is inconsistent with Mr, Audibert's assumption in his commercial assessment of
Niacor-SR that the product could be reimbarsed in most major markets, CX 1044 at SP

16 00047 (Audibert’s commercial asscasment).

1.229. - Inlate-March or sarly-Apri! 1997, Mr. Andiberi slopped participating as the
international contact in the negotiations with Kos, (18 Tr. 4111-12 {Audibert)). Kos had
indicated that it was focused on co-promotion of the product in the United States and that
promoting Niaspan outside the United States was not a priority. (18 Tr. 4106 (Audibert)). Mr.
Audibert ferminaled Ins invelvement, in part, becanse he believed Kos™ demands wers “tolaily

irrational” and he fell that it was unlikely that the partics would reach an agreoment. {18 Tr.
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4111-12 {Audibert}}. Although Schering and Kos continued to discuss potential co-promotion of
Niaspan in the Tinited States, inciuding 2 meeting held in Miami in April 1997, Mr, Audibert did
not continue lo be involved in those discussions other than throngh occasional conversations with
Mr. Russo. {15 Tr. 3516-17 (Russo)).

Complamt Counscl’s Response to Finding No.1.229;

The prepesed finding is incomplete and therefore mislcading. Prior to the April 9,
1997 meeting, Kos still considered a non-17 8. licensing arrangement as a possibility with
Schenng. Kos cxecutives shared their plans fur Niaspan in Europe with Schering,
Schering’s contemporaneous notes of the March 13, 1997 conference call reflect this. See
SPX 18 at 8P 002776-77 (Schering contact sumrmaty noting thal Kos discusscd plans to
obtam Buropean registration for Niaspan). While Kos Focused itz elforts on a U.S. launch
tirst, 1t did not abandon its plans to launch Niaspan in Europe.

It was during the April 9, 1997 meeting that Schering suggested Limiting the
discussions to the United States, and Kos agreed. SPX 112 at SP (02748 {Schering
contact report of April 9, 1997 meeting al Kos hcadquarters noting, “we suggested that . .
- We concentrate on this territory fivst and leave ex-U.8. discussions for later. Bell did not

have a problem with this ™).
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3. Mr. Audibert’s Evaluation of the Niacor-SR Opportunily in
June 1997

i, Mr. Lauda’s Request That Mr. Aodibert Perform an
Evalnation of Niacor-SR

1230, In June 1997, Mr. Lauda contacted Mr. Audibert regarding zn evaluation of
Upsher’s Niacor-SR produet. {19 Tr, 4344 (Lauda); 18 Tr. 4112 (Audibert)). Mr. Lauda did nol
know that this licensing epporfunily was connecled to patent litigation. (19 Tr. 4344, 4376-77
(Lauda); 8 Tr. 1627-28 {Lauda IH)). Mr, Lauda did not tei} Mr. Audibert that this license
opportunity had any connection with any patent litigation or settlement. (18 Tr. 4113
(Audibert)). Mr. Landa asked Mr. Audibert to perform an assessment of Upsher’s Niacor-SR
product in territories outside the United States, Canada and Mexico (“worldwide Ex-NAFTA™).
(13 Tr. 4112 (Andibert); 19 Tr. 4344 (Lauda)).

Complaint Counsel’s Response lo Finding No. 1.230:

The proposed finding is contradicted by other evidence, Mr. Audibert was
informed about the lerms of the patent settlement with Upsher that purportedly including
payment for the Niacor-SR [icense. Mr. Wasserstein (a Schering in-house lawyer who
participated in the settlement negotiations with Upsher) told Mr. Audibert what the terms
ol the patent seitlcment with Upsher were prior to completing Scheting’s revicw of
Niacor-8R. CX 1532 al 17:13-18:22 (Wasserstzin dep) {(noting that he informed Mr.
Audibert about the terms).

The propesed finding s incomplete and misleading. Mr, Audibert did not
perform an “uvui_uatic:-n" of the Niacor-SR product, but rather conducted 2 Hmited

“commercial assessment,” Mr. Audibert described his assignment as “[g]enerat[ing] &
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sales forecast.” CX 1484 at 105:18-21 (Audibert dep); Tr. at 7:1367-68 (Levy)
(desenbing Schering’s analysis of the Niacor-SR as eonstituting only “about a third of the
way through the preliminary evahiation™ of full due diligence); CPF 417-419 {describing

the immted scope of Mr. Audibert’s “commercial assessment™).

1.231.  Mr. Lauda told Mr. Audibert that a packet of information about the product
would be delivered, and that Mr. Kapur was available to answer any quesiions that he may have
about the product. (19 Tr. 4404 (Lauda); 18 Tr. 4113 (Audibert)), Although Mr. Audibert docs
not recail Mr. Landa specifying a deadline for this evaluation, he knew from past cxpenences
with similar requests that Landa wsually wanled Lhe assessment to be completed quickly. (18 Tr.

4112-13 (Audibert)).

Complaint Counscl’s Response to Finding No. 1.231:

The proposed finding is incomplete. While Mr. Andibert was informed that Mr.
Eapur was available to answer questions regarding Nizcor-SR, Mr. Aundibert never rajsed
any such questions with Mr, Kapur, anyone else at Schering, or anyons at Upsher. CPF
424 (Mr. Audibert never spoke with anyone at Upsher regarding Niacor-SR during his
review of the drug producty, CPF 425 (Mr, Audibert never spoke with the individuals at
=chering who had just complcted an evaluation of another sustaived-release niacin
product). CX 1484 al 103:¥-14 {Audiberi dep} (noting that he had no conversations with

Mr. Kapur regarding Niacor-SR),
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1.232. Mr. Audibert began his review when he recetved the data package regarding
Niacor-8R on Juns 12, 1997. (18 Tr. 4113 (Audibert); 19 Tr. 4344 (Lauda)}. The puckage
included results from the two phase TTT pivotal clinical trials conducted by Upsher (o obtain
registration of Niacor-SR, referred Lo by their protocol nurnbers 9201 I.S and 900221, (18 Tr.
4113-15, 4171 (Audibert); CX 1042; 17 I'r. 3907-08 (Halvorsen)). Tn addition to the information
regarding the Niacor-SR clinical trials, the package a1s=ﬁ included information regarding two draft
protocols for phasc I-B studies Upsﬂer was planning to conduct once the NDA was filed. (18
Ir. 4113-15 (Audibert); SPX 71; SPX 72; 17 Tr. 4025 (Halvorsen)}. Phasc [II-B studies are
studies conducted not as part of the initial registration of a product, but to support subsequent
labeling revisions. (18 Tr. 4114 (Audibert)). One proteco! would eva[.uale the use of Niacor-SR
in combination with a statin, and the other would evaluate Niacor-5R when administered as a
single evening dose. ([8 Tr. 4115 {Audibert); SPX 71; SPX 72).

No. 1.233:

The proposed finding is contradicted by other the evidence. Mr. Audibert counld
not reeall when he began his review of Niacor-SR or whether he worked on it on any
specific day during the period he conducted his review. Tr. at 18:4161-62 (Audibert)
{noungthat “{ don’t remember which date™ he was first assigned to work on Niacor-$R,
but confirming that he did not start his work until after June 12, 1997); Tr. at 18:4164-65
(Aundibert) (“I cantiot remember specifically which days during that time period I worked
on the produet™); CPF 421-423 (discussing Mr. Audibert’s inabilily to recall specifically
when he worked on Niacor-8R, and Mr. Audibert's testimony that he may have worked a

il more than a day on his comimercial asscssment of Niacor-SR}.
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The proposed finding is incomplete and misleading. Mr. Audibert could not have
received the “results” of Upsher™s two phase I pivotal clinical inals, as the second trial
was not yet complete. CX 1042 al SP 16 00079 (the “package” of information received
from Upsher noting that the “profecied” completion date for the second pivotal trial
{Protocal 900221) was June 1997). Tn addition, the “phase IIf- Sludies discussed in the
proposed findings were merely planned studies. Mr. Audibert never inguired with
Upsher ag to the status of these studics or whether they would ever be undertaken. See
CPF 464 (discussing Mr. Audibert’s failure to eonfirm or inquire about the status of these

“dralt” protocols).

h, Mr. Audibert’s Evaleation of the Markei
Opportunity for Niacor-SR

1233, Mr. Audibert conducted an evaluation of Niscor-SR using the same approach he
had used it conducting prior assessments. (18 Tr. 4115 (Audibert).
Complaint Counsel’s Response to Findi_ﬁg No. 1.233:

The proposed finding is incomplele and mislcading. Mr, Audibert did not
pcr['um'_l an “evaluation” of the Niascor-SR product, but rather conducted a hmited
“commurciaf assessment.” See CPRF 1.230. In addition, Mr. Audibert had not
conducted “prior asscssments” of dmyg products, bul rather conducicd limited
“commereial assessments” of other drug products. His personal involvement in the
review of those other drugs products did not include the customary due diligence steps for

review of a pharmaceutical liconsing opporiunity. CPF 447 (discussing how Mr.
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Andibert consulicd oiher specialists al Schering for cuidance on regulatory, climical and
tDXiCﬂng}" issues raised in -:;Dmplctmg 4 commercial ASRESHIICHL); “werrererarasussvoncasssars
AREAREAR PR IR AR A PR R AT RN R AN A RS A R R A b v an . CPF 45{}_45 5 {Hﬁtiﬂg MI". Audibtrl :-5 lﬂ.Ck. al

cxperience regarding review of regulatory issues).

1234, Fusl, Mr, Audibert would conduct an evaluation of the pariicular therapeutic
- grea in which the product would compete. (18 Tr. 4115-16 {Audibert)). In this case, Mr.
Audibert was already intimaely familiar with the cholesterol lowering market as 2 result of his
delwled evalvation of that market in commection with ezetimibe. (18 Tr. 4094-98_4115-16
(Audibert)).

¥ laint Counsel’s Responsc ta Finding No. 1.234-

Complaint counsel has no specific response.

1.235. Second, Mr Audibert would detenmine whether there cxisted “proof of
principle” evidencing the successful use af this type of drug in the ireatment ol the partictiar
conditions for which the product was intended. (18 Tr. 4116 (AudiberD). Mr. Audibert already
knew that niacin had lotg been recogmzed as having a positive effect in the treatment of various
lipid parameters and, i fact, had been incorporated into the trealment guidclines of the NIH s
National Cholesterol Education Program. (18 Tr. 40984100, 4116 (Audibert)). In addition, Mr.
Audibert knew from his discussions with Kos that the FDA was on the verge of APPIOVING 4
sustained release niacin product for the cxacl same indication that Niacor-SR was pursuing. {18

Tr. 4101-05, 4116 (Audibert); 11 Fr. 2454 (Audibert Dep.)).
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Complaint Counsel’s Reaponsc to Finding No. 1.235:

The propozed finding is incomplete and musleading. First, while Schering did
know that niacin drugs had a recognized positive effect on lipid parameters, Schermg also
was well aware of the munerous adverse side-cilects (including flushing 'and liver
toxicity) thal raised regulatory coneerms and markcling concerns regarding niacin drugs.
Schering’s own panel of ten cholesterol-management experls reported to Schering in
April 1997 that they “avoid nsc of suslained release preparations . . . because of
dimipished efficacy and concern regarding liver toxicity.,” CX 576 at SP 020709 (Decker
report discussion of “eonclusions and recommendations™ at paragraphs 1 and 23; see
generally CPF 396-619 (describing Schering's knowledge ol the problems and side-
effects associated with sustaincd-release nincin dmgs).

Second, whiie Schering did leam from its discussions with Kos that the FDA was
on the verge of approving Kos™ sustained-release macin drug, Schering also learned from
1ts discusstons with Kos that Kos had complcted 14 pharmacokinetic studies and was in
the process of patenting 1ls dosing regimen for Niaspan. Through additional discussions
wilh Kos, Schering also kncw that “the most challenging aspeet ol [Niaspan’s]
development was niacin’s pharmacokinctics™ and that the 14 phammacokinctic studies
Kos had completed [or regulatory filing came “at a cost of about $4 million” X 1047 at
SP 002748 (summary of Apal 1997 conference call held betwoen Schering and Kos
officials conceming the Niaspan product opportunity).  Kos [urther indicated during a
meeting with Schering that Niaspan®s improved safety profile was “due Lo the relense rate

they provide and to the fact that the patieni is inlroduced to the product through a slow
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upward hiration.” CX 543 at SP 002776 (summary of meeting preparcd by Schering
licensing oflicial); see generally CPE 612-613 (discussing what Schering leamed from its

mectings with Xos during the first half of 1997).

1.236.  Third, Mr. Audibert wonld determine whether there was an unnet need in that
particular therapeutic arca which this type of product would £11 (18 Tr. 4116-17 (Audibert)).
Bascd on his intimate familiarity with the cholesterol lowering market in Juns 1997, Mr.
Audibert concluded that a sustained relsase niacin product that minimized the Mushing associated
with immediate release [ormulations without causing the high incidencs of liver enzyine
clevalions associated with priar sustained release niacin formulations would fill such an unmet
necd, and Lherefore could be a commercially successful product in that market. (18 Tr. 4116-17
(Audibert)). Stmilarty, Dr. Iorovitz testilied that he had concluded that a markel opportunity
existed in June 1997 for a sustamned releasc niacin product as both menotherapy and combination
therapy, und that this conclusion is confirmed by the very posifive reaction of the investment
commnity to the initial public ofltring of Kos on the basis of Niagpan. (16 Tr. 3621-22, 3639-
A0 (Horowitzyh.

Comnplaint Counsel’s Response to Finding No. 1.236:

The proposed finding 18 incomplete and misleading. The proposed finding states
that Mr. Audibert “concluded” certain things regardiny “‘a sustained release niacin
prodect.” First, Mr. Audibert téstiﬁed vencrally rogarding a “sustained release niacin
product,” not specifically regarding MNiacor-SR. Tr. at 18:4116-17 (Audibert), Sceond,

his “conclusions™ regarding “a sustained release niactn product” merely hypothesized that
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“1f one had a sustained release niacin that had a much betier safsty profile in the ares of
both flushing and :iching as well as elevated liver cnzymes, that product could be a

commercially successul product in the marketplace™ {emphasis added).

c. Mr. Andibert's Evaluation of Niacer-SR’s Product Profile
1.237.  Having identified an vamet nced ut the market for this type of product, Mr. Audibert
conducted an cvaluation of Niacor-SR fo determine whether its product profile satisfied thal
muarket opportunity. (18 Tr. 4117 (Audibert)). The 52-pagc daia package provided by Upsher to
Schering contained highly detailed summarics of the resﬁlts of Nizcor-SR’s phase LI pivolal
trials, including all (he information that Mr. Audibert required to conduct his evaluation of
Niacor-SR.'s clinical profite.

Complaint Counscl’s Response to Finding No. 1.237:

Ibe proposed linding 1s incomplete and mislcading. First, Mr. Audibert did not
perform an “evaluation” of the Niacor-SR praduct, but rather conducted a limited
"eomincreial assessment,” See CPRFE 1.230. Second, Mr. Audibert could not have
received the “resulls” of Upsher’s two phase I pivotal clinical trials, as the second trial
was not yet complete at the time of Mr. Audibert’s commercial assessment. CX 1042 at
5P 16 00079 (the “package™ of infotmation received from Upsher noling that the
“projected”™ completion date for the sceond pivotal trial (Protocol 900221) was June
1997),

The proposed finding 13 incomplcte. While the “32-page data package” provided

by Upsher to Schering did include the information referenced in the proposed finding,
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that mformation was not reviewed by anyone at Schering with the requisite training or
experience to evaluate that data. Mr. Audibert did not have the qualifications to do so.
See CPF 446-448 {describing Mr. Audibert’s general qualifications for cenducting due
diligence). In addition, Mr. Audibert commilled numerous errors in his analysis of the
package of mformation provided by Upsher. See eg., Tr. at 18:4197 {Audibert)
(referencing his descniption of Niacor-SR in the commercial assessment.; “[a]t the time [
wrote this, this statement is incorrect in the sense that the initial registration program was
with twice-a-day dosing™; see generalfy CPF 456-434A (describing various errers marde
by Mr. Audibert m reviewing Niacor-SR’s patent status, administration and dosing
schedule, and regnlatory stalus).

In additien, (his “52-page data package™ was not reviewed by anyone in
Schering’s rescarch and development department (SPRI). Schenng Second Admission
Ne. 335 (admitting that the “Schering-Plough Research Institute has never conducted a
review of the safety or efficacy or Niacor-SR™); ©OX 1484 at 105:3-9 {Audibert dep)
(confirming thai he never spoke with anyonc in Schering™s research and development

department (SPRI) during his evaluation, becausc he did nol sce a need to); »seesesscacsens
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contrary te Schering’s typical in-licensing praclice, where in all casss a product has 1o
have a “safety roview” by SPRI. Tr. at 19:4387-88 (Lauda} {confirming this point and
noting that [ don’t know if [Mr. Audibert| achially had [a safety review] done™); see

generally CPF 428-429 (discussing absence of rescarch and development review for
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Niacor-SR).

The proposed finding is not in evidence. The second line of the proposed finding
provides no cilation for this statement. There is no cvidence to support the proposition
that “summanies™ provided by Upsher to Schering were “highly detailed summarics.”
There is no evidence to support the proposition that the “daia package” “includ[ed) all the
information that Mr. Audibert required.” In contrast, complaini counsel’s pharmaceutical
industry expert describod the data provided in this information package concerning liver
toxicily as “scant,™ Tr. at 7:1317 {Levy} (further noting that this data supsested the

Niacor-SR was hepatotoxic),

1238, Reported results of efficacy includod: average efficacy at each dose in altering
LD, HDL, TGs, Lpia) and total cholesterol (CX 1042, at ST 16 00082-84, 00097-99):
categorical cificacy at each dose, broken down by age, broken down by sex, and broken down by
wolght and sex (CX 1042, at SP 16 00084, G0G109-110),

Complaint Counscl’s Response to Finding No. 1.238:

The proposed finding 1s incomplete. While the “32-page data package” provided
by Upsher to Schering did include the information referenced in the proposed findin 4
that informabon was not reviewed by anyone at Schering with the Tequisite training or
experience to cvaluale that data, Mr. Audibert did not have ihe qualifications to do so.
See CPRF 1.237 {(sceond paragraph). [n addition, this “52-page dala package” was not
reviewed by anvone in Schering’s research and development deparirnent (SPRI), contrary

to Scherng's typical in-licensing practice, where n all cases a produet has to have &
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“safcty review™ by SPRIL See CPRF 1.237 (third paragraph).

1.239.  Reporled results of patient dernoyraphics, disposition, dose reductions and
exposure to study medication included: patient demographics broken at each dose by age, sex,
weight, and race (CX 1042, at 5P 00095); paticnt disposition at each dose broken down by
category (CX 1042, at SP umsﬁ, 00093); overall meidence of dosc reduclions at each dose, for
every 3-week period, as well as average over the course of Lhe entive study (CX 1042, at SP
O008G)Y, the extend of patients’ exposure to study medication at each dose (CX 1042, at SP 1[5
00086).

Complaint Counsel’s Responge to Finding No. 1,234:

The proposed finding is incomplete. See CPRF 1 238 (discussing Mr. Audibert’s

lack ol training and experience requisite to conduct due diligence, and the absence of any .

review ol this dala package by Schering’s research and development department (SPR1)).

1.24(n  Reported resulls ol adverse events, such as fiushing, included: the incidence of
adverse events al each dose, broken down by body group, and further broken down by specific
type (CX 1042, at 8P 16 Q0087Y; the overall incidence of flushing ai each dose (CX 1042, at SP
16 00088); flushing categorized by severity at cach dose (CX 1042, at SI* 16 000RYY, the
incidence of flushing af each dosc. for every 3-week period, us well as average over the course of
the entire study (CX 1042, at SP 16 00088); the total number of flushing occurrences, and the
dverage mumber of occurrences per patient, at each dose (CX 1042, at SP 16 000689); the

percentage of palicnis with flushing catcgorized hy the number of occurrences of fushing for
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each patient at cach dosc {CX 1042, at 3P Q0089), overall incidence of discontinuation duc to
adverse eventz at each dose (CX 1042, a1 §P 18 {0090); the rate of disconlimuation, broket down
by adverse event, at each dose (CX 1042, at SP 16 (0090).

Complaint Counsel’s Response lo Finding No. 1.240:

The proposed finding is incomplete. See CPRE 1.238 {discussing Mr. Audibert’s
lack of traiming and experience requigite to conduct due diligence, and the absence of any

review of (lus data package by Schering’s rescarch and development department (SPRI)).

1.241.  Reported results of adverse events related to liver cnzyme elevations included:
overall incidence of liver enzyme elevations of 1.5 times the upper limit of normal, broken down
by ALT and AST, al cach dose (CX 1042, at SP 16 00091); incidence of liver enzyme elevations,
broken down by ALT and AST, at each dose, categorized by range of elevations above the upper
limit of normal, including 1.5-2.0, 2.0-3.0, 3.0-5.0, above 5.0, and above 3.0 {CX 1042, at 8P 16
(0092); incidence of liver enzyme elevalions above three times the upper limit of normal on
single or successive cocasions at ¢ach dosc, broken down by ALT or AST or both ALT and AST,
including what percentage of patients at each dosc were reported as having other factors
coninbuling to those elevations (CX 1042, at 3P 16 (H092); incidence of liver enzyme elevations
above three imes the upper limit of normal at each dose, broken down by dose of study
medication taken al the time of the elevation (CX 1042, at §P 16 00093); resolution upon
discontinuation of study medication of liver cnzyme elevations above threc times the upper limit
of normal at each dosc, including length of time for elevations to retrn to normal (CX 1042, at

5P 16 00093); incidenec of liver enzyme ¢levations above three times the upper limil of normal
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at each dose, broken down by sex and by dose at time of elevation (CX 1042, at SP 16 000943,
Complant Counscl’s Response to Finding No. 1.241:
The proposed finding is incomplete. See CPRF 1,238 (discussing Mr. Audibert's
lack of lrzining and experience requisite to conduct due diligence, and the absence of any

review uf this data package by Schering’s research and development department (SPRI))}.

(1}  Efficacy

1.242.  The clinical data from Upsher's pivotal trials confirmed to Mr. Audibert that
Niacor-SR was effective, and that il exceeded the regulatory hurdlz of an average 15% reduction
in LDL cholesterol. (18 Tr, 4123 {Audibert); CX 1042, CX 1484 w1 119:6-25, 120:1-25, 121:1-
23 (Andibert Dep.}). ‘Of the three doses lested in the Niacor-SR pivolal trials, Niacor-SR
achieved un average LDL reduction of grealer than 15% al the 1300mg and 2000mg doses. (16
Ir. 3042-43 (Horovitz)). Alihough also elfeclive in some patients, the 1000myg dose did not
achieve an LDL reduction of 15% when averaged in patients taking that dosc. (16 T, 3642-43
{Horovitx}). Recanse physician’s would start patients off at doses of 1 {H00mg and, n those
patients in which the drug was effective, would not increase the dosage further (35 Tr. 8325
{Levy)), the fact that the 1000mg dose of Niacor-SR was c[Tective in some patients means that
tewer patients would ultimately proceed to higher doses. In addifion to lowering LDL levels,
Niacor-8R was also effective in raising HDL, lowering triglycetides md reducing Lp(a). (16 Tr.
3642-43 (Horovitz)}. The results of the pivotal trials indicated that, as hetween the two doses,
the 2000my dose was only slightly more effective than the 1300mg dose, (16 Tr, 3642-43

(Horowitz}.
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Complainl Counsel’s Response to Finding Nao_1.242:

The preposed finding is incomplete. See CPRF 1.238 (discnssing Mr, Audibert’s
lack of trainig and experience requisite te conduct due dilisence, and the absence of Ny

review of this data package by Schering’s research and development department (SPRI}).

1.243.  Complant comnsel’s Hmmsiﬁg expert concedes that the efficacy of niacin in the
ireatment of high cholesterol was well recognized by the pharmaceutical mdustry, doctors, and
cardicfogists, sseseeveivsansarasasasns Complaint c::;unsel’s licensing expert also concedes that the
efficacy of Niacor-SR is similar to the cfficacy of Niaspan, and that, despite poor intlixl salcs,
Miaspan has rebnunﬂcd to acheve annual sales of approximately $100 million in 2001, (7 Tr.

1315 (Levy); O Tr. 1899 (Levy); SPX 1205).

Complaimi gl's Response to Finding Wa. 1.243:

The propesed finding is incomplele and misleading. While Pr. Levy testified that
there were recogmized bencfits for niacin drugs (Tr. at $:1763 (Levy)), he also Lestified
that a major reason for niacin’s trivial shave of the worldwide cholesterol market is the
array of ntelerable side clfects associated with niacin therapy that affect potential
compliance. Tr. at 7:1313-14 (Levy): see CPF 277-279 {providing Dr. Levy’s epinions

on the side effeets associated with niacin drugs).

{2y Flushing
1244, The climjcal dala from Upsher's pivotal trials illustrated 1o Mr. Audibert that

Niacor-SR had significantly reduced ihe incidence of flushing as comparcd to immediate relzase
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nizcin. (18 Tr, 4117-19 (Audibert); CX 1042, SP 16 00088-00089). Az compared to immediale
rclease niacin, Niacor-SR reduced the number of Mushing occurrences more than four-fold. (18
Tr. 4118-19 (Audibert); CX 1042, at SP 16 00089; 16 Tr. 3645-46 (Llorovitz)). Simitarly, Dr.
Horovitz performed an evaluation of Niacor-SR and concluded that Niacor-SR had significantly
reduced the incidence of flushing as compared to immediate release niacin. (16 Tr. 3645-46
(IMorovitz)). Complaint counsel’s liccnsing expert concedes that fhe incidence and severity of
flushing with Miacor-8R is very similar to that of Niaspan (9 Tr. 1898-192003 {Levy); SPX 2210, at
SP 002693; USX 535, at USL 11513), and that, despite poor inftial sales, Niaspan has rebounded
to achieve anmual safes of approximately $100 million in 2001, (9 Tr. 1R9E-190H) {Levy); SPX
1205).

Complaint Counscl’s Response to Finding Mo, 1.244:

The proposed finding is mcomplete. See CPRE 1.238 (discussing Mr. Audibert’s
lack of training and experience requisile w conduct duc diligence, and the absence of any
review of this data package by Schering’s rescarch and development department (SPRI).

The proposed {inding is incomplete and misleading. Whale Dr. Levy stated that
the ineidence of flushing between Niacor-SR and Niaspan was comparable, he firther
explainedl: “To show you how bad the (lushiny is, Niaspan] still caused flushing in 88
percent of patients. So, that’s better than 98 pereent, but . . | it still had plenty ol
problems.”™ Tt. at 7:1316 (Levy), CPF 178 (discussing how flushing affects patients and

patient compliance).
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(3}  Liver Enzyme Elevations

1.245.  The clinical data fram Upsher™s pivotal trials iflustrated to Mr. Audibert that
Niacor-SR caused a very low incidence of liver enzyine elevations. (18 Tr. 4119-20 (Audiberi);
CX 1454 at 82:20-83:4 { Aucibert THY). In evalvating this information, Mr. Aundibert [ocused on
the percentage of patients who cxperienced suceessive liver enzyme elevations above three time
the upper limit of normal, which is the same criterion that clinicians and regulators use 1o
cvaluatc cholesterol lowering drugs. (18 Tr. 4120 (Audibert), 16 Tr. 3632-35 (Horovitz)).

Complaint Counsel’s Responsc to Finding No. 1.245:

The proposed finding is contrary to more reliable evidence. Mr. Audibert did not
have a lovel of liver enzyme elevations i mind when he looked at Upsher’s clinical data.
Accerding to his investigational heanng transcript (from September 21, 200H)) as opposed
to his trial testimony (nearly a vear and hall’ later on February 19, 2002}, Mr. Audibert
stated that he “did not have a specific number in mind™ when looking at data for people
who were “prematurcly discontinued” from Upsher’s climicul rial due (o potential Liver
damage. CX 1483 at 74.6-12 {Audibert TH).

The proposed finding is incomplete. Sze CPRF 1.238 (discussmg Mr. Audibert’s
lack of training and expericnee requisite to conduct doe diligence, and the absence of any

review ol this data package by Schering’s research and development department (SPRI}.

1.246.  Mr. Audibert’s evalualion of the results of the Niacor-SR pivotal trials revealed
that only 4% of patients taking the highest doses of Wiacor-SR experienced successive hiver
enzyme clevations above three times the upper limil of normal. {18 Tr. 4120-21 (Audibert); CX

1042, at SP 16 00092; 16 Tr. 3645 (Horovitz)). Mr. Audibert concluded that the ineidence of
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liver enzyine clevations in the Niagor-SR pivotal nals was consistent with that secn with
cholesterol lowering dings generally, and was substantially lower than the 66% incidence
associaied with prior sustained release niacin products. (18 Tr. 4104-05, 4121, 4124 (Audibert);
16 Tr. 3650-51 (llorovitz)). Tn his written commercial assessmeni, Mr. Audibert reported thal
the fact that some patients experienced liver enzyme elevations with Niacor-SE was consistent
with the known side effect profile of the stating. (SPX 2, at 5P 16 00044).

Complaint Counsel’s Response to Finding No. 1.240:

The proposed finding is contrary to more reliable evidence. Mr. Audibert did not
conclude that the incidence of hver enzyines was substantially lower than the 66%
incidence associated with pricr sustained release niacin product. He did not have = level
of liver enzyme elevations in mind when he looked at Upsher’s climcal data. See CPRF
1.245,

The proposed finding is incomplete. See CPRF 1.238 (dizcussing Mr, Audibert’s
lack of training and experience reyuisile 1o conduct due dilipence, and the absence of any

rovicw of this dala package by Schering’s rescarch and dovelopment department (SPRI)).

1.247 ° Mr. Audihert’s evaluation of the resalts of the Miacor-SE pivotal trials aiso
revealed that the liver enzyme elevations cxperiencad in that small percentage of patients
relurned to normal when the drug was discentinued. (18 Tr. 4121-22 {Audibert), CX 1042, at SP
16 00093, 16 Tr. 3649-50 (Horovitz)). The reversibility of these liver enzyme elevations was
consistent with what was known about niacin’s profile generally, as well as the profile ol all

other cholesterol lowering drugs. (16 Tr. 3652 (Horovitz)). The fact that these clevations were
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raversibic was important to Mr. Audibert because it meant that, as with the clovations that occur
with afl cholesterol lowering drigs, physicians could simply manage paﬂcﬁts’ therapy through
periedic menitoring of patients’ liver enzyme levels. (18 Tr. 4122 (Audibert); 16 Tr. 3631-34
{Horoviiz)). Dr. Levy conceded that this is éxactly the same method used by physicians to
address the liver enzyme clevations thet are known to ocour with statings, and that this procodurs
1t mandated in the labeiing for the slatins. {9°1T. 1812-13 {Levy}).

Complaint Coungel’s Regponge to Finding ™o, 1.247:

The proposed finding is incomplete. See CPRFE 1.238 {discussing Mr. Audibert’s
lack of training and experience requisite to conduct due diligence, and the absence ol any -
review of this data package by Schering’s ressarch and development department (SPRI)).

The pruposed Anding 1s meomplete and misleading. Dr. Levy did nol make the
concession noted mn the proposcd [ndimg (at the ransenpl pages cilcd nor al any me
during thiz matter). He did not tc_étit}' that through potiodic monitoring of liver enzyme
levels that physicians could address liver enzyme elevation levels for Niacor-SR. as the
“same method” used with the statins. In addition, he noted that with regard to the statins,

only the "oceastonal patient may have a problem™ with liver funclion studies. Tr. at

L1 B127(Levy).

1.243. Dr. Horovitz agrees with Mr. Audibert’s conclusions regarding the liver cmzymnc
clevations seen with Niacor-SR, and explained that they were m ihe same “ballpark™ as (hose
seen with other highly successful cholesterol lowering drugs. (16 Tr. 3631 (Horovitz)}. For

example, the market dominating statins arc know 1o show succcssive Bver enxyme elevations of
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three times the upper hmit of tormal in as many as 5% ol patients. {16 Tr. 3651 {(Horovitz); 9
Tr. 1812-13 (Levy), SPX 1209). During cross-cxamination, Dr. Levy agreed that these levels of
clevations do ocent, but testified that bec&usc‘g the stating hawve supcrior cfficacy, cortain levels of
liver eozyme clevalions that may be acceptable with the stating may not be ascoplable for other
classes of cholesicrol lowering drugs like niacin or fibrates, (9 Tr. 1813-16 (Levy)

Complaint Counszel’s Response to Finding Na. 1.248:

The propased finding is incomplele and misieading. Dy, Levy testified reparding
the statins that only the “eccasional paticnt may have a problem”™ with liver fimetion
stnddics. Tr. at 9: 1812 (Levy). He further testitied that the npe of potcntial liver toXicity
that haid heen seen with niacin compounds was nnt m.erel}r a trivial elevation, it was
“destructive liver disease.”™ In comparison, the stating had been shown through use in

millions of patients to have an exceedingly low incidence of serious liver problems. T,

at 10:2142 (Levy).

1.24%.  Tricor, a praduct belonging to the fibrate ¢lass of cholesterol lowering drugs, is
assoctated with elevations of three iimes the upper Inmit of normal in as many as 13% of patients
and with successive clevations in more than 5% of patients. (16 Tr. 3651-52 (Horovitz); SPX
1208} Dr. Levy conceded that despite these liver enzyme elevations, Tricor achicved sales in the
United States of more than $270 million between January and November of 2001, (% Tr, 1821
(Levy);, SI'X 1205). Dr. Levy also conceded that, like the statins, physicians address these liver
cﬂzyme elevations by simply monitoring patients® itver enzyme levels, and that this procedure 13

mandated in Tricor’s labeling. (% Tr. 1819-20 (Lovy)).
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Complaint Counsel’s Response to Finding No. 1.249:

The proposed finding is incomplete and misleading. Dr. Levy testificd regarding
the statins that only the “oceasional paticnt may have a problem™ with liver function
sludies, Tr. at 1812 (Levy). He further testificd that the Lype of potential liver toxieity
that had been seen with niacin compounds was not merely a trivial elevation, it was
“destractive liver <isease.™ In comparison, the statins had been shown through usc in
millions of paticnts ta have an exeeedingly low incidence of scrious liver problems. Tr.

at 10:2142 (Lavy).

(4 Mr. Audibert’s Conclusions Regarding the Profile of Niacor-SR

1.250.  Based on his cvaluation of the results of the pivotal trials, Mr. Audibert
concluded that Niacor-SR was a safe and cffective drug that satisfied the viunet nced in the
cholesterel lowering market that he identificd i June 1997, {11 Tr. 4123-24 { Audibert Dep.)).
Mr. Andibert had seen Niaspan as the “proof of conecept,” and he now concluded based on the
results of Upsher’s clinical tnals that Upsher had also used sustained release technology to
develop a safe and effective niacin producl. {11 Tr. 2453-54 (Audiberi Dep.); sossassasnsnrenrrsers
sssstasssr Basad on ns review of the results of the Niacor-SR pivotal trials, Dr, Horovitz agrees
with Mr. Audibert’s conclusions. (16 Tr. 3658 (Horovitz)).

Complaint Counsel’s Response to Finding No. 1.250:

The proposed finding is incomplete, See CPRF 1.238 {discussing Mr. Audibert’s
lack of training and expericnee requisite lo conduct duc diligence, and the absence of any

Teview of tiis data package by Schering’s research and development department (SPRT)).

177



(5) D, Levy's Criticism of Mr., Audibert’s Conelusions
Regarding the Clinical Profile of Niacor-SR

(1) D, Levy’s Qualifications

1251, Dr. Levy has held only two jobs in the phanmaceutical industry, one at Abbort
and the other at bujisawa. (9 Tr. 1866 (Levy)). Ilis experience as an emplovec of a
pharmaceutical company adds up to approximately 4 years, three of which were with Abbott in
the early-1980°s. (2 Tr. 1868 (Levy)). Dx. Lovy admils that the only other position he ever held
with a pharmaccntical company was with Fujisawa in the early-1990's, a company with annuai
sales of only $250million. (9 Tr. 1868, 1931 (Levy)). By contrasl, Mr. Audibeort has been
employed by pharmaceutical companies for approximatety 20 years. (9 Tr. 1869 (Levy)).

Complaint Counsel s Response to Finding No. 1.251:

The proposed finding is contrary to the evidence and misleading. Dr, Levy has
held multiple positions with varions pharmaceutical companies over a period of more
than two decades. His posilions and responsibilitics ineiuded the following:

- Abbott Laboratonics (vice president of pharmaceutical research — involved
n reviewing dozens of in-licensing opportunitics);

- CorcTechs (president — consulting to the pharmaceutical industry, and
assisting developing companics (ineluding healtheare) in evaluating and
developing their technologies);

- Frhamont Pharmaceutical company {consultant lo Erbamont over five year
period — responsible for overseeing worldwide rescarch and development
operations, including division in [taly);

Ligand Pharmaceuticals (consultant 10 and served on board of directors —
mvolved in Ligand review ol numerous transactions ever more than a
decade mcludmg out-licensing and in-licensing of pharmaceutical research
and products):
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LyphoMed/Fujisawa (consultant to this company for nearly a decade
involved in LyphoMed transition from genetic pharmacentical company to
branded company); and

- Fujisawa (prestdent of lapancse pharmaceutical company’s U.S, divigion —

responsible for entire division®s business ineluding a1l business
development and m-licensing activities). Tr. at 7:1293-1301 (Levy}
{describing his positions and respensibilities with ihese companies),

In addition, Dr. Levy has received the following degrees and training: Yale
University (B.A/B.8.), Columbia University (M.D.), University of Colorado (medica]
internship), Massachusctts General Hospilal (medical internship), National Instinites of
Health {two year research associate position in virology and imrmimoiogy), Duke
University (neurosurgery residency), Duke Universtiy (Ph.D, in inunanglogy, and tenured
professor). Tr. al 7:1287-90 (Levy).

Dr. Levy has published over 130 articles, including articles on clinical research,
designing research projects, and asscssing clinical data, Tr. at 7:1290-91 (Lavy).

Dr. Levy has held positions on the boards of dircetors and scientific advisory

boards of numerous pharmaceutical companics including: Zonagen Corporation, Targeted

Genehics Corporation, and First Horizon Pharmaccutical Company. Tr. al 1302-03

(Tevy).

1.252. When asked during cross-examination o explain his personal experience

“transforming ald, known compounds with undesirable side effects into now, sustained release

ormats,” Dr. Levy identified his experience on the board of directors of a corparation that

developed a product known as Vasomax, (9 Tr. 1863-66 (Levy)). n fact, Vasomax is not a
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sustained relessc product al all bul, guils the opposite, is an immediate release product - a fact
that Dr. Levy was [orced 1o concede when confronted with documentation regarding that drug.
sevancapssanissrensreranes [or [ evy's dilficulty mrecalling the miost simple detail sbout Vasomax
relates, in part, to the fact thﬁ he did not even beconie a member of that company’s board of
directors until after that drue was licensed W Schering — at which point, according to Dr. Levy, it
was already in phase LU trials and just months [rom [ling with the FDXA. (7 Tr. I386-87 ssereans

PR R ET RN NN

Complaint Counsel’s Response le Finding No, 1.253:

Complaint counsel has no specific response.

1,253, Imcontrast fo Dr. Levy's void of experienec in this area, Mr. Audibert has had
subslaniizl cxperience working in Lhe pharmaceutical imdustry developing successful new drugs
from eld compounds through the use of sustained release technolegy. (18 Tr. 4052-89
{Audibert)). In fact, Mr. Aundibert’s responsibiliiies have included his representation of Key
Pharmaceuticals as an expert on such produers at mectings with various oulside medical groups.
(18 Tr. 4088 (Audibert}).

Complaint Counsel’s Response to Finding No. 1.253:

The proposed ﬁu;ling 15 incomplete. Mr. Audiberi’s own reference to himself as
un “expert” is contrary to his role in the “mectings™ discnssed in this finding. For
cxample, at one meeting held by Schering in Curepe, various other Schering officials
made presentations concerming cholesterol-lowering drugs. Mr. Aodibert made no

preseniations, and meraly wrole up a suanmary of the meeting and lorwarded it to others
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al Schering. SPX 231 at SP 002941-32 (summary of meeting of Schering advisory
board). The individuals who made presentations on behalf of Schering al this meeting
(primarily from Sechering’s research and development department {SPRI)) worc not
inveived in the revicw of Niacor-SR. Schening Second Admission Ne. 335 (admitting
that the “Schering-Flough Research Institule has never conducted a review of the safety
.r.?:r cfficacy or Niacor-SR™); CX 1484 at 105:3-9 { Audibert dep} (confirming thai he never
spoke with anyone 1n Schening’s research and development department {SPRI) during his
evaluation, becausc he did 1ot see a need 1a); eeensenetsserartessersasstsssansrersessanssnsitns
sssssssersnsvrssnnansensesersnasonsannens; oo CPRF 1,238 (discussing SPR1 absence [fom
revicw of Niacor-SR as contrary to Schering’s normal due diligence process),

The propesed finding is contrary to the evidence and misleading. Dr. Levy does
not have “void of experience in this area.™ $ge CPRF 1.251 {discussing Dr. Levy's
extensive background in the pharmaceulical industry, including serving as Ahboll

Laboratories” vice president of pharmaccutical research).

1.254. " Dr. Levy is not an cxperl is the treatment of high cholesterol, or the drugs nsed
to treat that conditon. (9 1. 1857, 1861 {(Levy); 35 Tr. 8303, 8409 (Levy)). Dr. Levyis not an
expert in cholesterol metabolism. (9 Tr. 1857 (Levy)). Dr. Levy bas never published any peer-
reviewed scientific studies on lipid metabolism or denps that ailectit. (9 Tr. 1861 (Levy); 35 Tr.
8409 (Levy)). Dr. Levy is nol a cardielogist, a lipidoiogisi, or a state certified toxicologist. {35

Tr. 840% {Levy)). Dr. Lovy has not practiced medicine in 20 vears, nor has he written a

181



presciiphion for cholesterol lowering medicarion in the last 20 years. (9 Tr. 1861 {Lovy); 35 Tr.
8410-11 {Levy)j. When he practiced medicine decades ago, he did not specialize in cholesterol
diseases. (35 Tr. 8409 (Levy)}. Dr. Levy cannot say what 1s generally accepted in the scicntific

community with respect to the effects of niacin on bloed lipids. (35 Tr. 8412 thy}}.

" 5]

Complaint Couns se to Finding No. 1.254:

The proposed findmg is incomplete and mislcading. While Dr. Levy docs not
have the specific credentials dizcussed in the proposed finding, Dr. Levy has extensive
experience in the pharmaceytical industry, including the evalrating of dozens of drugs for
in-licensing. See CPRF 1.251 (discussing Dr. Lovy’s extensive background in the
pharmacentical indusiry, including serving as Abhott Laboratories’ vice president of

pharmacentical rcscarch).

1.255.  During cross-examination, Dr. Levy conceded that he is not an experi on the
state of knowledpe m the pharmaceutical industry in 1997 regarding sustained releasc niacins,
but he did claim te be an expert on what experts in that arca had said aboul Lhat topic prior to
1997: “one doesn’t have to be an capurt o be able to read the literaturc.™ (35 Tr. 3305-06, 8411
(Levy)). Dr. Levy testified that his literaturc revicw consisted simply of his review in the fall of
2001 of approximately 20 articles which, during cross-examinaiion, he confessed had becorne an
“amalgam™ in his mind by the time of his trial testimony in 2002. (35 Tr. 8317-18 (Levy)). In
facl, Dr. Levy simply had no lamilianity with the literature he purporied (o have reviewed, (33
Tr. 830920 (Levy)). Morcover, during his divect testimony, Dr. Levy specifically discussed only

one article which, on cross-examination, he admitted was not even published until 1998, {35 Tr.
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8306 (Levy)).
Complamt Counsel’s Response to Finding No. 1.255:

'The proposed finding 1s moomplete and misleading. While Dr. Lovy does not
have the specific eredeniials discussed in the proposed finding, M. | .evy has extensive
cxperience m the pharmaceutical mdustry, including the evaluating of dozens of drugs lor
in-licensing. See CPRE 1.251 (discussing Dr. Levy’s extensive background in the
pharmaceutical industry, meluding serving 25 Abbott Laboratories’ vice president of
phurmaceulical research).

Concerning the *ene arlicle” discussed by Dr. Levy, he noted that this article also
was rclicd npon by Schering’s pharmaccutical expert Dr. Horovitz in his expert report,
Tr. af 35:82064 (Ievy). In addition, Dr. Levy specifically noted en direct examination that
this article was published in 1998, and cited this study for the proposition that “the
medical community had been quite negative on any of the sustained relcase forms off
niacin, and they make the point thal Niaspan was the exception to the rule . . . [and that]
ail the previous sustained releasc forms of niacin had failed in that recard.”™ Tr. a1

35:8264-65 (Levy),

1.256. Ewvcn based on his review of the literaiore, Dr. Levy was able to identify only
one brand of sustained release niacin product availablc in 1997 -- Slo-Niacin — an Upshor product
1dentified repeatedly in testimeny in this casc. (35 Tr. 8319-20, 8386 (Levy); 17 Tr. 3943
(Halvorsen); 14 'I't. 3172 {(Brown}}. Idr. Levy was also unable to recognize the names of

mitnerous experis in the cholesterol lowering figld, despite the fact that he was purporiing to
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sunmmarize their opimons. (35 Tr. $393-8406 (Levy)). In fucl, Dr. Levy did net even know what
the National Cholesterol Education Program (“NCEF™) waa, despite the fact that it 1s the
organization charged by the National Institutes of Health with ereating the guidelines vsed in the
ireatment of high cholcsterol. {35 Tr. 8404-05 (Levy);, SPX 605, at Kos 000076, SPX 008, at SP
16 00344, 347: SPX 924, at P 0027380; 21 Tr. 4964-95 (Freese)).

Coraplaint Counsel’s Responge to Finding No. 1.256:

The proposed finding is contrary to the evidence. Dr. Levy stated that he was
unable o name sustained-release niacin producis available in 1997, becanse “most of
them didn’t really have names, because iley never made it to the marketplace.™ “I'r. at

35:8319-20 {Levy).

1.257.  Dr. Levy had no sales responsibility outside of Norlh Amenea m cither of his
two pesitions al pharmaccutical companies. (9 Tr. 1870 (Levy)). Dr. Levy never specitically
Iocused on a licensing epportunity in Europe. (2 Tr. 1875 (Levy)). He has never personally
taken an NDA filed in the United States and converled it into an application for Eurepean
regulatory approval. (35 Tr. 8413 (Levy)). He could not say what type of pharmacokinetic study
or data would have been required in connection with seeking approval for a sustained release
formulation in Furope. (35 Tr. 8414 (Levy)).

Complaint Counsel’s Response to Finding No. 1.257:

The proposed {inding is incomplete and misleading, Dr. Levy served on the
operating comnulitee at Fujisawa (at the time be served as the president of Fujisawa’s

North Ametican division) that had ultimate responsibilily for global pharmaceutical salcs.
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Tr. at :1869 (Levy). Dr. Levy also had broad responsibililies with various
pharmaceutical compames concenmng lhe development and approval ol pharmaceuiical
products in the United States and Burope. See CPRF 1.251 {discussing Dr. Lovy's
extensive background in the pharmaceutical industry, including sciving as a consultant to
Erbamont Pharmaceutical company over five year period where he was responsible for
overseeing worldwide rescarch and development operations including Erbamont’s

division in Ifaly).

1.258.  Tn contmast o Dr. Levy who cladms to be Tamiliar with the opinions of cxperts,
whose names he can’t even recopnize, through a literature review he conducted in the fall of

2001, Mr. Audiberd was actuallv meeting with those very experts in 1997 as just one part of his

dctailed cvaluation of the cholesterol lowering market for ezetimibe. (SPF 1.211-1.214).

Mﬂrﬁover, “rhile Drr m,r},r d]d not even knuw what thg NCEP 1,_1‘.':.]_5! AT SRR T A R kR

AN AR C T ENEV SR P FA P PN EN B R R R R R AR RV R R AR R PR R AR R AR PR R FE AR A A AR A R AR EFRA ARG

(A TR RS N RS RTRES IR POESERERR R RS RO BRI R b Ry IRl DL e LNt RS IER LI Ry P il LI E ) el ] It Rt 1Nl 1y I} L) 1]

LI LRI AT TR LT I o —_ 1 T ESAFAFASAA AN RSN EA RSA NI FIASEARE F RN FSRA RN FN S A4S+ SN FANFERETEND
: 21 Tr. 4964-65 (IFreese)).
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Complaint Counscl’s Eesponse to Finding No. 1.25%:

Complaint counsel has no specific response.
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(b  Dr. Horovitz's Qualifications

1.259.  Dr. Horovitz recerved his B.S. in pharmacy and both an M.S. and Ph.)Y. in
pharmacology from the University of Pittshburgh. (16 1. 3606 (Horovitz)). In 1967, afier
gerving as a tull-time member of the phammacology depariment of the Squibb Institute, Dr.
Ilorovitz became the director of that depariment where he formed the cardiovascular group. {16
Tr. 3606 {Horowitz)). Dr. Horovitz led the cardiovascular group i1 the discovery of the
angiolensin converting enzyme inhibitors, a technology nsed to create Captopril for the treat high
blood pressure and congestive heart failare, (16 Tr. 3606-07 (Horovitz)). Captopril became
Squibb’s first billion dollar drug, and only the second billion drug mn the industry. {16 Tr. 3606-
(Y7 {(Horovitz)). In recognition for this discovery, Dr. Horovitz and his team at Squibb received
the American Heart Discoverer Award. {10 Tr. 3608-09 (IHorovitz)).

Complaint Counsel’s Response to I'inding No. 1.259:

Complaint counsel has no specific response.

1.26(1.  In 1972, Dr. Horovitz becamc the associale direetor of the Squibb Instilule,
which wag the rescarch and devclapment arm of the Squibb Corporstion. {16 Tr. 3607
{Horovitz)). Dr. Florovitz hecame vice president of research and development in 1979, and in
1981 hecame vice president of drug development. (16 Tr. 3607 (Hm‘nvitz}j. I 1986 Dr.
Horovitz assumed the position of vice president of planning and scicnt fic liaison, in which he
wasg tasked wilh brndging the communication gap between the research and business departments.

(16 Tr. 3607 (Horovirz)).
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Complaint Counsel’s Reaponse 10 Finding No. 1.260:

Complaint counsel has no specific responsc,

1.261. Fnﬂnlwing the merger of Rristo} Myers and Squibb in 1989, Dr. Horovits was
appointed vice president of licensing, and later added the responsibility for busincss and
commercial development. (16 Tr. 3607 {Horovitz}). Since his retiremeitt in 1994, Dr. Horovitz
hasg been serving as a consultant in the imdustey and serves on the bomrd of directors of a niumber

of biotechnology and pharmaceutical companies. (16 Tr. 3608 (Horovitz)).

{omplaint Counsel’s Response to [Minding Ne. 1.261:

Complaint counsel has no specific response.

1.262.  Dr. Horovitz has published over 60 arliu]_r;:s or chaplers in books imd is a
member of a number of professicnal associations, including the Licensing Excculives Society
and the Pharmacelogy Society. (16 1. 3608 (I lorovitz)). He has held teaching positions at
Rutgers Medical School, Rutgers Phartnacy Schoot, the University of Pittsburgh Pharmacy
School and Princeton University, (16 Tr. 3608 (Horovitz)}.

Complaint Counsel’s Response to Finding No. 1.262:

Complainl counsel has no specific response.

1.263. During his career, Dr. Horovitz ltas been involved with roughly 75 licensing or
technology transactions. (16 Tr. 3609 (Horovitz)). In particular, Dr. Horovitz was involved in

the in-licensing of a. cholesterol-lowering drug, pravastatin or Pravachol, the second statin ever
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discovered. (16 Tr. 3609 (Harovitz)).

Complaint Counsci’s Response to Finding No. 1.263:

Complaint coumsel has no specific response.

(c) Dr. Levy’s Opinions Regarding Niacor-SR’s Clinical
Profile

1264, Despite his lack of experience in the arca, particulatly as compared to Mr.
Audibert, Dr. Levy questions Mr. Audibert’s conclusion that Niacor-SR had a clinical prodile that
could be successful in the marketplace. As detailed above, Mr. Audiberl uc-n.cludcd that Niacor-
SR: (1) was effective in the treatment of high cholesterol; (2) significant?ty reduced flushing as
comparcd Lo immediate release niacing and (3) cansed liver enzyme elevations in a small
percentage of patients, as was the case with olher cholesterod lewering drugs, bat did not canse
Lhe substantial elevations of liver enzymes associaled with sustained release niacins sold as
dictary supplements. (18 Tr, 4117-20, 4123 {Audibert)).

Complaint Counsel”s Responsc to Finding No. 1,264

The proposcd fiuding is cotilrary to the evidence and misleading. Dr.T.evy does
not have “lack of experience m this area.” See CPRF 1.251 (discussing Dr. Levy’s
extensive background i the pharmaceutical industry, including serving as Abhofl

Laboratories® vice prestdent ol pharmaceutical research).

n addition, Mr. Audibert did not have the qualifications 1o conduct due diligcnee
fo reach the “conclusions™ he purportedly made regarding Niacor-SR. See CPT 446-448 |

(desunbimy Mr. Audibert’s qualifieations for conducting due diligence). In addition, Mr.
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Andibert committed munerous errors in his aalvsis of the packapge of information
provided by Upsher to Schering regarding Niacor-SR. See ez, Tr. at 18:4197 (Audibert)
(referencing his deseription of Niacor-SR m the commmercial asscssment: “{a]i the lime |
wrote this, this statement is incorréct in the sense that the initial registrationt program was
with twice-a-day dosing™); see generailly CPF 456-484A {describing various errors made
by Mr. Audibert in reviewing Niacor-SR’s patent status, administration and dosing
schedule, and regulatory status).

Maoreover, in purportedly reaching these “conclugions™ regarding Miscor-SR, Mr.
Audibert did not consult anyone in Schering’s research and developiment department
(SPRI). Schering Second Admission No. 335 (admilting that the “Schering-Plough
Research Institule has never cenducted a review of the salety or eflicucy or Niacor-SR”);
CX 1484 at 105:3-9 (Audibert dep) (comfirming that he never spoke with anvone in

Schering’s research and development department (SPR1) during his evaluation, becayse

h.E,- did nﬂt BEC A ﬂccd tf_‘.}; AR A A AR AR AT S AR PR AR N P R EE S A SR SRS A b
vesssvmmmmmnvreevener Thiy wus conbrary to Schering’s typical in-liccnsing practice, where
in all cases a product has to have a “safety review™ by SPRL Tr. at 19:4387-88 (Lauda)
{confirming this point and neting that *T don’l know if [Mr. Audibert] actuzlly had [a
salety review] done™); see generaliy CPF 428-42% (discussing absence of research and

development review for Niacor-SR).

1.265.  With regard to efficacy, Dr. Levy concedes that the cilicacy of niacin in the
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treatment of high cholesterol was well recognized by the pharmacentical indusiry, doctors, and
cardiclogists, and that the efficacy of Niacor-5R 1z similaz; o the efficacy of Niaspan. (9 Tr.
1763, 1899 (Levy)), With regard to flushing, Dr. Levy concedes that the incidence and severity
of flushing with Niacor-SR is also very similar to thal ol Niaspan. (9 Tr. 1898-1900 (Levy)). Dr.
Levy recognizes, however, that with this simalar cfficacy and fushing profile, despite poor imitial
gales, Niagpan has rebounded 1o achieve annmal salcs of approximately 5100 million in 2001. {7
Tr. 1315 (Levy): 9 Tr. 1898-1900 (Levy), SEX 1205).

Commplaint Counsel’s Response to Finding No. 1.265:

The propesed finding 18 incomplete and rmisleadmg, First, while Dr. Levy
testified tﬁal there were recognized bencefits for niacin drugs (Tr. at 9:1763 (Levy)), he
also testified, however, that a major reason for niacin's trivial share of the worldwide
cholcsieral market is the array of intolerable side effects associated with macin therapy
that affeet potential comphiance. Tr. at 7:1313-14 (Levy); see CPF 277-279 {providing
Dr. Levy’s opinions on the side effects associated with miacin drugs).

Second, Dr. Levy staled that ihe incidence of flushing between Niacor-SR. and
Niaspan was comparable, but he further explained: “To show you how bad the flushing
is. | Miaspan| still caused flushing in 88 perceni of palients. So, that’s better than 98
percent, hut . . . il still had plenty of problems.” Tr. at 7:1316 (Levy); CPF 278

{discussmyg how flustung aflects patients and patient compliance).

1.266.  Aside from its efficacy and flushing profile, Dr. Levy also disagress with Mr.

Audibert’s conclusion that the liver enzyme elevations experienced with Niacor-SR were al a
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level which would be acceptable in the marketplace. In his direct testimony, Dr. Levy asserted
that the data he examined on Niacor-SR included “absolnte and clear evidence (hat would
suggest hepatuluxicif}r," although he later conceded: “T don't think anyone can say (hat an

elevation of a couple of enzymes is evidence of liver toxicity.” {7 Tr. 1317, 1774 (Levy). 9 Tr.

173 (Levy)).

Complaint Counsel’s Response to Finding No. 1.266:

The proposed finding is incomplote and misleading. Dr. Levy testificd
consistently that the data presemted to Schering regarding the potential for Niacor-SR to
be toxic Lo the liver, “suggested™ that the drug might be hepatotoxic. On direct
examination he testified that “Niacor-3R in the scant datz thut I've seen, and for that
matter Schering-Plough has seem, had absolute and clcar cvidence that wounld suggest
hepatotoxicity,” Tr. at 7:1317 (Levy). Later, dunmyg cross-cxamination when asked about
this cvidenge which sugpesied hepatotoxicity, he states that “what I said in my report was
that [this data] should have been followed up. 1 didn’t say — 1 don’t think anyone can 5ay

that an clevation of 4 couple of chzymes is evidence of liver toxicity.” Tr. al 9:1773

{(Levy).

1267, Dunmy cress-examination regarding the crileria upon which he evaluated
Niacor-5R’s liver cnzyme elevations, Dr. Levy conceded that he had not evaluated the level of
liver enzyine elevations ol three (imes the upper limit of normal, but had focused on liver ereyme
elevations of 1.5 times the upper hmit of normal. (9 v, 1809-10 (Lev ¥, Dr. Levy also

conecded that m forming his opinions he had not considered the fact that the FDA had advised
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Upsher that it was not even required to track liver enzyme elevations at levels below two limes
the upper limit ol normal. (9 Tr. 1780-81 (Lovy); SPX 267 at Upsher-Smith FIC 95037). As
explained by Dr. Horovilz, 1.5 times the upper limil of normal is not & uscful standard for
evalnating liver enzyme elevations becausc it is far to sensitive and will capture mild fluctuation
lhat are not drug related. (16 Tr. 3636-38 (ITorovitz)).

Complaint Counsel’s Response to Finding No. 1.267:

The proposed finding is incomplete and misicading. Dr. Levy relicd on a 1.5
times upper limit of normal level for liver enzymes as a appropriate measure for due
diligence review of a chulesierol lowering drug. He used this level because all previous
attempts to develop a sustaincd-release niacin produci resnlted in liver toxivity, which
could lead to hver damage. Due to these significant concems, a physician would monitor
liver enzyme levels and would be concerned about any level above the upper limit of
normal, and certainly would be concerned about a level 1.5 times the upper Hmit of
normal, This 1.5 level would be a signal of potential safety issues. Tr. at 10:2137-40
(Levy). This lower level serves as a screening test (o allow a potential in-licensing party
te determine whether it should investigate this fssue further. Tr. ar 10:2] 40-41; see
CPRY 1.266 {[urther describing basis for Dr. Levy’s reliance on the 1.5 times upper limit
of normal tevel).

(lontrary 1o Dr. Horovitz's assertion that the 1.5 times upper limit of normal
standard is not useful for evalualing liver enzyme clevations, a consultant to Upsher
specifically proposed to the FDA that the FDA adopt an cven lower 1.2 level 1o evaluaie

potential liver toxicity for Niacor-S8R. The following minutes of a meeting betweoon

152



Upsher and the FDA from 1991 concerning Niacor-SR state the following:

In the vpinion of Dr. Kotke [consuitant for Upsher from the Maye Clinie],

any value 1.2 mes upper limil of normal (ULN} should be a signal to

discontinue medication. Dr. Kotke feels thai patents could become

jaundiced if the medication is continued. The feeling of the FDMA is that

using 1.2 ULN as the cut-ofl could lead to a biased view ol the actual

degree of liver toxicity problems associated with miacin treatment. The

FDA is willing to allow {.5 times ULN {2 results 1 week aparl) as a triggot .

to reduce dose; and 3.0 times ULN as a signal 1o stop medication, Patients

whe have any GI symploms should report it to their physician

immediately,

CX 1376 al Upsher-Smith FTC 127100 (summary of September 12, 1991 meehng
between Upsher and the FD A regarding development of Nizcor-SR).

In addition, Scheting’s own proposed finding 1.241specifically notes that the
information package provided by Upsher to Schering on Niacor-SR (the information
package that Mr. Audibert used in his commercial assessment) included data al the 1.5
upper Limit of normal level, The propesed finding describes data un the “overal
mcidence of liver enzyme elevations of 1.3 times the upper limit of normal™ and
additional data breaking down the incidence of such clevations into groupings “including
1.5-2.0, 2.0-3.0, 3.0-5.0, above 5.0, and above 3.0.” See Schering proposed finding 1.241

{emphasis added).

1.268.  Although docutnents from Upsher’s clinical trials confirm that the level the
FDA considers chmeally significant elevations to be those above three times the upper limit of
normal on sucecssive occasions, Dr. Levy could not recall what clovations were scen at fhijs level

with Niacor-SR. (9 Tr. 178081, 1809-10 (Levy)). Without consideting the small percenlage of
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MNiacor-SR patients with liver enzyme clevations of three times the upper litnil of normal, Dr.
Levy was stmply not in & position (o recognize, as Mr. Audibert and Dr. Horovilz bath explained,
that thosc clevations represented a dramatic improvement as compared to the 66% of patients
with liver ervyme elevations i studies with sustained release niacin dictary supplements. (18
Tr. 4104-05, 4121, 4124 (Audibert); 16 Tr. 3631 (Horovilz)}.

Complaint Counsel’s Response lo Finding No. 1.268:

The proposcd finding i3 nol supported by the evidence. As discusscd in CPRF
1.267, Upsher’s own consultant proposed a 1.2 upper limit of normal level to the FDA.
CX 1376 at Upsher-Smith FTC 127100 {suinmary of September 12, 1991 meeting
between Upsher and the FDA regarding developmenl of Niacor-SR). In addition,
schering’s own propescd finding 1.241specifically notes that the information package
provided by Upsher to Schering on Niacor-SK (the intormation package that Mr.
Audibert used in his commercial asscssment) included data at the 1.5 upper limit of
normal fevel. See CPRF 1.267 (last paragraph).

The proposad Linding 15 contrary to more reliable evidence. Mr. Audibert did not
have a level of iver enzyme clevations in mind when he looked at Upsher's clinical data.
Accordmg to his investigational hearing lranseript {from September 21, 2000) as opposed
to his trial testimony (nearly a year and half’ latcr on Febroary 19, 2002), Mr. Audibert
stated that he “did not have a specific number in mind” when looking at data for people
who were “prematurely discontinued™ from Upsher’s clinical trial due to potential Liver

damage., CX 1483 at 74:6-12 { Audibert TH).
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1269 In addition, without considering that only 4% ol patients taking the lmghest
doses of Niacor-SR experienced successive liver enzyme clevations above three times the upper
limit of normal, Dr. Levy was not in a position to recogmize, as Mr, Audiberl sand Dr. Horovitz
both did, that those elevations. are emtirely consigtent with thosc caused by ail chalesterol
lowering drugs. (18 Tr. 4120-21 {Audibert); 16 Tr, 3651 (Horovitz); CX 1042, at SP 16 00042,
When confronted with ihe Physician’s Desk Reference during cross-examination, for example,
Dr. Levy was lorcod to concede that the markel dominating statins are associated with successive
hver enzyme elevations of three times the upper limit of normal in as many as 5% of patients. {9
Tr. 1811-12 (Levy); SPX 1208). Dr. Levy conceded that these elevations have not prevented the
stating [rom bocoming successful drmgs because, as mandated in the labeling for the statins,
physician’s can simply manage patients’ therapy through periodic mmlitbﬁﬂg of patiegnts’ liver
enzyme levels, (9 Tr. 1812-13 (Levy)).

No. 1.269:

The proposed finding is contrary to more reliable evidence. Mr. Audibert did not
have a level ol liver enzyme elevations m mind when he looked at Upsher’s clinical data.
According to s investigational hearing transcript (from Seplember 21, 2000) as opposed
to his trial testimony (nearly a year and half later on February 19, 2002), Mr. Audiberl
staled thal he “'did not have a specific number in mind” when looking at data for people
who were “prematurely discontinued™ from Upsher’s clinical trial due to potential Hver
damage. CX 1483 at 74:6-12 {Andibert TH).

The proposed finding is incomplcle and misleading. D, Levy testified regarding

the stating that oniy the “occasional patient may have a problem™ with liver function
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studics. Tr. at 9:1812 (Levy). He lurther teslified that the type of potential liver toxicity
that had been seen with miacin compounds was not merely a trivial elevation, it was
“destructive liver disease.” In comparison, the statins had been shown through usc in
millions of patients to have an exceedingly low mcidence of serious liver problems. Tr.

at 10:2142 (Levy).

1270, Stmilarly, when confronted with the Physician’s Desk Reference during cross-
examination, Dr. Levy was [orced to concede that Tricor, a product belonging to the fibrate c]as.s
of cholestero! lowering drugs, is associated with elevalions of three times the upper limit of
normal n as many a3 1 3% of patients. (% Tr. 1817-18 (Lovy); SPX 1209). When confronted
with this imformation du::ing cross-examination, Dr. Levy contessed he had nol been familiar
with the Tricor brand of fbrales, despite the fact that it iz a product marketed hy his former
employer, Abbott Laboratorics. {9 Tr. 1819-21 {l.evy)). Dr. Levyconceded that despile (hese
lhlxer engyine clovations, Tricor achieved sales m the United States of more than $27¢ million
between January and November of 2001, (9 Tr. 1821 (Levy); SPX 1203). Dr. Levy also
conceded that, hke the slating, physicians simply address thesc liver enzyme elevations by
monitoring patients’ liver cnzyme levels, and that this procedure is mandated in Tricor’s labeling.
(9 Ir. 181920 (Levy)).

Complaint Counsel’s Response to Finding Na. 1.270:

The proposed finding is incomplete and mislcading, Dr. Levy teslifed regarding
the stalins that only the “occcasional paticnt may have a problem™ with hver finction

studies. Tr.al 9:1812 (Levy). He finther testificd that the type of potential liver toxicily
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Lthat had been seen with niacin compounds was not merely a trivial clevation, il was
“destrizctive hiver disease.” In comparison, the statins had been shown through use o
millions of patients to have an exceedingly low incidence of serious liver problems. Tr.

al 10:2142 (Levy).

1.271.  Nol only was Dr. Lovy unable to make a comparison between the liver cnzyime
elevations seen with Niacor-SR and other cholesterol lowering drugs at the generally accepted
level of three times the upper limit of normal, Dr. Levy was also unable to make a comparison at
the level he choose to consider for Niacor-SR, becanse he did not know what peresmiage of
paticnts taking other cilolesteml lowering drugs had experienced liver enzyme clovations ai 1.5
times the upper limit of normal. (9 Tr. 1783-84 (Levy)). During cross-examination, Dr. Lovy
conceded that in forming his epinions he had not considered the {act that the FDA had advised
Upsher that it was not even required to track liver enzymc clovalions at levels below two times
the upper limil of normal. (9 T1. 1780-81 {Levy);, SPX 267, at Upsher-Smith FTC 95037). As
explained by Dr. Horovitz, 1.5 times the upper limit of normal is not a useful standard for
evaluating liver enzvime elevations becausc it 1s far Lo sensitive amd will caﬁture mrild fluctuation
that are not drug related. (16 Tr. 3636-38 (Horovitz)).

Complaint Coungel’s Response fo Finding No. 1.27§:

The finding is incomplete and misleading. Conwrary te Dr. Horovitz’s assertion
that the 1.5 times upper limit of nornmal standard is not useful for evaluating liver enzyme
elevations, a consultant to Upsher specifically proposed to the FDA. that the EDA adopt

an even lower 1.2 level to evaluate potential liver toxicity for Niacor-SR. ‘The following
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minules of 2 meeting between Upsher and the FDA from 1991 conceming Niacor-SR
states the [ollowimg:
In the opimon of Dr. Kotke [consultant for Upsher from the Mayo Clinie],
any value 1.2 times upper limit of nermal {(ULN) should be 2 signal to
discontimue medicalton. Dr. Kotke fecls that patienis could become
jaundicod if the medication is continued. The fochng of the FDA is that
using 1.2 ULN as the ent-off could lead to a biased view of the actual
degree of liver toxicity problems associgted with niacin treatment. The
FDA is wiiling to allow 1.5 times ULN (2 results 1 week apart) as a trigger
to reduce dose; and 3.0 times ULN as a signal to stop medication, Paticnts
who have any Gl symptoms should report it to their physician
immediately.
CX 15376 at Upsher-Smith FTC 127100 {summary of Scptember 12, 1991 meeting
between Upsher and the FDA regarding development of Niacor-SR).
In addition, Schenng’s own proposed finding 1.241spocifically noles that the
tnformation package provided by Upsher to Schering on Niacor-SR (the information
package that Mr. Audibert used m his commercial assessment) included data al the 1.5

uppcr limit of normal level. See CPRE 1,267 (last paragraph).

1.272,  llaving conceded that th;:: FDA does not consider elevalions ol 1.5 (imes the
uppcr limit of normal (o be climcally significant and, in facl, had advised Upsher that 1 did not
even need 10 track such mild elevations, Dr. 1evy nevertheless concluded that the elevations of
jJust 1.5 times the upper limit ol normal should have prompted Schering to conduet a “detailed
exarmination of the effects of Niacor-SR en the liver.,”™ {9 1r. 1780-81, 1784-85 (Levy)). Based
o hig evaluation of that level of elevations, Dr. Levy mmtially testificd that he “stands by his

opimion expressed in his expert report that such a detailed examination sheuid have included, “at
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the teast,” a liver biopsy of thosce paticnts with elevated enzyme levels. (9 'Ir. 1745-86 {Levy)),
Complaint Counsel’s Response to Finding No. 1.272:

The proposed finding is not supporicd by the evidence. Dr Levy did not concade
that the FDA does not censider clevations of 1.5 limes the upper hmit of normal to be
clinically sigmificant, Dr. Levy recognized that the FDXA uged a 3 tumes the upper limil of
normal level as a conservative measure of liver enzyme levels. However, he relied on a
1.5 umes uppor limit of normal level for liver enzyimes as a appropriate measure for due
diligenee revicw of a cholesterol lowenng drug, This lower level serves as a screening
test 1o allow a potential in-licensing party to detcrmine whether it should investigate this
issue further. 'Tr. at 10:2140-41 (Levy); see CPRF 1.267 (further deseribing basis for Dr.

Levy’s reliance on the 1.5 tmes upper limit of normal level).

1.273.  To perform such liver biopsies, Tpsher would have been required 1o track down
- patients who had completed the study years earlier and re-dose those patients in an attempt to
replicating those elevations, and then perform a surgical procedure to remove a piece of the
patients” livers to detcrmine whether that re-dosing had caused liver damage. (9 Tr. 1786-87,
1796-97 (Levy)). Dr. Levy testified at his deposition that it would have been “quite reasonahle”
tor Schenny to ask Upsher to do this. (9 Tr. 1736-87 (Levy)). Dr I—]éumvitz explained his
expericnee with the climcal inals for one of the statins.whcrc a Japanese cormnpany had inquired
about the possibility ol taking hiver hiopsies of patients during the clinical trials, and the FDIA
considered that request “ridiculous.” (16 Tr. 3708 (Horovitz)). During cross-cxamination,

however, Dr. Levy admitted that he "probably overstated™ the opinien cxpressed in his expert
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report and deposition testimony regarding the vequirement of liver biopsies. {9 Tr. 1790, 1793,
1798-9% (Lewvy)).

Complamt Counsel’s Response to Finding No. 1.273:

The proposed finding 15 incomplete and misleading. Dr. Levy testified that -
conducting liver hiopsies was one of the “multitude of things™ that could have been done
to further myvestigate whether the Niacor-3R liver function tests indicated thal the drug
was hepatotoxic. Thesc other “things” include conducting repeat tests, examining
whether the patient’s liver enzyme levels retrned to normal, or conducting other bleod
tests. A liver biopsy i3 the “altirnale test™ to determine whether there was liver 1oxicity.
Thus, if a patient had repeated tosts showing elevated liver enzymes then a liver biopsy
was i order. However, “I'm not saying thal one jumps from a positive [liver function

test] to a liver biopsy.” Tr. at 9:1788-89 (Levy).

1.274.  Dr. Levy has also asserted that Schering should have conducicd a detaled
examination of the histopathelogy resulis (abnormalities seen during microscopic cxamination of
tissues and organs) from aniwat smdies dong prior fo the clinical trials for Niacor-SR. (9 Tr.
1799-1800 (Levy)). Dhuring cross-sxamination, however, Dr. Lovy admitied thal he did not know
whether such studies were even available for Schering to consider beeause he docs not know
whether animal studics were cver required for Niacor-SR. (9 [r. 1800 {Levy)}. Dr. Levy
conceded that, although he would be “surprised” to find it to be the case, because niacin has been.
around for a long time, it is possible that the FDA did not require Upsher to perform such animal

stuches. (9 Tr. 1800 (Levy)). M fact, Upsher had performed a literatere review of niacin in place
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of animal toxicology studies for Niacor-SR. (CX 907).
Complaint Counsel’s Response to Finding No. 1.274:

The proposed finding is not supported by ihe evidence, The document cited in the
proposcd finding (UX 90°7) does not indicalc anything about the FDA’s pusition on
whether animal histopathology studies were required for approval of Niacor-SR. The
dnmm}enf iz merely an Upsher document labeled “USL Niacin Advisory Group™ and
provides a sununary ol certain lileralure concerning prior animal sludies done with
sustained-release magin drugs. It is not clear from this decument whether it was ever
submiticd to the FDA for review, and the document does not support the inference that
the FDA would have accepted this literatere review in place of actual animal studies.

In addition, Scharing’s. own due diligence practice ou viher pharmacentical
licensing deals supports Dr. Levy's opinion that animal studics should be analyzed during
due diligence. seessesevseseetsensensasssarsssnsnirersenrensaarantnanssns soosseisneasonusens sanaens
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AR i S B O I B B A R R

d. Mr. Audibert’'s Commercial Assessment of the Niacor-
sR Opportunity

(1)  Niacor-SR Sales Projections and
Pridit & Loss Projection

1.275. Having determined that Niacor-5R 's product profile satisfied an unmet need in
the marketplace, Mr. Audibert constructed a torecast of sales based on that product profile in that
markel. (18 Tr. 4124 (Audibert)}. The process for constructing ihis sales forecast included: (1)
an evalnation ol the current and [uture size of the chelesterol lowering market: (2) an evaluation
of how Niacor-SR would be pesitioned within that market; (3) an evaluation of the price at which
tJ.-.e praduct would be sold; and {4} a determination of the market share that the product wonld
obtain given that price and product position in a market that size. (18 Tr. 4124-27 (Audibert)).

Complaint Connsel’s Response to Finding No. 1.275:

The propoesed finding 1s ncomplete. Mr. Audibert did nol conduct a sales forecast

or profit and foss projection congistent with Schering’s practice on other licensing

lrﬂnﬁﬂﬂﬁﬂﬂs AR EEFAE R PN AN R FA A AR R A A S PR PR PR FIFA R R N F R A RA AR AR R R R R TR
AR IR AR N R R NI R RS R NN RS R AR R N A A A A AN R R S B L ERE A e e ok
SAREANGFAAR R AR AR R R R R AR R R PV RPN FA A S AR A A R AR AR bk A h b R R R R RS PP

AN RIS AR A RE AR AR FRAREA A AR R RN AT PRV RN P RN SRR NSRS R R A RS AR R B R R

FEEEEISS AR RA SIS AR RS CK GE9 ai SP 018745 (SGhﬂ]jﬂg “ﬁllaIlCC marnnal’” l'EquiI".fﬂg
financial review for any agreement where intellectual property rights were ransferred to

Schermg); CX 153Tat 14:4-16 {( Wasserstein IH) {discussing Schering’s licensing
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department’s role as coordinator between different Schering departments, including ihe
corporate finance group, so ihat “all the appropriate review was done™); see veneraily
CPF 400-410 (deseribing cusiomary pharmaceutical due diligence on financial and

commercial asscssmanis),

I'n addiﬂon‘ FARE R T P R R e A A T R e N R A
FAARAAFR AN FE RS A PR RS AR A RN AN N P B R N R A A (112 1T TTY

LAl DL LA LR PR T L L IIT] RTR T LD T LR B g g g e g ey [t LRI CRETIT] LY ISTPP CPF 51:'3._.5 [:r:lr

(describing Sechering due diligence review of commercial and financial issucs forits
license with Zonagen), CFF 535-540 (describing Schering due diligence revicw of
cominercial and financial issucs for its license with Cor Therapeutics); CPF 538-559
(describing Schering due diligence review of comumercial and financial issues for its
license with Atherogenics}; CPF 568-569 (describing Schering dus diligence review of
cormnercial and finaneial issues for its license with British Biotech); CPF 577-578
(describing Schering due diligence review of commercial and finaneial issues for its
license with TCN),

In contrasl, before committing to pay $60 million for Niacor-SR, Mr. Audibert
alune piapared onc sales forecast and one profit and loss projection. CX 1044 (M.
Audbert's gight-page “mmmmtia_l assessment” of Niacer-SR). In addition, Mr.
Audibert failed to consult any officials in Schering’s Buropean division — the individuals
who would have been responsible for selling Niacor-SR in Europe  in preparing these
sales forecasts. See CPF 437-440 (describing the abbreviated naturc of Mr. Audibert’s

comimercial asscssment, and his failure to take into consideration certain factors necessary
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to evaluating a drug product for sale it Europe).

1.276.  Fust, Mr. Andibert evainated the curmreni size of the market and made a
projection of the fulure growth of that markcet for a period of ten years, {18 Tr. 4124-25
(Audibert)). Mr. Andibert had alrsady been pertorming exacily this type of cvaluation of the
chelesterol lowering market as part of his work on ezetimibe, (18 Tr. 4096-97, 4124-25
{Audibert)).

Complamt Coungel's Response to Finding No. 1.276:

The proposed finding is incomplete. Mr. Audibert did not conduct a saleg forecast
or profit and loss projection consistent with Schering’s practice on other licensing

transactions. See CPRF 1.273.

1277, Complaint Counsel’s pharmaceutical licensing expert conecdes thal IMS data is
“the most accepted and most widely used source of pharmaceutical sales data.” [9 Tr. 1820
{Levy)). SPX 5 is a document, prinied by Mr, Audibert during his evaluation of Niacor-SR,
which conlains the IMS data representing the ciirent size of the cholesiero] lowering market
worldwide, exclidin ¥ lhe U3, Canada and Mcxico (“worldwide Ex-NAFTA™}, the territories in
which the license to Niacor-SR was available, (SPX 5). The TMS data indicated that the size of
the cholesterol lowering market in those territories in 1996 was §4 billion. (SPX 5),
Mo, | 277

Complaint Covrsel’s Responsge to Findin

"the proposed finding is incomplete. Mr. Audibert did not conduct a sales forecast

or profit and loss projection consistent with Schering’s practice on other licensing
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tranzactions. See CPREF 1.275.

1.278.  Mr. Audibert’s handwritten notations on the TMS data reflect his calculation ol
prior growth in this market at a rate of 10%, 22% and 6% 11 the previous three years. (SPX 5).
In addition, Mr. Audibert knew from his analysis of the market as pari of his work on ezctimibe
that analysts were projecling very strong growth in this market. {18 Tr. 4124-25 (Andibert)). As
a result, Mr. Audibert cstimaled an average annual growth 15% in 1997, 1998 and 1999, and a
lower growth rate of 10% thersaficr. {18 Tr. 4127-29 {Audibert); SPX 2 at SP 16 000046). Dr.
Levy concedes that, in fact, the market for cholesterol lowcring drugs has grown considerably
since 1997, (2 Tr. 1764 (Levy)).

Complaint Counsel’s Responge to Fimding No. 1,278:

The proposcd finding is incomplels. Mr. Audi.bert did not conduct a sales [orecast
or profit and loss projection consistent with Sehering’s practice on other licenging

Iransactions. See CPRIF 1.275.

1.279.  Sccond, Mr. Audibert evaluated how Niacor-SR would be positionced within the
cholesterol Ioﬁfmlg market. (18 Tr. 4125 (Audiberl)). As an inibial matter, Mr. Audibert
concluded that Niacor-SR would be marketed for the treatment of high cholesicrol as
monotherapy. (18 Tr. 4125-26 {Audibert)). In addition, on the bagziz of what he had leamed (and
reported te others at Schering just weeks earlier) from the Furopean ezetimibe advisory panel
regarding Guropean physicians' frequent use of statins i conbination with ather chelesierod

lowering drugs, Mr. Audibert concluded that Niacor-SR could also be positioned for usc in
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combination with statins. (18 '['r. 4125-26 { Audibert); seevsasrisearastssssanssarane
{omplaint Counsel*s Response o Finding Mo, 1.27%:

The proposcd finding is incomplete. Mr. Audibert did not conduet a sales forecast
or profit and loss projection consistent with Schering’s practice on other Feensing
transac.tions. See CPRF 1.275.

T addition, dr. Audibert’s conclusion that “WNiacor-SE. could also be positioned
for usc m combination with statins” was flawed. As noted above in Schering’s proposed
finding 1.232, Mr. Audibeti looked at two drall protocels for phasc IIT-B studies Upsher
was planming ta conduct as part of the basis for his conclusion that Upsher’s product
could be used in combination with stalins. However, the “phase I1[-R” studies discussad
in the proposed findings were mercly planned studies. Mr. Audibert never inguired with
Upsher as to the stalus of these studies or whelher they would ever be undertaken. CTF
464 (discussing Mr. Audibert’s failure to confirm or inguire about the status of these

“draft” protocols).

1280, Third, Mr. Audibert conducted an evaluation of the price at which Niacor-SR
could be marketed. (I8 Tr. 4125-27 (Audibert)). In making this determination, Mr. Audibert
knew that Niacor-SR’s position against the “very potent™ stalins requited that he be “reulislic™ in
terms of pricing for Nacor-SK_ (18 Tr. 4126 {Audibert)). As a result, he concluded that Nincor-
SR would best be positioned as an inexpensive allermative to the stalins and, a8 such, he selecied

a price of just half of atorvastatin, the gerieric name for Lipitor. (18 Tr. 4126 (Andibert)).
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Cotnplaini Counsel’s Response to Finding No, 1.280:

The proposed finding is incomplete. Mr. Audibert did not conduel a sales forecast
or prolil und loss projeclion consistent with Schering’s practice on other licensing
transactions. See CPRF 1.275,

In addition, Mr. Audibert’s evaluation of the price at which Niacor-SR. could be
marketed in Europe was lawed. In particular, he failed o take into consideration two
parts of a Ewopean pricing evaluaiion thal Schering’s own Buropean pricing expert used
in his pricing evaluation in this matfer. Firsl, Mr. Andibert’s evaluation of the Furopcan
market failed to take inlo consideration the appropriate comparator deug [or conducting a
European pricing analysis. Tr. at 18:4285-86 (Furniss) (describing his use of a
comparator drug to evaluate pricing issues for Niacor-SR). It was unclear what
comparalor drug Mr, Audibert chose in lus analysis of pricing for Niacor-SR. Tr. at
18:4286-87 (Fumiss) (noting that he conid not iell what comparator Mr. Audibert had “in
wmind in making his assessment,” but confirming that ihe only possible comparator
mentioned in Mr. Audibert’s assessment was a comparalor drug that he (Schering’s
experi} did not consider to be a good comparator). Second, Mr. Audibert conducted no
country;-h}rumuntry European pricing analysis as part of this commcreial assessment. X
1484 gt 151:11-18 (Audibert dep). Such a country-by-gountry analysis had been
conducted by Schering’s European pricing expcrt in cvery circumstance whers he
prepared a strategy for pricing for a pharmaceutical company, incl}u:ling for Schering. Tr.
al 18:4272-75 (Funmss) (Schering’s experl describing his nse of a country-by-country

pricing analysis methodology), see generally CPF 438-439 (describing Lthese flaws in Mr.
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Audibert’s evalnation of European pricing 1ssnes),

1.281.  Finally, Mr. Audibert projecied whal share of the market Niacor-SR conld
obtam ai that price and with that positioning. (18 Tr. 4126-27 (Audibert}). Mr. Audibert
concluded thal Niacor-SR would compete as a low-priced, moderately effoctive product for the
treatment of high cholesterol. (18 Tr. 4126-27 {Audibert)}. From his expericnce in talking with
cardiologists and health paycrs internationally, Mr, Audibert had leamed that many countries
with povernment funded health systems recognized the need to treat high choiesterol, but sitaply
could not aflord 10 wreat significant portions of the population with the expensive slatins. (18 Tr,
4120-27 (Audiberl}). Mr. Audibert knew that a number of governments had openly stated that
they would lik¢ to treat more palicnts, bur that they simply could not afford to treat wide portions
ol the population with the stating given their pricing, (11 Tr, 2454-55 (Audibert Depo.)}. For
example, Mr. Audibert knew that paticats in Iialy could only ebtain reimbursement for statins it
they had expenenced a heart attack or had a Gunily hislory of Lieart disease. (11 Tr. 2454-55
(Audibert Depo.)). Mr. Audibert, therefore, saw & “rcal opportunity” to position Niacor-SR as a
low-priced alternative to the stains, which would allow health authorities to treat targer portions
of the population. (18 Tr. 4126-27, 4132 (Audibert)).

Complaiml Counsel’s Response to Finding No. 1,281

The proposed fiding 1s incomplete. Mr. Audibert did not conduct & salces forceast
or profit and loss projection conusistent with Schering’s practice on other licensing

transactions. See CPRF 1.275.

The proposed finding 1s contradicted by other cvidence. In Eurepe, the market for
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sustained-release niacin products was viewed by Buropean pharmaceutical cornpanies in
mid-1997 a5 an “outdated” type of treatment for high cholesterol with limited marcel
potential, particularly in Jight of the dominant position of the statins. CX 857 al
USLO0S091 (letter from [talian pharmaccutical company, dated March 4, 1997, informing
Upsher thal 1l was not interested in licensing Niacor-SR hecause tiacin is “viewed as a
somewhat outdated treatment of hyperlipidaemia®™ in the lislian market that ;s “definitely
dommmated by stalins™); CX 856 al USL 99086 (letter from German pharmacentical
compéamy, dated Apnl 9, 1997, informing Upsher that it was not inierested in licensing
MNiacor-SR because niacin “drugs have been available in several European couniries bui
most of them have been withdrawn in the meantime™); SFX 60% at 5P 16 00391 {1596
Cardium Hypcrhipidemia study reccived by Schering on Tune 11, 1997 explaining that
“[njiacin is not used for treatment in most Buropean countrics, particularly in France,

Germany, and Spain, where it is available only s 1 component of muktivitanrin

supp]emmts“}; e bbbt L T LT LT T L T T P P
O R R S B B B bk e g T A BT S5 B A T 0 S R 00 B LA R
AR T AR RE A A b ) S RO R A b 0 P By 00 B0 i P Sk kb
T —— R T P F R T A AR P R AR A T A PSS A AR A A yns yasd o sd as
T LT e o o0 CPF 285 (descr]bmg VIEWD

of Huropean pharmaceutical companies concerning suslained-release niacin drngs).

1.282.  Having identified this opportunity, Mr. Audibert still belicved that Nijacor-SR

wouid only oblain an initial market share of .75%, rising for just two years ta 1.5%, :md then
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decreasing thereafter to a 1% share. {18 Tr. 4127-29 (Audiberty; SPX 2 at SP 16 00047). in
estimating such u low markct share, Mr. Andibert was Laking into account that Schering would
not be marksting Niacor-SR in Japan. (18 Tr. 4136-37 (Audibert)). Dr. Horovitz testified that,
in his opinion, these market share projections were “very small and reasonable.” (16 Tr. 35?‘4-’?5
{Horovitz)). Dr. Levy conceded that a niacin drug which overcame the potentially problematic
side effects could make “a lot” of moncy even if it got a small portion, such as 1 perecnt, of the
cholesterol market. {9 Tr. 1765 (Levy)).

Complaint Counscl’s Response to Finding No. 1.2§2:

The proposed finding is incomplete, Mr. Audibert did not conduct a salcs forecast
or profit and loss projection consistent with Schering’s practice on other Licensing
transactions. See CPRF 1.275,

In addition, Dr. Levy's purported “concession” that a niacin drug which could
ovireome the potentially prohlematic side effects could make “a lot” of money is
irrclevani. Dr. Yevy's opinion concerning Niacor-SR was that this drug had significant
problems with side effects, In particular, Niacor-SR did not succeed in overcoming the
liver loxicity scen with previous attempis to develop a sus!,ai11ed—releasc miacin dreg, Tr.
at 7:1316-17 (Levy) {further noting that the data reviewsd by Schering on Niscor-SR

“had abselute and clear cvidence that would suggest hepatotoxicity™).

1.283. Having estimated the overall size of the markel and 2 market share for this
preduct over a ten year period, the rest was just « matter of multiplication. (18 Tr. 4127

(Audibert)). Mr. Audibert’s formal writtcn asscssment for Niacor-SR, dated Tune 17, 1997,
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includes tables illustrating Mr. Audibert’s annual projections of market size and market share,
fram which he calculated annual dollar sales. {18 Tr, 4127-29 {Andibert)); SPX 2 ai SP 16

(0046-47). The sales projected for each of thess years, in millions, were:

Sales (5) 1900 2000 2001 | I00d 2043 20 M5 2006 2007 2008

Millions 45 gl i14 134 15 127 1440 1235 16 143

(SPX 2, at SP 16 00046-47).

Complaint Counsel’s Respons inding No. 1.283-

The proposed finding is mcomplete. Mr. Audibert did not conduct a sales Forecast
or profil and loss projection consistent with Schering’s practice on other licensing
transactions. See CPRE 1.275.

The proposcd finding is contradicted by other evidence. As seen with Schering’s
evaluation of other licensing crppurtqnitics, parforming a sales projection is not simply a
“matter of multiplication.” For example, when Schering evaluated Kos™ suatained-release
niacin produc! earlier in [997, it conducied three separatc sales forecasts — g “hase”
analysis, a “downstde analysis”, and an “upside analysis — with two separale price
assumptions, CX 550 at SP 002743-45, Each of the three separatc salcs lorecasts also
included eleven steps to reach a final sales forecast (which was then applied o two

different price scenarios). These steps inciuded the following inputs and caleulations:

Total U8, Population {in thousands)

%% 0l Candidates for Bx

Total Patients Tligible (n thousands)

% of Patients Receiving Therapy
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Patients Recetvina Therapy

%o of Patients Recciving Niacin

# af Paticnts Receiving Niacin

% of Patients Receiving Niaspan

# of Tatients Recelving Niaspan

Sales {in thousands) per Price Scenario I

Sales (in thousands) per Price Seenatin T

/d. These forecasts were conducled in part by Ray Russo of Scherin gq domestic
marketing group. Mr. Russo testilicd that this detajled analysis was “not inconsistent
with similar™ analyses by Schering, and that this was how he “generally” conducted his
sales forecasts. Tr. at 13:3473 {Ray Russo).

In contrast, Mr. Andibert’s sales projections {according (o proposed finding 1.283)
were “Just a matter of multiplication”, multiplying the overall size of market against the
markei share.

1.284.  On ihe basis of his sales projections, Mr. Audihert then preparcd a weitten profit
and loss apalysis. (18 Tr. 4138-39 (Audibert); SPX 6). The annual profit and loss calculations
wara erealed by deducting frem his sales forecasts, an estimated 10% cost of goods, a5 well as
the cost of sclling and promoting Niacor-SR, which Mr. Audibert estimated to peak ar $22.8
million in the third year of sales. (SPX ). Becansc Mr. Audiber! did not know what royalty ratc
would be negotiated, his calculalions represented the annual net profit before deducting the

royalties o be paid to Upsher. (18 Tr. 4139 (Audibert)).

The proposed finding 15 incomplete. Mr. Audibert did not conduct 2 sales forecast
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ot prefit and less projection consistent with Schering's practice on other licensing

Iransactions. See CPRFE 1.275.

1285 Mr. Audibert’s testimony regarding his assessient of the Niacor-SR licenging
opportunity 1s credible,
No. 1.285:

Complaint Counsel’'s Resnonse to Findi

The proposed [indmy 15 nol sipported by the evidenee. There 1s no citation
nrovided for this proposcd finding, and there is o support for this {inding in the recor.

In addition, Mr. Audibert’s testimony is nol credible as it is dircetly confrary to
other testimony on key issuss. For example, Mr. Andibert testified that he was not aware
of the terms of the scitlement agreement prior to condueting s commercial assessment.
However, Mr. Wasserstein {a Scherning in-house lawycr who participatcd m the settlement
negotiations with Upsher) testified thal he had told Mr. Andibert what the terms of the
palenl settlement with Upsher were prior to completing Schering’s review of Niacor-SR.
CX 1532 al 17:13-18:22 {Wasserstein dep} (noting that he imformed Mr. Audibert about

the terms).

1.286.  Mr. Audibert’s evaluation and sales prediclions for Niacor-SR reflected his best
business judgment of ihe sales that Schering could achicve with Niacor-SR. (18 Tr. 4129, 4225-
26 {Audibert)). Mr. Audibert’s sales projections were not infuenced or delermined by anything

olher than his best busincss judgmeni. (18 1. 4226 (Audibert)).
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Compiaint Counsel’s Response to Finding No. 1.286:

The proposed finding is incomplete. Mr. Audibert did nol conduct a sales foreeast
or profit and loss projection consistent with Schering’s practice o other licensing
transactions. See CPRF 1.275,

The proposcd Hnding is contradicled by other evidence. Mr. Audibert was
informed about the terms of the patent settlement with Upsher that purportedly including
payment for the Niacor-SR liccnse. Mr. Wasserstein (a Schering in-house lawyer who
participated in the settlement negotiations with Upsher) teld Mr. Audibert what the tenns
ol'the settflement agreement with Upsher were prior to completing Schering’s revicw of
Niacor-SR. X 1532 gt 17:13-18:22 (Wasserstein dep) {noting that he informed Mr.
Audibert aboul the terms). Thus, Mr. Audihert’s sales projections could have been

influcneed by his knowledge of the patent settlement deals lerms.

(2}  Assumptions Underlying the Niacor-SR Sales Projections

1.287. Following standard pructice at Schering, each of the varions conclusions Mr.
Audibert reached which formed the basis for his sales projeciions were identified in Mr.
Andibert’s wri ﬁen agscesment as “assumptions” upon which those projections were bascd. (18
Tr. 4129-30 (Audibert); SPX 2 at SP 16 (0047). Dr. Horovitz testified that he conducted a
detailed cvaluation of Mr. Audibert’s assumptions and concluded that each of the assumptions
underlying Mr. Audibert’s projections were reasonable and properly conservative. [hlﬁ Tr. 3612,
3675 (Horovitz)).

Complaini Counsel’s Response ta Finding No. 1.287
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The proposed Onding 1s contradicted by other cvidence. Mr. Audibert’s
conclusions™ that formed the basis for his sales projections did notl Follow “standard

prd_c;tic_e“ ai Sﬂhﬂﬂﬂg. AR AR EA AN PRV SIS AR AR A BA A AR R R AN A P N A A NN R b
SRR AR IA AR A AR AR A A R S PR T R AN R F S AR R A A Ak PP EF PR R R ET N R B D
BRI R AR AR A RA AN AR A AR A AR AN P ARSI NSRS R P A AR A AR R PR AP R F R AL AR

LI LY LI LI LA L T L IR I Ly ) Ty T g L e ——

sesssssrrverensivsevsssersenaneransensansans; CX 689 at SP 018745 (Schering “lfinance
manugl” requiring  financial review for any agreement wherc intellectual property righis
were transfemed to Schering); CX 1531at 14:4-16 {Wasscrstein [H) (discussing
Schering’s licensing department’s rolc as contdinator between different Schering
departments, meluding the corporate finance group, so that “atl the appropriate review
was done’}; see generally CPF 4{]5—4 L0 {deseribing customary pharmaceutical duc

diligence on finaneial and commercial agsessmcnts).

In ﬁdd itiﬂn, LELAL L L LRI L LI LA LI LI I e i LI e Y Il I TPy Y I YTy P P PP T T P T T
L T L L

L T T T T L T A A A papaypapap . S@ﬂ' CPF A03-507

(clescﬁﬁing Schering due diligence review of commereial and financial issues for its
License with zanageﬂ]; CPF 535-540 {describing Schering duc diligence review of
commercial and financial issucs for its license with Cor Therapentics); CPF 558-559
(describing Schermyg due diligence review of commereial and financial issues For its
liccnse with Atherogenics);, CPF 568-569 (describing Schering due diligence review of

commercial and financial issues for its licensc with British Biotech); CEF 577-578
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(describing Sehering duwe diligence review of commercial and financial issues for its
license with TCN).

In Schering’s cvaluation of Kos’ sustained-release niacin product earlier in 1997,
1t conducted three separale sales forecasts — a “basc™ analysis, a “downside analysis”, and
an “upside apalysis - - with two separate price assumptions. CX 550 at SP 002743-d5,
Each of the three separate sales forecasts also included cleven steps to reach a f1;1al sales
forecast (which was then applied to two dilferent price scenarics). See CPRF 1.283
(listing each of thesc cleven steps), These forecasts were conducted in parl by Ray Russo
of Schermg’s domestic marketing group. Mr, Russo testified that this detailed analysis
Wwas “not inconsistent with similar” analyses by Schering, and thal this was how he
“generally” conducted his sales forecasts. Tr. at 15:3473 {Ray Russo).

In contrast, before committing to pay $60 million for Niacor-SR, Mr. Andibert
alone prepared one sales lorecast and one profit and loss projection.  CX 1044 (Mr.
Aundibert’s eight-page “commercial assessment” of Niacor-SE). In addition, Mr.
Audiberl failed to consult any ofTicials in Schering”s Furopcan division — the individuals
who would have been responsible for sclling Niacor-SR in Europe — in preparing these
sales forecasts, See CPF 437-440 {describing the abbreviated nature of Mr. Audibert’s
commercial assessment, and his failure to take into consideration certain factors Decessary

to cvalvating a dreg product for sale in Europe).

(1) Dossiers Approved in Late 1998

1288, Wilih respect to thiming, Mr. Audiberl projected that Niacor-SR would obtain

216



regulatory approval in late 1998, which would allow Schering to launch Niacor-SR. in early 1999,
{18 Tr. 4130-31 {Audibcrt)). The ]:rivctal trials for Niacor-SR were already completed, and
Upsher was prepaning its U.S. NDA for filing in December 1997, (18 Tr. 4130-31 {Audibert);
CX 1042 at SP 16:00079). Mr. Audibert kniew that the two critical pieces of the NDA that wonld
form the basis of Schering’s overseas filing, the Integrated Summary of Efficacy and the
Integrated Summary of Safety, would be available (o Schering in Ociober, 1997, (18 Tr. 4130-32
{Audibert); CX 1042 at 1600079). This would permit Schering to convert those materials into its
overseas dossier for filing at the end of 1997, (18 Tr. 4130-32 (Audibert)). From that point, Mr.
Audibert used Schering’s standard assumption of a 12-month regulatory review time to arrive at
late 1998 for approval. {18 Tr. 4130-31 (Audibert)). Dr. Horovitz concluded thal Mr. Audibert’s
assumption of regulalory approval in late 1998 was rcasonable. (16 Tr. 3667-69 (Horovitz)).
Complaint Counscl’s Response to Finding No. 1.288:
'U'he proposcd tinding is not supported by the evidence. First, the pivotal trials for
Miacor-SR were not already completed at tﬁe time of Mr. Audibert’s commercial
assessment. CX 1042 at SP 16 00079 {the “package™ of information received from
Upsher noting that the “projected” completion date for the second pivetal trial (Protocol
900221) was June 1997).
Second, Mr. Audibert did not “know” that “twa critical pieces™ of the Upsher’s
NDA would be available in October 1997. He merely assumed this from Upsher's
information package provided to Schering. Mr. Audibert never madc any inguirtes with
Upsher concerning the availability of this informalion or any other information necessary

for Schering to seck regulatory approval for Niacor-SR. See CPF 424 (noting that Mr.
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Andibert never visited Upsher during his assessment, nor spoke with anyone at Upsher).
In fact, Schering never received these “crilical pieces™ from Upsher. See CPF 703-710
(diseussing [ailure of Upsher to provide Scheting necessary clinical data on Niacor-SR).
In addition, the proposed fimding is incomplete and misleading. While the
proposed finding notes that Dr. Horovitz coneluded that Mr. Audibert’s regulatory
approval assurnption was reasonable, the proposcd finding fails to note Schering’s
European pricing expert’s opinion thai the European approval process (which must be
completed before a product can be markcted) would take at least 12 to 15 months, and
between 15 fo 24 months for major European markets such as France, Ilaly und Spain.
Ir. at 18:4282-84 (Furniss). Thus, Mr. Audibert’s assumptions for getting Niacor-SR to
market in France, ftaly and Spain were “optimistic.” Tr. at 18:42%5 (Furniss). In
addition, even Dv. Horovitz testified {hat gelling European regulatory approval is fnever
certain, Tr. at 16:3712-13 (Horovitz) (also noting that Niacor-3R. nover received

European regulatory approval).

] Reimbursement in Most Major Markets &
Priced at Approximately 50% to Atorvastatin

1.289.  Ilaving concluded that Niacor-SR. would be best positioned as a low-priced
alternative to the statins, Mr. Audiberi estimated that Niacor-SR would be priced at
approximately 50% of the price of atorvastalim, the genctic name for Lipitor. (18 Tr. 4135-36
{Aundibert)).

Complain) Counsel’s Response to Finding Mo, 1.289:
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The propesed findmyg is incomplete and misleading. Wr. Audibert’s evaluation of
Europcan pricing was flawed according to Schering’s own European pricing expert (M.
burniss). Firet, Mr. Audiberl’s evalnation of the European market failed to 1ake into
consideration the appropriate comparator drug for conducting a European pricing
analysis. Tr. at 18:4285-86 (Furniss) (describing his use ol 2 comparator drug to evaluate
pricing issues for Niacor-SR). I was unclear what comparator drug Mr., Audibert chose
in his analysis of pricing for Niacor-SR. M. Furmiss noted that he could not tell what
comparator Mr. Audiberi had “in mind in making hig assessment.” and further confirmed
that the only possible comparalor mentioned [n Mr. Audibert’s assessment was 8
comparator drug that he (Mr. Furniss} did not consider to be a good comparator). Tr. at
18:4286-87 {Fumiss).

Sceond, Mr. Audibert conducied no country-by-country Furopean pricing analysis
a3 part of this commercial assessment. CX 1484 ar 151:11-18 (Audibert dep). Such a
country-by-countty analysis had been conducted by Schening’s European pricing cxperl in
every circumstance where he prepared a strategy for pricing for a pharmacentical
company, including for Schering. Tr. al 13:;12?2-?5 {Furniss) (Schering’s expert

deseribing his use of a country-by-country pricing analysis methodelogy).

1290, TPrced at a low level, Mr. Audibert anticipated that Niacor-SR would be
reimbursed in most major markets. (18 Tr. 4132 (Audibert)). Irom his cxperence with
ezetimibe, Mr. Audibert knew that 8 mumber of governments had openty stated that they would

like to treat more patients, but that they simply could not afford to treat large portions of their
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populations with the statins. (18 Tr. 4126-27 (Audibert); 11 Tr. 2454-55 (Audibert Dep.)). For
example, Mr. Audiberl knew that patients in Italy could only obtain reimburscment for statins i{
they had expericneed a hearl atlack or had a family history of heart disease, {11 Tr. 2454-55

{Audibert Dep.)).

Complaint Counsel's Response to Finding No. 1.290:

The proposed finding is incmn.plate and mislcading. Mr. Audiberi’s evaluation of
Europem pricing was flawed accotding o Schering’s own European pricing expert (Mr.
Furniss} in lwo ways: { lj.it failed to take into comsideration the appropriate comparator
drug for condoeting 2 Buropcan pricing analysis, and (2) Mr, Audibert conducled no
cuunhy-b}r-countl;}r Luropean pricing analysis as part of this commmercial asscssment, See

CPRF 1.2R9.

1.291. Because Mr. Audibert anticipated a low price for Niacor-SR, he believed thal
most major health authorities would be willing to reimburse an inexpensive alternative to the
stalins as @ way to treat @ larger portion of the population. (18 Tr. 4132 {Aundibert)). Dr.
Horovitz tesufied that, becanse overseas markets were seeking cheuper cholesterol lowering
drugs at the tirr-u:, pogitionmgr Niacor-SR as Mr, Audibert anticipated made reimbursed in most
major markets a reasonable assumption. (16 Tr. 3669 (Horovitz)).

Complamt Counsel’s Response 1o Findi

The proposed finding is incomplete and misleading. Mr. Audibert’s evalnation of
European pricing was flawed according to Schering’s own European pricing cxpert (M.

Furniss) inl two ways: (1) it failed to take itto consideration the appropriate comparator
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drug for conducting a Buropean pricing analysis, and (2) Mr. Audibert conducted no
country-by-country European pricing analysis as part ol this commercial asscssment. See

CPRF 1.285.

1.292,  Mr Furniss, semior vice president of Cambridge Pharma Consultancy and
former head of the Pharmaceutical Industry Branch of the United Kingdom Department of
Healih, testified on Schering’s behalf as an expert in Evropeam pricing and reimbursement
procedures for pharmaccutical products. (18 Tr. 4234-35, 4237 (Funnissy). Mr. Fumniss
evaiuated the pricing and rcimbuisement slatus for comparator products Lo Niacor-SR, primarily
fibrates, in the five major Furopean markets ol France, Germany, Italy, Spain and the United
Kmgdom. (18 Tr. 4239-40, 4204-05 (Furniss)). Based on this analysis, he testified that Mr.
Aundibert’s pricing and reimbursement assumptions for Niacor-SR were reasonable and, in some
countries, conservative in that higher prices may have actually been attained, (18 Tr. 4230-40
(Fumiss)).

Complaint Counsel’s Response to Findine Wo, 1.292:

The proposed finding is contradieted by other evidence, First, Mr. Furmiss was
unable to defermine what comparator M. Andibert used in reaching his conclusions on
European pricing. Tr. al 18:4286-87 (Furniss) (noting that he could not tell what
comparater Mr. Audibert had “m mind 10 making his assessment,” but confimmng that
the only possible comparator mentioned m Mr. Audibert’s asscssment was a comparator
drug that he {(Schering’s expert} did not consider to be 4 good comparator). Second,

conlrary to Mr. Fumiss® analysis, Mr. Andibert conducted no country-by-country
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Europcan pricing analysis as part of this conmmercial assessment. CX 1484 at 151:11-18
{(Audibert dep). Such a country-hy-country analysis had been conducted by Mr. Furniss
in every eircumstance where he prepared a strategy for pricing for 3 pharmaceutical
company, including for Schering. Tr. at 18:4272-75 (Schering’s expert describing his use
of a country-by-country pricing analysis methodology).

In addition, Mr. Furniss® ctpiljion is not reliable on whether Mr. Audibert’s
European pricing conclusion was reasonable. In reaching his opinions in this matter, Mr.
Furniss merely reviewed the sight-page commercial assessment prepared by Mr.
Audibert. Tr. at 18:4276-77 (Fumiss) (confirming this was the only document he
received from Schering’s lawyvers, and that he had not reviewed any other documents or
testitony in this matter). When asked specifically about what comparator Mr. Audibort
chosc for s pricing analysis, Mr. Furniss responded “1 can’t tell you what he had in
mind in making his assessment.” Tr. at 18:4286-87 (Furniss) (further conlirming he had

never spoken with Mr. Audibert).

1.293.  Mr. Furniss chose fibrates as the most likely comparators for Niscor-SR
because, of thé three classes of therapy used for management of hypercholesterolcmia, the
fibrates have a leve] of clinical performamee most similar to that anticipated for Niacor-SR. (18
Tr. 4265 (Fumiss)). In addition, the [thrales sometimes are prescribed in combimation therapy
with statins, as Niacor-SR would likcly have been. {18 Tr. 4265 (Furniss)). Mr. Funiiss
considered, bul ultimately rejected, statins and cholestyramine as comparator products. (18 Tr.

4263-66 (Furniss)). He did not use any sustained release niacin or nieotinic acid products with
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hypercholesterolemia indicalions as comparators because he found no such produets on the
market in any of the five major European countries. (18 Tr. 4266-67 (Furniss)). He determined
that miacin was available in these markets only wilhin over-the-counter multi-vitamin products
and testified that these multi-vitamin products would not have been used by the pricing
authorities as comparators for pricing and reimburscment purposes. {18 Tr. 4267 (Furmniss)).

‘ominlaint Connsel’s Responge to Findinge No. 1.203;

The proposed findimg is not relevant. Mr. Furniss was unable to determing what
comparator Mr. Andibert used in reaching his conclusions on European pricing. Tr. at
18:4286-87 {(Fiwmiss) (noting that he could net tell what comparator Mr. Audibert had “in
mind in making his assessment,” but confirming that the only possible comparator
menfioned in Mr. Audibert’s assessment was a comparator drog that he {Schering”s

capert) did not eonsider 1o be a good comparator).

1.294. My, Iuimiss explained that in the United Kingdom and Germany, reimbursement
for newly launched phamaceutical products is automalic, and generally, there are no pricing
restrictions imposed on these new drugs. (18 1T, 4249, 4260-61 (Fumniss)). He testified that
Niacer-SR would be reimbursed in these markels and could be marketed at a price equal o or
mgher than Audibert’s estimate of 30%% of the price of the Lipitor. (18 Tr. 4239, 4252-33, 4261-
62 (Furniss)). Sumilarly, Mr. Fumiss confinmed thal Niacor-5R could achieve reimbursement in
Franee, Italy and Spain {18 Tr. 4246-47, 42535, 4258 (Furniss)), and that it would be rcasonable to
arsume, based on the pricing of fibrates such as gemfibrizol in Lhese markets, that the product

could have been priced at 50% ol the price of Lipitor. {18 Tr. 4247-48, 4255-56, 4258-59
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{Furniss)).
Complamt Counsel’s Response to Finding No, 1.294:

The proposed finding is not relevant. Contrary to Mr. Furniss” analysis, Mr.
Audibert conducted no conntry-by-country European pricing analysis as part of this
commercial assessment. CX 1484 at 151:11-18 {Andibert dep). Such a country-bry-
country analysis had been conducted by Mr. Furniss in every circumstance where he
prepared a strategy for pricing for a pharmaceutical company, including for Schering. ‘I,
at 18:4272-75 (Schering’s expert descnbing his use of a country-by-country pricing
analysis melhodology).

It addition, Mr. Furniss® opinion is not reliable on whether Mr. Audibert’s
Ewropean pricing conclusion was reasonable. In reaching his opinions in this matter, Mr.
Furniss merely reviewed the cight-page c{:mmercial assessmcnt prepared by Mr.
Audibert. I, at 18:4276-77 {Furniss) (confinming this was the only document he
reccived from Schering’s lawyers, and that he had not reviewed any other documents or
testimony i ihis matter). When asked specifically aboul what comparator Mr. Audiber
chose for his pricing analysis, Mr. Frniss responded “I can’l tell you what he had in
mind n making his assessment.” Tr. &l 18:4286-87 (Fumiss) ({urther confirming he had

never spoken wilh Mr. Audibert).

{c) Approved for Use as Monpotherapy and in Combination
With a Statin

1285 Mr, Audibert anticipated Niagor-SR would be approved with the basic
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indication for cholesterol lowering drigs, the treatment of h.igh cholcsterol as monotherapy, (18
Tr. 4129-30 (Audibert)). Of course, this was not simply an assumption, it was bascd on Mr.
Audibert’s evaluahion of the results of Niacor-SR’s pivotal trials. (18 Tr. 4129-30 {Audibert), 19
Tr. 4384-4385 (Landa}). Bascd on the resultz of Niacor-SK.'s pivotal trials, Mr. Andibert
concluded that Niacor-SR was a safe and effective form of niacin that exceeded the regulaiory
hurdle of a 15% average reduction in LD, and that it would be approved for use as a cholesterol
lowering agent in the relevant markets. (18 Tr. 4129-30 (Audibert)). Dr. Horovitz testificd thal
although regulatory approval is never cortain, he had concluded that this was a reasonable
assumplion for Niacor-SR. (16 Tr. 36703 (Horovitz)).

Complaint Counsel’s Response to Finding No. 1.2493:

'I'he proposed finding is incomplete and misleading. First, Mr. Audi bm‘t did not
perform an “evaluation™ of the Niacor-SE produet, bud rather condneted a limited
“commercial asscssmient.” See CPRF 1.230. Sccond, Mr. Audiberl could not have based
any conclusions on the “results™ of Lipsher’s two phase I pivotal clinical frials, as the |
second trial was not yvet complete at the time of Mr. Audibert’s commercial assessment.
CX 1042 at SF 16 00079 (ihe “package” of information recﬂi;rad from Upsher noting that
the “pﬁ:njmtcd" complction date for the sccond pivotal tral (Prolocel 900221) was Junc
19973,

In addition, while Mr. Audibert may have “anticipated” that Niacor-SR would be
approved for the treatment of high cholestercl as a monotherapy, be had po information
from Upsher confinning this point. He never requested labeling on Niacor-SR (which

would include mdications [or the drug) from (psher. CX 1484 at 91:25-92:6 (Audiberl
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dep}. In contrast, in evaluating another sustained-release niacin product (Kos’ Niaspan)
garlier in 1997, the Schering officials involved in due diligence for that product
specifically noted that “due diligence” validation on labeling “need[2] to be reviewed and
more completely undersicod hefore ﬁ deal could he made.” CX 546 at SP 002770
{memgorandum by Ray Russo of Schering marketing department, dated March 26, 1997).
Scherng’s pharmaceulical expert (Dr. Horovitz) 2lso would have reviewed draft labeling
for Niacor-SR. He testificd that if he had been in Schering’s shoes evaluating Niacor-SR,
he would have asked Upsher if it had Iabeling [or Niacor-SR and reviewed such labeling
had it been available. Tr. at 16:3750 (Horovitz) (alse noting that he did not know

whether anyone at Schering had reviewed Upsher’s labeling for Niacor-SR).

1.296.  Although Kos had advised Schering in April 1997 that the FDA had indicated

that it was going to approve two additional “class labeling™ indications for Niaspan on the basis

of sludies with macin generally (and not on the basis of any studies conducted with Niaspan), Mr.

Audibert assumed conservalively thal Niacor-3R would not receive (hese additional indications.

(SPX 22, at SP 002747, 16 Tr. 3758-60, 3796-3800 (Horovitz); CX 540 at 8P 002804; 11 Tr.

2432-38 (Audibert Dep.)). Mr. Audibert elected to hasc his asscssment on more conservative

assumpiions, despite the fact that it would have been reasonable to assume that, because

regulatory bodics werc approving “class labeling™ for one sustaimed release niacin, they would

also approve those same indications for another sustained release niacim. (16 Tr. 3758-60, 3796-

3800 {Horovitz); 11 Tr. 2432-38 {Audibert Dep.)).

226



Complaint Counszel’s Response to Finding No. 1.296:

The proposed findmg is incomplete and mesleading. Mr. Audibert’s use of
assumplions — and thus fuiture to request labeling from Upsher (see CPRF 1.295) — was
contrary to Schering's practice in reviewing pharmaceulical products for in-liccnsing. In
evalualing another sustaned-release niacin product (Kos® Miaspan} earlier in 1997, the
Schering olficials involved in due diligence for that product specifically noted that “dus
diligence™ validation on lzbeling “needs 1o be reviewed and mere completely understood
before a deal could be made.” See CPRF 1.295.

The proposed finding 15 contradicted by other evidence. Schering cites its
pharmaccutical industry cxpert (Dr. Horowitz) in support of Mr. Audibert’s assumptions
on “class labeling.” However, Dr. Hotovily. testified that if he had been in Schering’s
shoes evaluating Niacor-SR, he would have asked Upsher if it had labeling for Niacor-SR
and reviewed such labeling had it been available. Tr. at 16;3750 (Horovitz} {also noting
that he did not know whether anyone at Schering had reviewed Upsher’s labeling for

Miacor-SR).

1.297.  With respect to its indication for the treatment of high cholesterol, Mr. Audibert

also concluded thal Niscor-SR would be approved for use in combination with statins. (18 Tr.

4132-4135 (Audibert)). Mr. Audibert was aware of numerows pablications regarding the use of

macin in combination with a statin, as well as the fact that the NCEP had incorporated this

combination inte its treatment goidelines. (18 Tr. 4133-34 (Andibert); CX 1042 at SP 16 00073-

74). Mr. Audibert had also recently learncd from ihe European Advisory Panel that Buropean
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physicians oflen used statins i combination with other cholesterol lowering drugs. (18 Tr. 4125-

2 E] . 43 UE-.U.q. {_A_u{iibe‘rt}; FSFE U AR FEA N ANA AR A A EA DA N

The proposed finding is incomplcte and misleading. In performing h_is
commereial asscssment of Niacor-SR, Mr. Audibert based his assumplion that Niacor-SE.
wasg a product that could be used m combination therapy with a statin on twe drall
protacols concerning planned clinical studies by Upsher, Tr. at 18:4134-4135 {Apdibert).
Howover, the two “draft™ protocol studics thal M, Audibert received at the time of his
commercial assessment (SPX 4 and SPX 71) had not been conducted at the time that Mr.
Audibert did his asscssment. Tr. al 18:4171-4172, 4173-4174 (Audiberl). In addition,
ithesg protecol synopses did not indicaie when these studies were to be started. It at
18:4172-74 (Audiberty, SPX 71; SPX 4. Mr. Audibert did not know when the studies
were gomng to be started and he did not contact Upsher to confitm when the described
studies would be started, if at all. Tr. at 18:4173-75 (Audibert). While he was working
on his commercial asscssmenl of Niacor-SR, Mr. Audibert did not show the two draft
protocol synopses to anyenc in Schering’s research and dm:e]upmaut group (SPRI). Tr. at

18:4176 {Audibert).

1.298.  Included in the materials provided by Upsher was a protocol for a smdy Upsher
would be conducting which would test Niacor-SR in combinaiion with a statin, and Mr. Audibort
also knew that Niaspan had already conducted a similar study of Niagpan in ¢combination with a

statin. (18 Tr. 4102-03, 4132-35 (Audibert); SPX 72). Mr. Audibert believed Upsher's study
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would be sufficient lor approval of this combination. {18 1. 4132-35 {Audibert)). Dr. Horovitz
testiticd that he also believed Niacor-SR would receive approval on Lhe basis of the sludy Upsher
wotild be conducting and, even if that approval were shightly delayed, he believed physicians
would have continued their practice of preseribing combination therapy anyway. (16 Tr. 3760
{Horovitz)).

Compiamt Counsel’s Responge to Finding No. 1.298:

The proposed finding is incomplete and misleading. Mr. Audibert’s assumption
that Upsher’s studies would be sufficient for approval of a combination product was
based on planned studics by Upsher, for which Mr. Audibert’s made no inquiries

regarding therr status. See CPRF 1,297,

{d) Similar Products Enter the Market in Late 2002

1.299.  Beeause Mr. Audibort assumed that Schering would nol be able to block
potential competitors with Upsher’s patents for Niacor-SR, Mr. Audibert assumed that entry ol
sitmilar competitive products into the international market would occur. {18 Tr. 4133.34
(Audibert)y. Mn cstimaling that Kos or another unidentified company would make such an enter
in 2002, Mr. Aﬁdihert made what he believed to be a conservative assumption. (11 Tr. 2458
(Audibert Dep.)).

Complaint Counsel’s Response to Finding No. 1.299:

The finding is incomplete and contradicted by olher evidence. Mr. Audibert’s
purported “assumptions’” concerming Upsher's patent slatus contradict his written

commercial asscssment which deseribed Niacor-SR as “a patented sustained-releasc
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niacin producl.” SFX 2 al SP 1600044 (Andibert’s Inne 17, 1997 “commercial
assessment” ol Niacor-8R). His description of Niacor-SR’s patent status in his
conimercial assesstment, however, was wrong., Niacor-SR had no patent proteciion in
Europe at the time of Mr. Audibert’s commercial assessment of Niacor-SR, X 1484 at
123:5-124:22 (Audibert dep) (discussing patct status of Niacar-SR in Burope); CX 1042
at 8I' 16 00063-64 (Upsher information packagc reviewed by Mr. Auwdibert noting
Upsher's two patents for Niacor-SR had not issucd in Europe). Ju addition, Mr. Audibert
was not given any information about the patent cross licensing agrasment cntered into by
Kos and Upsher earlier in 1957 before he did lis commercial asscssment of Niacor-SE.
Tr. at 18:4207-08 (Audibert).

In addition, Schering did not have any patent counsel review Niacor-SR hefore
entering into ihe selllement agreement with Upsher. Schering Second Admissions No.
310, Mr. Audiber did not conduct any due diligence regarding the patent status of
Niacor-SR, nor was he aware of anyone at Schering who conducied any such analysis.

CX 1488 ar 89:2-10) (Hl]lﬂiheﬂ dﬂp} LU L L T L T T T L L P
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1,300, In June 1997, Kos was the only company that Mr. Audibert kncw 1o be

developing a sustained release niacin product. (11 1, 2458 (Audibert Dep.}). Mr. Audibert
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knew from his involvemenl in the negotiations with Kos that Niaspan was near approval in the
Umted States, however, he also kmew from those discussions that Kos was focusing on launching
Niaspan in the U.S. markel and was not interested in pursuing intemational markets in the near
term. (18 Tr. 4133-34 {Aundiberl)).

Complaint Counscl’s Response inding No. 1.300:

‘The proposed linding 15 incomplete and misleading. Mr. Audibert had limmited
involvement in Schering’s discussions with Kos regarding Niaspan. In fact, he only
participated tn one conference call with Kos in March 1997, and then dropped out of
Schering’s evalnation of Niaspan. Tv. at 15:3516-17 (Ray Russo) (confirming that M.
Audibert only participated in ene conference call which occurred in March 1997 (per CX
343)). In addition, when assessing Niacor-SR 1 June 1997, Mr. Audibert did not consult
the Schonng officials {e.y., Mr. Russo) involved in the full discussions with Kos
regarding Niaspan. See CPF 425 (discussing Mr. Audibert's failure to consult Schering
officials regarding Niaspan).

The proposed finding is also contradicted by other evidenes. In March 1997, Mr.

. Audiberd sent a swvey to several of Schering's Huropean subsidiarics inguiting ahont
therr infcn::st in a Kos” Niaspan product. In thai survey, Mr. Audibert represented that
Kos could be on the market in Europe by the end of 1998, directly contradieting the
proposed finding. CX 732 at Schering-Plough White Papcr Exhibits 0000189, Tn
addition, a Sehering prepared contact report regarding its mecting with Kos on April 9,
1997, speaifically discusses Kos” plans for secking approval For Niaspan in Europe. That

document stateg that Kos “plan(s] to use 2 [contract research organization] for handling
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the submission in the E1 (expect this process to he about 18 months behind the U.S.) and
have not theught about pessibilities clsewhere.”” CX 1047 at SP 002748,

In addition, while Schering knew from its discussions with Kos that Eos was near
approval with the FDA in the United Stales, Schering also learned from its discussions
with Kos that Kos had completed 14 pharmacokinetic studies and was in the process of
patenting its dosmyg reg,imcﬁ for Niaspan. Through additional discussions with Kos,
Schering also knew that “the most chatlenging aspect of [Niaspan’s] developmaont was
niacin’s phammmldnuti.us” anid that the 14 pharmacokinetic studies Kos had completed
for regulalory filing came “al a cost of about $4 million.” See generaliv CPF 612-613
(discussing what Schering learned from its meetings with Kos during the first hall of

1997),

1.301.  Complaint counsel’s fact witness, the director of licensing for Kos in 1 Q97
confirmed that Kos was focusing on the U5, market in 1997, (31 Tr. 7508, 7558 (Patcl)). in
fact, the March 1997 prospsctus for Kos” initial public offering expressly staled that Kos did not
intend to market Niaspan outside the Uniicd States, and eventually intended to license the
marketing righis lo an international parmer: “To date, the Company has had no material
discussions concerning such possible ammgemants with other companies.” (SPX 605 at Kos
0073}, In a document dated November 1997, another of complaint connscl’s fact withcsses, Mr,
Egan, confirmed that during Searle’s discussions mﬁtj1 Kos in which Searle cxpressed its desire to
pursne both the 118, and inlemational rights to Niaspan, Kos stated its desire o “delink” those

discussicns and pursue only the 17.8. rights at that time. {33 Tr. 7979-80) (Egan}); CX 524 at
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Pharmacia 00038).
Complaint Counsel’s Response to Finding No. 1.301:

Complaitl counsel has no specific response.

1.302.  Based on hus knowledge about Kos’s focus on the 1.8, market, Mr, Audibert
assumed that Kos or another compelilor would enter the international market with a similar
product inn 2002, just 3 years affer the launch of Niucor-SR, (18 Tr. 4133 {Audibert}). Dr,
Horovitz concluded that Mr. Audibert’s assumption that similar products with similar labeling
would enter the market in 2002 was reasonable. €16 Tr. 3670-71 {(Hotovitz)). As wonow know,
Mr. Audibert’s assumption was accurate. (16 Tr. 3673 (Horovitz); 18 Tr. 4266 {Furniss)).

Complaint Counsel’s Response fo Finding No. 1.302:

The proposed finding is incomplete and misleading. Mr. Audibert had Hoited
involvement in Schering’s discussions with Kos regarding Niaspan. In [aci, he only
participated in one conference call with Kos in March 1997, and then dropped oul of
Schering’s evaluation of Niaspan. 1t at 15:3516-17 {Ray Russo) (confirming that Mr.
Audibert only participated in one conference call which occurred in Mareh 1997 (per X
543)). I:n addition, when assessing Niacor-SR m June 1997, Mr. Audibert did not consult
the Schering offictals involved in the full discussions with Kos regarding Niaspan., See
CPF 425 {discussing Mr. Andiber1’s failore to consult Schering officials regarding

Niaspan}.

1.303.  As aresult of his projection of entry by a competitive product in 2002, Mr,
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Audibert projected a decline in Niacor-SR’s market share. (11 Tr. 2453738 {Audibert Dep )).
Mr. Audibert believed this to be a conservative assumplion because he believed entry by a
competitor would increase the total marker sharc for all susiained release niacin products. (11 Tr.
2458-59 (Audibert Dep.)). Dr. Horovitz testitied that the increased physician awarcness that
ollen occurs when a second product enters the market and two companies promote those similar
products made this assumption *“very conservative.,” (16 Tr. 3670-72 (Herovitz)).

Contplamt Counsel’s Responsc to Finding No. 1.303:

- Complaint counsel has no specific response.

(e Side Effect Profile Deesn’t Significantly Change
1304,  Mr. Audibert assumcd that the side effect profilc of Niacor-SR would not
significantly change as compared to the data from the pivotal trials with Niacor-SR, becanse he
saw No reason to behieve it wonld change. (18 Tr. 4136 (Audibert)). Dr. Horovitz agrees that
this assumption was also reasonable. (16 Tr. 3674 (Horovile)).
Complaint Counsel’s Response Lo Finding Neo. 1.304:

The proposed finding is incomplete and misleading. Mr. Audiberi’s assumption
that thc- sidc cffvet prefile from Upsher’s pivolal trials was flawed. He could noi make
this assumption, becanse he had not even reccived the full results from both of Upsher’s
pivotal trials. The results of Upshet’s second pivotal trial were not complete at the time
Mr. Audibert received the information package from Upsher on (hese trials. X 1042 at
SP 16 00079 (the “packagc™ of information received from Upsher noting that the
“projected” completion date for the second pivotal trial {Protocel 900221) was June

19973,
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1.305.  Each of Mr. Audibert’s assumptions that formed the basis for his commecial
assessment of Miacor-SR was reasonable when he magde that assessment in June 19407,

Finding Mo. 1.303:

Complaint Counsel's Res
The proposcd finding 15 not supported by the evidence. There is no
evidence cited for this proposition. In addition, Mr. Audibert’s commercial
assessment contained numerous flawed assumptions.  See generally CPF 456-484
(deseribing flaws in Wi Audibert’s evalualion of Upsher's putenl status, the
administration and dosing schedule for Niacor-SR, usc of niacin in combination
with a statin, the anticipatcd date of Niscor-SR entry in the European market, and

the regulatory status of Niacor-SR).

{3}  Mr. Audibert’s Written Commgcreial Assessment
of the Niacor-SR Opporiunily

1.306.  Following his evalnation of the Niacor-SR opportunity, Mr, Audibert prepared a
written commercial assessment, as well as a written profit and loss projection on the bagis of the
sales he had projecied in his commercial assessment. {SPX 2; SPX 6). Mr. Andibert provided a
copy of each of these documenis to Mr. Lauda. (18 Tr. 4138-40 (Audibert); 15 Tr. 4345-46

{Lauda)).

The proposed finding is incompleie and misleading. Mr. Audibert did not
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perfenn an “evaluation” of the Niacor-SR product, bul merely conducted a limited
“commercial assessment.” Mr. Audibert described his assignment as *| generating a
sales forecast.™ CX 1484 at 105:18-2! (Audibert dep}; Tr. at 7:1367-68 (Levy)
{describing Schering’s analysis of the Niacor-SR as constituting only “about 4 third of the
way throogh the preliminary evaluation” of ull due diiigence}; CPY 417-419 (descrilbing

the limiled scope of Mr. Audibert’s “comumercial asscssmeni™).

1.307.  In his assessment, Mr. Audibert provided background information regarding the
cholesicrol lowerimg market, including the competitor products in that market. (SPX 2 at SP 16
00040-45). M. Audibert explained the current state of knowledge regarding niacin as an
effective cholesterol lowering agent, as well as the difficulties that had hampered prior
immediate release niacins (flushing} and sustuined release niacins (association with
hepaiotoxicity). (SPX 2 at SP 16 00040-45). Mr. Audibert detailed the cwrrent size of the
cholesterol lowenng 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). Mr. Audibert identifGed his conclusion that a product opportunity cxisted for Niacor-SR,
and on the basfs of his conclusions, he provided a summary of his sales projections for Niacor-
SE, which were delailed . (SPX 2 at 8P 16 00040-457,

Complaint Counsel’s Response to Finding No. 1.307:

The proposed finding 1s mcomplete. Mr. Audibert’s commercial assessment did

not provide a complete explanation of the current state of knowledge regarding niacin,

and failed to report prablems eoncerning niacin drogs that were well-known te Schering
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at the time of Mr. Audibert’s commercial asgessment. In particolar, Mr. Audibert failed
Lo note Schering’s survey in April 1997 of ten cholesterol-management experts who
evaluated a potential joint marketing opportunity concerning Kos” sustained-releasc
niacin preparation. Thosc cxperts reporled to Schering the following conceming
sustained-release miacin drugs: (1) generai practitioners “aveid use of sustained release
preparalions . . . because of diminished clficacy and concern regarding repatotoxicity”;
(2} “niacin and, parlicularly sustained relcase niacin, has such a bad reputation among
primary care physicians™ that suceessful marketing of Niaspan will require “compelling
dala™ and sirang support from lipid speciabisis; and that (3) data from clinical studics of a
sustained rekease macin product “will be serutinized very carefully” as « result of
“niacin’s history, and, especially, the safcty issue with sustained relcasc niacin.” X 576
at 8P (120709, 15, 17 (April 1997 Decker Research Associates report entitled A
Qualitative Evalualion of the Oppormmnity for Niaspan in Multiple Lipid Disorders™).

See generally CPF 598-609 (discussing the Decker report in detail and how it mdicated
that Niacor-SR was not a straightforward liccnsing epportumity),

- Mr. Aodibert’s commereial assessment also fatled to note a memorandum
prcpare;d by Martin Driscoll {(Schering”s vice president of markcting and sales for its Key
division) reccommending discontinuation ol discussions with Kos for the “principal
reason’ that the product did not “represent a large-enough opportunity in the marketplace

S CXO358 at SP 002719, Mr. Driscoll’s memorand i was prepﬁred on June 9, 1997,
just eight dayé. before Mr. Audibert completed his cotnmercial assessment of Niacor-SR.

In reaching this recommendation on Niaspan, Mr. Driscoll neicd that “fmmediate-release
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niacin prodocts canse fiushing in most patients [and as a result] patient compliance is
greatly impacled™ and that “long-term wse of the immediate-release niacin can lead to
hepatotoxicity.”  CX 558 at 8P 002719 (Driscoll memorandum recommending
discontimuabion of discussions with Kos). Mr. Driscot] also noted that the “ewrrent
markct dynamics of the ‘statm’ category” was another “important factor™ that would
impact Niaspan’s aceeptance int the marketplace. He observed that becausc of (he
apparent potency and benign side-cifect profile of statins iikc Plizer’s Lipitor, “Niaspan’s
market opportunity is nanmowilg ven prior 1o ils introduction [and that indeed, the use
of other classes ol cholesterol-lowering agents such as nizcin, gemfibrozil, and
cholestyramine has deelined since the introduction of Lipitor.™ C3X 558 at SP 002720

(Driscoll memorandum recommending discontinmation of discussions with Kos).

1.308. Mr. Audibert attached to his assessment two tables which contamed his detailed
finaneial projeetions ol both the fulure growth of the cholesterol lowering market and his sales
projections for Niacor-SR in thal markel. (SPX 2 at SP 16 00046-47).

Complaint Counsel’s Responsc to Finding No. 1.308:

The proposed finding is mcomplete and mrsleading, Mr, Audibert’s fnancial
projections were not “detailed”™ and were not consistent with Schering’s practice in
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68% at 5P (118745 (Schering “finance manual™ requiring linancial review for any
agreement where intellectual property tights were fransfoerred lo Schering); CX 153 1at
14:4-16 (Wasserstein I£I) (discussing Schering’s licensing department”s role as
coordinator between different Schering depariments, including the corporate finance
group, so that “all the appropriate review was done™); see generally CPF 406-410
{deseribing customary phartnaceutical dus diligence on financial and commercial

dSEessments).

In additiﬂ'r]g AR SRS R F AR PP F SRR NS R AP A A A AR RPNV NS AR N AR AR N N
B A T PR T PRI TR F AN A W T TR N R I Ay

RESREARNARAY SRR R R PSR ES BAR AR S RA A S v varrnsannes Yoo (TPF 503-5 {}j’

{describing Schering duc diligence review of commcereial amd financial issues for its
hicense with Zenagen); CPF 535-544 (describing Schering due diligence review of
commercial and financial issucs for its license with Cor Therapeutics);, CPF 558-559
(describing Scherimg due diligence review of commercial and financial issues for its
license with Atherogenies); CPF 568-309 (deseribing Schering due diligenee review of
cummefcial and financial issues for its license with Briiish Biotech), CPT 577-578
(describing Schering due diligence review of commercial and linancial issues for its

license with TCNY,
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{4) Mr. Audibert’s Sales Projections for Niacor-SR Were Congistent With
Other Projections for Sustained Release Niacins

{a) Market Analysts® 1997 Niaspan
Sales Projections

1.209.  In March 19.9?, Kos procecded with an Initial Public Offering (“IPO”™) on the
basis ol projected sales of its primary product, Niaspan, a sustained release niacin. (31 Tr. 7544
(Patel}; 33 Tr. 7982 (Egan); 28 Tr. 6982 (Kemr)). Kos raised over $62 million by selling 29% ol
its stock to the public in this TRO. (31 Tr. 7545 (Patel); TSX 21 at Kos 0052; 19 Tr. 2070
{Levy}). The market capilalization of Kos as of March 1997 was approximately $200 nmHion.
{10 Tr. 2070 {Levy)). Betwesn March and September 1997, Kog’ stock and market capitalization
were rising and, by the sunimer of 1557, Kos had a market capitalization of over 5300 million.

(31 T1. 7574 (Patel); 10 Tr. 2070 (Levy)).

Complamt Counsel’s Responge to Findimg No, 1.509:

The proposed finding is incomplete. Kos raised capital through its PO based on
the cxlensive dovelopment it undertook for its sustained-release niacin drug, Niaspan.
Kos® IPO registration statement (which was provided as part of a February 1997
“confidential disclosure” o Schering) specifically discussed known problems and risks
associdled wilh susla.i_ncd-rclcasc niacin deogs, incloding a “high incidense”™ ol liver
toxicity. It statcd that: “In order to remedy the side effoets asseciated with [immediate-
release| niacin, several manufactirers have developed sustained-release (“SR™)
preparations of niacin, typically administered twice a day. Such SR preparations have not
been approved by the FDA for treatment of lipid disorders, and their administration

frequently has been associuled with a high meaidence of liver toxicity.” CX 540 at SP
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002781, TheIPO regisiralion statement gave additional detail on specifics of Kog”
product development, which Kos represcnicd as providing for Niaspan's improved safety
and side effects profile. Kos” registration slalement reports that its sustained-release
formulation of nacm *reduces the intolerable side effects and frequent safsly problems
characleristic of currently available niacin formulations [and that] Kos believes that it is
the umgue controlled-release nature of its Niaspan formalation in sonjunclion with
Miazpan’s specific dosing regimen that minimizes adyvorse events whilc mainiaining

niacin’s positrve effect on lipids.”™ CX 540 at SP 02781,

1.310.  Around the time of the IPO in the spring ol 1997, smf_cral market analysls
published projected ULS, sales for Niaspan reaching between 3220 million and 5250 million in
the third year of sales. (10 Tr. 2072 (Levy); SPX 226; 28 Tr. 6872-73 (Kerr); USX 535 at USL
11514; srswrranaverarnvnrnearserens Iny adidilion, after Kos had established itself in the domestic
market, stock mnalysts projected Niaspan could go on to achieve a “few hundred mullion in sales
overseas.” {28 Tr. 6874 (Kert)).

Comptaint Coungel’s Response to Finding Nao, 1,310,

“The proposed finding is contradicted by other evidence. The projected sales for
Niaspan were exaggerated by both _Kos and 1ls mvestmeni bankers. Firsl, these sales
projeetions were cxapgcrated according to Schering’s own sales estimates for Niaspan.
As dizscussed below in Schering’s proposed finding 1.316, Schering cstimated third vear
sales of Niaspan at éiﬂl millicn {as compared to the between “$220 and $250 million™

gztimated by the market analysts), In addition, as expressly stated in Schering’s proposed
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finding 1.314, "Schering did not agree with market analysts’ public projections of
MNiaspan sales of $250 million.” Second, according to complamt counsel’s expert Dr,
Lav}.g “it 13 not atypical for a startup company doing an [PO 1o grossly overstate its
polential eamings. That’s how they pump up their steck price. And 1t’s not atypical for
invesiment bankers to camport with that behavior.” Tr. at :1856 {Levy).

The propesed nding 15 neomplels and misleading. The financial marlket
referenced in the proposced finding refurs Lo analysts whose objectives were lo underwrite
the mitial public offering of Kaos” stock and to promots the company to achieve high siock
value. Dxllon, Read & Co. , Cowen & Company, Salomon Brothers Ine are identified on
the front page of Kos™ initial public offering prospectus as the underwriters ol the Kos
PO, TISK 21 at AAA 0000052, Also noted on the first page of the prospectus is the
interest that these firms have in the company; all three inderwriters were oftored
substemtial shares of the company. The underwriters are required by the SEC to disclose
this mterest, and consequently, their incentive to strongly support and promote the
company. Upsher, however, chese not to imclude this peint in its finding.

In addition, the proposed finding on Kos® capitalization and outside analysts
projections is not relevant to this proceeding. Therc is no evidence (hat Schering valued
Niaspan, ér even Niacor-8R eon the basis of outside analysts projeclions. In fact, Schering
conducted its own due diligence and completed projections to cvaluate the Miaspan
opportunity. CX 548 (Niaspan financial analysis prepared by Ray Russo and Toni
DeMola of Schering, dated April 17, 1997); CX 549 {additional Niaspan financial

analysis prepared by Ray Russo and Ton: DeMola, dated April, 1997); CX 550 {Niaspan
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sales forscasts prepared by Ray Rousso and Toni Delola, indicating “base,” “downside,”
and “upside” sales forecast); Tr. al 15:3472, 34706-77 (Ray Russo) at 3472 {confirming
thal he completed sales projections for Niaspan); 3476-77(acknowledging that sales

projections were completed for Nizcor-5R).

1.311.  In May 1997, during ihe course of ils negotiations with Schering, Kos quoted
Schering what it characterized as “conservative” projcclions for sales of Niaspan that had been
puhlisheﬂ by slock analysts, (SPX 230 at SP 002721). Thosc projections lorecasted §175
million in U.S. salcs in just the second year afier Jaunch, increasing further to $200 million in the
third year., (SPX 230 at SP 002721}, sesssscsrsarnensurrsensssvrsertoesorsansoansaansorsestassanyy
erserersrseinsnsenananentnessantansannsaninesnensenns 11 fict, documents from one partner with whom
Kos negotiated mdicaled thal projectiions for peak year sales were as high as $400 million. (X
524 at Pharmacia 0000037).

Complaint Counscl’s Response to Finding No. 1.311:

The proposed finding is incompletc and misleading. The projected sales for

Niaspan were exaggerated by both Kos and its investment bankers. See CPRE 1.310,

h) Mr. Ruszo's Conservative Sales Projections for Niaspan
in April 1997

1312, M April 1997, Mr. Russo was Schering’s senior director of marketing in charge

of the negotiations with Kos regarding a potenrial co-promoiion of Niagpan in the United States.
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{15 Tr. 3439, 3452 {Russo}}. As part of Schering’s cvaluation, Mr. Russo and another Schermg
representative prepared a range of forecasts of potential LS. Niaspan salcs, with peak year sales
in the more optimistic “upside™ scenarios cxcceding $330 million. (15 Tr. 3455-56 (Russo); CX
5500 at 5P DO27435).

Complaint Counsel’s Responsc to Finding No. 1.312:

The proposed linding is incomplete and misleading. Mr. Russo had three separate
sales projections conducted for Niaspan, which were then applied against two separtate
pricing scenarios. The proposcd finding only reports the highesi projected fgure, The

Tull proiections completed by Mr. Russe were:

Trice Scenario 1 Prce Scenario T
Dgwpside™ | $64,691 $1i31,284
“Hase'” F123 840 $£193,203
“Upside” $227.328 $354,770)
O3 550 at 5P 002743-45.

1.313.  Mr. Russo, exercising lus best business judgment, forecasted as his “basc casc
scenario 17 whal he thought was the most realistic projection of Niaspan sales in the United
States. (15 Tr. 3459, 3461-63, 3472 (Russo); CX 550 at SP 002743; CX 351, at 8P 002731).
Under this scenario, Mr. Russo projected that Schering could achieve $134 million in sales in

2002, rising therealter to $193 million, (15 Tr. 3461, 3529 (Russe); CX 550 ai SP 002743}
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Complaint Counsel's Responsc to Finding No. 1,313:

‘The proposed Endm;g is incomplete and misleading. Despite Mr. Russo’s
forecasts, Schering decided not to proceed with disenssions with Kos regarding Niazpan.
The recommendation to discontinue discussions with Kos was made by Mr. lusso’s boss,
Martin Dmiscoll (Schering’s vice president of marketing and sales for its Key division).
Mr. Driseol] tnade this recommendation for the “prineipal reason™ that the product did not
“represcnt 2 large-enough opportunity in the marketplace . . .”. Mr. Driscoll’s
memorandum was prepared on June 9, 1997, just aight days before Mr, Audibert
completed his commercial assessment of Niacor-SR. In rcaching this recommendation on
Niagpan, Mr. Driscoll noted that the “current markct dynamics of the “slatin’ category™
was another “important factor™ thal would impact Niaspan's acceptance in the
marketplace. lle observed thal becausc of the apparent potency and benign side-effeet
profile of statins like Pfizet’s Lipitor, “Niaspan’s markel opportunity is narrowing even
prior to its introduction Jand that jndeed, the use of other classcs of cholesterol-lowering
agenis such as niacin, gemfibrozil, and cholestyrammine has declined since the mireduction
of Lipitor.” CX 558 at SP 002720 (Driscoll memorandium recommending

dizcontinmation of discussiong with Kos).

1.314.  Evemtually, in June 1997, Mr. Drscoll sent a memorandum to Mr. Cesan
recommmending thal Schering terminate negoliations with Kos, part of which indieated that
Schering did not agree with market analysts” public projections of Niaspan sales o' $250 million.

(15 Tr. 3527-30 (Russo); X 558). Thal writlcn reconunendation adopted Mr. Russe’s "base
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case scenario II” projection of Niaspan sales of $134 million in 2002, (15 Tr. 3527-30 (Russo);
CX 55%). As indicated 1n that recommendation, however, because Schering would be sphitting
revenues with Kos, Schering’s projected revenues would be 367 million, exactly hull ol the sules
figure projected by Mr. Russo. (15 Tr. 3527-3(} (Russo); CX 558; CXK 550).

Complaint Counsel's Response to Finding No. 1.314:

The proposed finding is incomplete and misleading. Mr. Drigeoll recommended
torminating negotiations with K.os for several reasons, imcludmg that the “current market
dynamics of the ‘statin’ category” was another “important factor” that would impact
Niaspan's acceptance in the marketplace. Yee CPRE 1.313 (discussing Mr. Driscoll’s

rationale [or discontinuing negntiations).

1.315.  In 1997, according to complatnt counsel’s pharmaccutical licensing expert, U.S.
sales represented “roughly™ half of worldwide sales of cholesterol lowering drugs. (9 1. 1914-
15 (Levy)). According lo the documents available to Schering in June 1997, |.|1t:. markel [or
cholestero] lowerng drugs outside the 5., Canada and Mexico (“worldwide Ex-NAFTA™) was
larger than the ULS. market for cholesterol lowenng drugs. {SFX 5 at SP 16 00447; CX 1042 at
SP 16 00112).

Complaint Counsel’s Response to Finding No. 1.315:

Complaint counsel has ne specific response.

1.316. Mr. Russo’s “hase case” projections for [1.5. sales of Niaspan in April 1997

compare to Mr. Audibert’s Ex-NAFT A projections for Niacor-SR in June 1997 as follows:
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Sales {5) 1997 1448 Tuuy 2000 2001 20402 200% 2004 005

Niaspan 7 4% 101 106 126 133 140 152 174
{L.5. Only)

Sales (3} 1990 | 2000 2001 2002 2003 2004 2005 2006 2007
Nlacor-SR 45 70 114 126 ne 127 140 125 136
(Ex-NAFTA)

(O 550 at 5P 002743; SPX 2 at SP 16 (H)046-473,
Complaint Counsel’s Responge to Finding No. 1.3 16:
The proposed linding is incormplele and misleading, The proposed finding only
reports the higher of the two “basc case™ projections performed by Mr. Russo. Tt does not
melude the tero “downside™ forecasts done for Mr. Russo that were substantially lower

than Mr. Avdiberi’s projections for Niacor-SR, as follows:

Salew (5 millions) 1897 1048 1909 2000 2001 002 2003 2004 2Hins

Niaspan

(I'rice Scenaric 1) .5 11 21 3 42 44 47 1! o4
Migspun

(Price Scenario L[} .7 17 32 52 i 69 74 R a4
X 550 at SPO02744.

1.317.  Dr. Kerr explained that Schering’s projections for Niagpan and Niagor-SR were
very similar, and that both were morc conscrvative than market analyst projections for Niaspan at
the time. (28 Ty, 6927 (Ken)). This supported Dr, Kerr's conclasion that Mr. Audibert’s sales

projeclions for Niacor-SR were reasonable. (28 Tr. 6927 {Ker)).
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Complaint Counscl’s Response to Finding No. 1.317:

The propescd linding 15 not relevant. The fact that Dr. Kerr found Schering's
projeciions [or Miaspan and Niacor-SE to be conservative relative to market analysts’
projections 18 irrclevant, considering that Schering itself did not agree with the market

analysts’ projections. See CPRF 1.314.

() Upsher®s Internal Projections for Niacor-SR

1.318.  Various Upsher cmplovees testified that Upsher believed Niacor-SR conld

achieve annual sales of $100 million to as much as $250 miltion in the United States market

glone. (21 Tr. 5011 (Kralovec); 21 Tr. 4978 (Freese}). Upsher felt that achieving (hose sales

depended upon a significant marketing efford, including active promotion by 100 or even 200

outside sales representatives. (21 Tr. 5012 (Kralovee)). In the mid-1990s, Upsher did not have a

galcs foree, bul intended to use Wiacor-SR as the basis for development of a sales force, at a cost

of approximatcly $15 to $20 million. (21 Tr. 5012-13 {Kralovec)). Upsher’s documents reflect

that it wag projecting anmuat sales for Niacor-SR of anywhere fiom 5226 millio (o as much as

$498 million. (USX 1563; UTSX 1564 at 1UUSL 10045).

Complaint Counscl’s Response to Finding No. 1.318:

The proposed finding is contradicted by other evidence. Upsher's sales
projections for Niacor-8R as of Yuly 1997 merely ranged hetween $5-7 million. CX 930
at USTL 13191 (sales projections prepared by Upsher marketing official Denisc Diolan).

The proposed finding 1s not ralavunf and incomplete. Upsher’s markeling siralegy

for Miacor-5K ineluded retaining an outside side force Lo markel Niacor-SR.  Upsher’s
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Taly 1997 sales projections assumed that “USL will hire or rctain a detail force to market
Niacor-3R successfully.” CX 930 at USL 13192 (sales projections prepared by Upsher
marketing official Demise Dolany; see alse CX 929 at USL 13140 (memorandum
prepared by Demise Dolan i March 19497 stating that as part of its “promotional
strafegics’ for Niacor-5K, Upsher expected that “[t]his promotion may be beyend the

scope of telephene sclling and will entai] the employment of an cutside delail force.™)

1.319. By 1997 however, Upsher’s marketing force had grown to just 20 telephone
salespeople, 8 national accounl representatives, 4 marketing representatives, and some service
support in charge of direet mail programs and other marketing initiatives. (20 Tr. 4619
{Dntsas)). Upsher did not have a field sales force or detanl force in 1997, (20 Tr. 4619-20
(Dritsaz)). {psher’s total sales were approximately 535 million in 1996, (20 Tr. 4620 (Dritsas)).
In fact, unlikc most pharmaceutical companies, Upsher could not allord io purchase new [vS
data and had to rely on outdaled data when making projections. (20 Tr. 4708-0% (Drilsas}).

Complaint Counsel’'s Regponse fo Findine No. 1.314:

‘The proposed finding is not refevant. Thpsher®s marketing strategy for Miacor-SR.
included retaining an outside side force to marlcet Niacor-SR.  Upsher's July 1997 sales
prajections assumed that “USL will hite or retain a detail force to matket Niacor-SR
successtirlly,” CX 930 at USL 13192 (sales projections prepared by Upsher marketing
official Denise Dolan); see afye CX 929 a1l USL 13140 {memorandum prepared by Denise
Dolan in March 1997 stating that as part of its “prommotional strategies™ for Niacor-SR,

Upsher expected that “[t]his promoetion may be beyond the scope of telephone selling and
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will cntail the employment el an outside delail force.™)

1.320.  In late-1996, as a resull of nol haviny bult a field or detail sales foree, Upsher projected
sales of Niacor-SK, based on its limited abilily lo market the product, of $10 miBlion in the first
year and 520 million in the sccond wear. (23 Tr. 5528-29, 5535-36 (Troup); CX 332, CX 234),
Schering, on the other hand, could put thousands of salcspeople behind the product. (23 Tr.
5528-29, 5536 {Troup}).

Complaint Counsel’s Response o Finding No. 1.320:

The proposed linding is contradicied by olher evidence. Upsher’s sales
projections for Niacor-SR as of July 1997 mercly ranged between $5-7 million. CX 930
al USL 13141 (sales projechons prepared by Upsher marketing ofBeial Denise Dolan).

In addition, Mr. Troup’s statement that Schering could “put thousands of
salespeople behind the product™ is irrelevant. Upsher’s sales projections assumed thal
“USL will hirc or retain a detail foree to market Niacor-SR successfully.” CX 930 at
USL 13192; see also CX 929 at ﬁSL 13140 (memorandum prepared by Lpsher
marketing officiat Denise Dolan in March 1997 stating thar as part of its “promotional
strategics” [or Niacor-SR, Upsher expected that “[t]his promotion may be beyond the

scope of telephonc sclling and will entail the employment of an outside detail foree."}

4, The Strategic Value that Niacor-SR Offered to Schering in June 1997
1.321.  Because Schenng was planning to launch the largest product in company Instory

in a market in which it had no presence, it was important for Schering to [ral esiablizh a presence
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11 thal market in order o build a know ledgeable sales force cupable of maximizing the launch of
cectimibe. (18 Tr. 4108-11 (Audibert); 16 Tr. 3622-23, 3639-66 (Horovitz); 19 Tr. 434849
{Lauda); 15 Tr. 3437-38 (Russo)). Promohing a sustained release niacin product had significant
stratepie value 1o Schering in that it would allow Sehering to get to know the market and “cam its
butnps and brutses™ belore its launch of ecetimibe. (18 Tr. 4108-11 {Audibert); 15 Tr. 3437-38
{Russo); SPX 21 at 002771).

Complaint Counsel’s Response to Finding No. 1.321:

The proposed finding is not relevant. The Schering Roard of Tirectors never heard
ihis “strategic valuc™ juslification bofore approving the settlement agreement between
Schering and Upsher. See CX 338 at SP 12 00268-71 (Schering Board presentation
document on Miacor-SR). However, the Schering Board was informed of the need for
Upsher to receive “a guaranteed incoine stream’™ to replace Upsher’s projected Klor-Con
profits. See CX 338 at 5P 12 00270 (Schering Board of Directors briefing document lor
the Schermyg/Tipsher A greement).

The proposed finding is also inconsistent with Schering’s proposed finding 1.133,
which represents that Schering’s “superior ligld force, particularly in the arca of

cardiovascular medicine,” us one of its “unique advantages.”

1.322. Dhring Schering’s discussions with Kos regarding Niaspan just a few monihs
carlier, Schering had identilied a strategic value to Schenng from promoting a sustamed relcase
niacin product in advance of its launch of czetimibe. ({18 Tr. 4108-11 {Audiberl); 15 Tr. 3437-38

(Russo)}. Schering’s strategic interest in Niaspan is reflected in documents created during the
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course o[ those negoliations in Lthe spring of 1997, as well as the teslimeny of the parties involved
in those negotiations, (51X 21 al 002771; 18 Tr. 4108-11 (Audibert); 15 Tr. 3437-38 (Russo);
31 Tr. 7546-47 (Patel}}. In fact, Mr. Palel of Kos testified that Schering explained to him that
ithis siratese value “was the very reason [Schering| wunted to talk to” Kos abont Niaspan. (31
Tr. 7546-47 (Parel)).

Complaint Counscl’s Responsc to Finding No, 1,322:

The propozed finding iz not relevant. See CERF 1.321 (noting that Schering’s
Board was never told this “stralegic value™ justification before entering into the
scitlement agrecment, while 1l was informed of the need for Upsher to receive “a

guaranteed income stream” to replace Upsher's projected Klor-Con profils).

1.323. At the iime of his assessment, Mr. Audibert saw Niacor-SRE as & sustained
release macmn product that would aiso offer this strategic value to Schering. (CX 1484 at 143:1-
25 {Audiberi TH)). Mr. Lauda lesfified that he (oo saw Niacor-SR as an appealing oppurhmity,. n
part, because of thus significant stratcgic benefit. (19 Tr. 4348-49 (Laudz)). In [act, Schering’s
nmitergst in using Niacor-SE as a Iead-in to ezetimibe is rellected in contemperansous documonts
created in June 1997 in advance of the presentation of the Niacor—SR.ﬂppmtunit}' to Schering™s
board of dircctors for approval. (16 Tr. 3623, 3663-66 {Horovitz); SPX 235 al SF 16 00003).

Complaint Counscl’s Response to Finding No. 1.323:

The propesed finding is not relevant. See CPRF 1.321 (noling that Schering’s
Hoard was naver told this “strategic valuc™ justilication belore entering mto the

settlement agresment, while it was informed of the need for Upsher to receive “a
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guaranteed income stream™ 1o teplace Upsher™s projected Klor-Con profits).

In addition, the proposed finding is incomplete and misleading. This “eretemibe”
ralionale is not mentioned m any of the documents generated by Mr, Andibert during his
commercial aszessment. It is only discussed in onc decument, dated Junc 23, 1997, Dr.
Horovitz was the only witncss who testified concerning that document (SPX 233), and hc

thought it caime from Upsher. Tr. at 16:3871-72 {(Horovitz).

1.324.  Dr. Horovitz testified that determining the strategic value of a liccnsing
transaction to 4 party is crucial in assessing Lhe value of that transaction to the party, and is
absolutely a consideration of a company cvaluating a potential licensing transaction. (16 Tr.
3665 (Horovitz)). In cvaluating a licensing opportuinity, Schering always considers stratepic
value. (19°1r. 4362, 4374- 75 (Lauda)). Dr, Horovile explained that Schering had a significant
incentive to enter the huge cholesterol lowering market in advance of its launch of ezetimibe, and
that one of the best ways to achievc this was to acquire a product Lo sell in that market “so that
your company kom the top down leatns about this field, learns how to sell in this field.” (16 Tr.
3660 (Horovitz)).

Complaint Counsel’s Response o Finding No. 1.324:

The proposed finding 1s not relevant. See CPRF 1.321 (noting that Schering’s
Board was fiever teld this “strategic value” justification before entering into the
settlemnent agreement, while it was informed of the necd for Upsher to receive “a

guaranteed income stream” to replace Upsher's projected Klar-Con profits).
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1.325.  Dr. Horovitz identified evidence, includiog contemporancous documentary
evidence, which confirmed thal Schering had pursued this strategy with Niaspan in the spring of
1997, {16 Tr. 3660-63 (Horovilz); SPX 21 at 002771). Dr. llorovitz also identified cvidence,
including contemporaneous documenlary evidence, which confirmed that Schering was pursuing
this strategy with Niacor-SR in June 1997. (16 Tr. 3623, 3663-66 (Horovitz): SPX 235 at SP 16
00003). The uscontradicted testimony of Schering's execulives confirms the documentary
evidence: Schering acted on a strategic intcrest in pursuing Niacor-SR as part of its preparation
for the launch of ezetnmbe. (19 °1r. 4348-49 (Lauda }; CX 1484 at 148:1-25 (Audibert THY). Dr.
Horovitz testificd that this cvidence supports his opinion regarding the value of the Niacor-SR

_license to Schering. (16 Tr. 3664-65 (Tlorovitz)).

Complaint Counsel’s Response fo Finding No. 1.325;

The proposed finding is not relevant. See CPRF 1.321 {noting thal Schering’s
Board was never Lold Lhis “strategic value™ justification beforc cntering into the
seitlement agrecment, while il was mformed of the need for Upsher to receive “a

guarantsed income stream” to roplace Upsher’s projected Klor-Con profits).

5. Schering’s Determination that the Value of Niacor-8R ty
Schering in June 1997 Exceeded 360 Million

a Schering’s Decision that Niacor-SR Was Warth
More than $60 Million to Schering

1.326. Following Mr. Audibert’s evaluation, Messrs. Lauda and Audibert met to
discuss the written assessment and profit and loss stalement, including the projected sales that

Schering could expect from Nracor-SR, its projected marlket share, imd assumptions underlying
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those projections. (19 Tr, 4345-46 (Lauda); SPX 2; SPX 6; 18 (. 4138-40 { Audiberl)).
Complaint Counsel’s Response to Finding No. 1.326:

The proposed finding is incomplete and misleading. Mr. Audibert did not
perfonn an “evaluation” of the Niacor-SR product, but rather conducted a limiled
“commercral assessment.” Mr. Audibert deseribed his assignment as " glencraling a
sales forecast.” CX 1484 at 105:18-2] {Audibert dep); Tr. at 7:1367-68 (Levy)
{describing Schering’s analysis u.l‘ Lthe Niacor-SR as censtituting only “ahout a third of the
wiy tlmough the prelimuinary cvaluation™ of fill due diligence); CPF 417-419 (describing

the limited scope of Mr. Audibart’s “commercial assessment™).

1.327.  Mr. Lauda concluded that Schering could promote Niacor-SR and “easily
garner” the market share that Mr. Aundibert projected because: (1) Schering knew the market for
cholesterol lowering drugs very well; (2) the use of ntacin as an effective treatment for high
cholesterol was cslablished and well recognized; (3) Schering was very familiar with the use of
sustained releasc technology in the development of successful products in the past; and (4) the
results of Lthe Niacor-SR pivotal trials confirmed that Niacor-SR would be approved. (19 1.
4347-49 (Lauda}). Dr. Horovitz perfarmed his own detailed evahiation of theee sajes
projections, including the assumptions wnderlying them, and concluded that they were reasonable
and properly conscrvative. (16 Tr. 3612, 3675 (Jlorovitz)). Dr. Kerr performed a sensitivity
analysis and determined that the Niacor-SR =ales projections were conservative and easily

iusiified Lhe license fees paid. {26 Tr. 6285-6254 (Kem)).
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Complaint Counsel’s Responge (o Findinge No. 1.327:

The proposed [ading i meomplels, msleading, and L'{mlradit:led. by other
cvidence. Mr Lauda’s purported conclusions were contrary to other imformation known
to Schering at the time. Primarily, Scheritty knew from 10s own market research that
sustaincd-relcase niacin drugs faced significant development and marketing obstacles.
See CPF 596-019 (discussing problems concerning sustaincd-relcase macim known to
Schering at the time of the settlement agreement). Mr. Lauda alzo was not familiar with
what Schering had learned about sustained-release niacin products from Schering’s
discussion with Kos.

Dr. Iorovitz reached his conclusions without understanding what mformation
Schering knew at the time of the settlement agreement about sustaincd-release dmgs in
genieral and Niacor-SR in partienlar. In fact, Dr. Horovitz identified several aspects of
Schenng’s review of Niacor-SR thal were conlrary 1o bis experience with due diligence
and how he would have reviewed Niacor-SR had he been in Schenng’s shoes.

- First, contrary to Mr. Audibert’s revicw, Dr. Horovitz would have at least asked
Upsher if there were any “outstanding issues™ with the FDA. He alzo confimmed
that in his experience with in-licensing late stage drogs (like Niacor-SR}, he was
‘unaware of any licensing deal in which such an inguiry was not made. Tr. at
16:3721-22 (Horowitz).

- sceond, contrary to Mr. Audibert’s review, Dr. Horovite lestified (hat ifhe had
besn in Schering’s shoes evaluating Niacor-SR, he would have asked Upsher il'it
had labeling for Niacor-SR. and reviewed such labeling had it been available, Tr.

at 14:3750 (Harovitz) (also noting that he did not know whether anyonc at
Schering had reviewsd Upsher’s labeling for Niacor-SR).
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Fourth, contrary to Mr. Audibert’s revicw, Dr. Horovitz, if he were in Schering’s
shocs atid was poinr do heenge Niacor-SR, would like to have revicwad the TDA
correspondenec rogarding Upsher’s pharinacokinelic studies. Tr. at 16:3744
(Horovitz) (specifically noting he would have liked to review CX 1383 (discussed
beiow} concerning Upsher’s communications with the FIXA),

Finally, contrary to Mr. Lauda’s purported conclusion that Niacor-SR would he
approved, Dr. Horovile lestified that getting Furopean regulatory approval is
never certain. Tr. at 16:3712-13 (Horovitz) (also noting that Niacor-SR never
recerved European regulatory approval).

Likewise, Dr. Kerr reached his conclusions withowt understanding what

mformation Schering knew at the tine of the scitlement agreement about sustained-

release dmgs in gencral and Niacor-SR in particular. He also identified aspects ol

Schermg’s review of Nigcor-SE that were contrary to his own conclusien. In particular,

while Mr. Audibert was not aware of the palent cross-license hetween Kos and Upsher,

Dr, Kerr confirmed that the cross license agreement could have allected the value of

Schering’s liccnse for Niacor-8R. Ir, at 27:6610 (Ker).

Using these financial projections and the terms of the license agreement,

including the royalty payments to Upsher called for under the agreement, Schering performed its

standard calculation of the economie value for this transaction which confinmed that NMiacor-SR

presented an economic value to Schering of between S225 to S265 million, and an internal rate of

refurn of 43%,. {SD¥ 24 at SP 16 00275). Dr. Horevitz testificd ihal based on his sxperience

with in-licensing ransactions in the pharmaceutical industry, an internal rate of retum of 35% is

sormething fo be “very happy with.” (16 Tr. 3616-1% (Horovitz)). None of complaint counsel’s
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witncsses challenged the validily of Schering’s calculation that Mr, Audibert’s financial
projections for Niacor-SR represented an economic vabus 1o Schering of between $225 to $263
million, and an return on its investment of 43%. (SPX 26, at §P 16 00275). Dr. Horovitz
periormed his own “conscrvative” calenlations and concladed that Schering could have paid as
much as $100 million and still obtained a 35% internal rate of return and an cconomic value of
5203 million. (16 1. 3617-18 (Horovitz)).

Complaint Counsel's Response o Finding Wo, 1.328:

The proposed linding 15 not relevant. Complaint counsel does not challenge Mr.,
Audibert’s arithmetic; however, the commercial assessment conducted by Mr. Audibert
coptainud numerous fundamental flaws. CPF 456 484A (detailing the numerous flaws in
Mr. Audibert’s assessment).

Many of these flaws were recognized by Schering’s own experts — Dr. Ilorovitz in
particular — as contrary to his own expericnce in the pharmaceutical industry and confrary
te how he would have conducled review of Niacor-SR. See CPRF 1.327 (noling several
arcas of Mr. Audibert’s review that Dr. Florovitz did not agres with). Schering’s
European pricing expert also festificd that Mr. Audibert did not conduet his Enropcan
pricin g-analysis consistent with the expert’s practice (including his evaiuation ot pricing
issucs i this matter). See CPRF 1.280 (discussing Mr. Audibert’s failure to idemify a
comparator drug in Europe, and to review the European market on a country-by-country

hasis}.
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1,329, In addition to the economic value he saw for the produet, Mr. Lauda also
concluded that Niacer-SR presented “a majcr.r strategic 1it for us as a precurser Lo faunching
czctimibe.” (19 Tr. 4348 (Lauda)). Based on both the economic and siralegic vales, Mr. Lauda
concluded that the value of the Niacor-SR licensing opportunity to Schering mn a “conservative
format” was much more than $60 million. {19 Tr. 4345-47 (Lauda); 8 Tr. 1634-36 (Lauda
Dep.)). Based on his own detailed cvaluation of the Niacor-SR opportunity in June 1947, Dr.
Horovitz concluded that the significant cconomic and strategic values of that opportunity t-.:-r
Schering exceeded 560 million. (16T 3618, 3698-3700 (Horovilz)). Dr. Horovitz reached (his
conclusion without having examined the supply agreensent that permitted Schering the option to
pl.ll‘GhE;S-E supplies from Upsher at its cosi of goods, and believes that this improves Schering's
margn and renders the agreement “cven better for Schemng.™ {16 Tr. 3606-07 (Horovil); CX
348),

Complani

The proposed finding is not relevant. See CPRF 1.321 (noting that Schering’s
Board was never told this “straiepic value” justification before cntering into the
setilement agreement, while it waz informed of the need for Upsher to receive “a
guarantced income stream™ to replace Upsher’s projected Klor-Con profils),

The proposed finding 1s incomplete. Mr, Lauda’s purportcd conclusions were
contrary to other information knc.rwn io Schering at the time. Primarily, Schering knew
fromm its own market research that sustained-release niacin dmgs faced sigﬁiﬁcant
development and marketing obstacles. See CPF 596-019 {discussing problems

concermng sustained-release niacin knewn to Schering at the time of the scttlerent
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agresment).

Tnnaddition, Dr. Horowvitr reached his conclusions without understanding what
mlommation Schenng knew at the time of the settlement agreement aboul sustained-
release drugs 10 general and Niacor-SR in partficular, In fact, Dr. Horovitz ideniified
several aspects ol Schering’s review of Niacor-SR that were contrary to his expenence
with due diligence and how he would bave reviewed Niacor-SR had he been in

Schering’s shoes, See CPRF 1.327.

1.330.  Having concluded that the Niacor-SR eppornmity presented a valne to Schering
in excess of $60 million, Mr. Landa adviscd Mr. Kapur of his conclusion and later provided him
a copy of Mr. Audibert’s written assessment and profit and loss projections. {19 Tr. 4349
{Lauda); SPX 2Z; 5PX 6). Mr. Lauda understoad that this information would be used by Mr,
Kapur o negoiiale a Heense apreement for Niacor-SR. (19 Tr. 4349 {Lauda)).

Complaint Counscl's Response to Finding Ne. 1.330:

The proposed finding is incotnplete. Mr. Landa was informed before instruciing
Mr. Audibert to conduct his commercial assessment aboul the terms of the patent
settlement with Upsher (ncluding the $60 million payment}. CPF 242, Mr. Wasserstein
{a Schering in-house lawyer who participated in the settlement ncgotiations with Upsher)
alsc had told Mr. Audibert what the terms of the patent settlement with Upsher were prior
Lo completing Schering’s review of Niacor-SR. U7X 1532 at 17:13-18:22 (Wasserstein

dep) (noting that he informed Mr. Audibert abot the terms)
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b. D, Levy*s Criticism of Schering’s Decision that Niacor-
SR Was Worth More than $60 Million to Schering in
June 1997
1.331.  Dr. Levy testified that he had concluded that the $60 million license fee called

for in the Niacor-SE liccnse agreement “was not lor Niacor-S8R,” because the payment terms of
lhe Niacor-5R license agreement were “grossly cxcessive.”™ {7 Tr. 1306-07, 1320 {Lei':,r); CX
15397). Dr. Levy identified license fees, milestone payments, and royalty pavments as the three
mﬂn types of consideratzon conlained in licensing arrangements. (7 Tr. 1321 (Levy)). Dr. Levy
ignored the MNiacor-SR license provisions relating to two of these three categories — milcstonc
and royally payments — stating simpiy that they were in-linc with what he would expect for a
product bke Miavor-3R. (7 Tr. 1329 (Levy)), “It"s just the license fee that was grossiy oul of

ling.” {7 Tr. 1337 (Levy)).

Complaint Counsel’s Response to Findiog No. 1.331;

The propesed tinding is incomplete and misleading. J}Ls the proposed finding
itself notes, rather than ignore them, Dr. Levy discussed the milesione and royalty
payments for Miacor-5R that were included in the scttlament aprcement. Based on his
analysis of thosc payvment terms, and his knowledge of other licensing deals, he
concluded that the milestone and royalty payments included in the settlement agreement

for Niacor-SR were in line with similar deals. CPF 306, 307; Tr. at 7:1329, 1337 (Levy).

1.332.  With respect to the third category, however, Dr. Levy testified that the $60
million licensc foc was “prossly excessive™ on Lhe basis of just two factors: (2} Schering’s

evalnation of Niacor-SR ranks it a3 a “minor” drug and, as such, its economic value does not

261



Justify the license fees paid; and (b) Dr. Levy’s belief that the $60 million license fee was larger
than any previous license fee in the history of the phanmaceaurtical industry. (7 Tr. 1326-30
(Levy)).

Complaint Counsel’s Response to Findime No. 1,332:

The proposed finding is incomplete and misleading, Dr. Levy's analysis of the
propricly of the §60 million doliar licensing fee was extensive and detailed, relying on
many mere than “ust two factors.™ Dr. Levy examincd macin and the general
hyperlipidemia market (CPF 265-86), the same documents used by Schering in its
analysis of the Niacor-SR opportunity (Tt. at 7:1342, 1367-76), Schering’s records of
over 33 other Schering deals (Tr. at 7:1334-35), olher payiments by pharmaccutical
companies up unlil the date of the Schering agreement (Tr. at 7:1330-31), and Schering's
actions affer the money was paid to Upsher (CPF 664-693).

In addition, in reaching his conclusion that the $60 million payment was grossly
ckocssive, he also testified that this payment was the largest such payrent in Schering's
history, a fact which remains uncontested by the respandents. See CPF 314-323

(discussing Dr. Levy™s review of the terms of over 30 Schering licensing agreements).

(1) Dr. Levy’s Criticism of the Payment of 560
Million for a Prodoet With the Economic Value
of Niacor-SR
1.333.  One of the tvo “factors” D, Levy relied upon to conclude that the Niacor-SR

license fees were “grossly cxcessive” was that thosc license ees were not justified by the size of

Scherng’s projections. {7 Tr. 1330-31, 1333-34 (Levy)). Dr. Levy explained that Schering’s
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projections of peak annual sales of 3140 million a year would rank Niacor-SR as approximately
the 305" largest drug in the world. (7 Tr. 1330-31, 1333-34 {Levy); CX 1603). On the basis of
his classification of Niacor-SR as a “minor™ drug, Dr. | evy concluded that the license fecs were
cxccssive. 7 Tr 1330-31, 1333-34 {Levv)). |

Complamt Counsel's Reaponsc to Findin

The proposed finding is incomplete and mislzading. Dr. Levy extensively
anaiyzed several dillurent issues before concluding that Niacer-8R was a minor drug and

thai it was not worth the 360 million given to Upsher. See CPRF 1.332.

1.334.  According to, Professor Bresnahan, complaint counsel’s own sconomic expert,
complaint counsel cannot mect their burden of proving the existence of a payment for delay if, at
the tithe of the license agreement, Schenng’s executives made a stand-alone determination that
“it was getting as mmch in retum for these products as it was paying.” (5 Tr. 964-66
(Bresnahan)). In particular, Professor Bresnahan iestified that complaint eounsel have fajled to
meet this barden 1f Schering exercised its business judgement and concluded that “ihe net present
value of the licenses cxeceded $100 million.™ (3 Tr. 964-66 (Bresnzhan)). Profcssor Bresnahan
testified, hﬂweirer, that although he believes the Niacor-SR license agreement had some value to
schering, he docs not know what that value was and did not perform a Net Present Value or any
olher type of quantitalive analysis to make that determination. (5 Tr. 950-51 (Brosnahan)).
Professor Bresnahan testified ihat he relied upon Dr. Levy for a quantitative evaluation of the

value of Niacor-SR. {4 Tr. 577-78% (Bresnahan)).
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Complumnt Connsel’s Response to Finding No., 1.334:

The proposed finding is incomplete and misleading. Schering never delermined
whotlher the producly licensed under the settlement payment stond on their own two feet,
Schenmyg never conducted due diligence on these drugs, and in particular, the level of its
review of Miacor-SR was “lower” than its revicw on other deals. See CPF 417-425
(discussing the limited seope and duration of Schering’s review of Niacor-8R); CPF 426-
445 {discussing absence of Schering’s review of key issues including the patent status and

regulatory status of Niacor-SR).

1.335.  As complaint counsel’s sole ticensing expert, Dr. Levy™s analysis of the
economic value of Schering’s projections lor Niacor-SR. simply ended with his delennination
that Niacor-SR was a “minor™ drug. (10 Tr. 2059, 2064 (Levy}). Nowhere it Dr. Levy’s
testimony is there any type of financial analysis of whether Schering stood to gain an acceptable
or ven a subsianual relumn on 1ls investment, because Dir. Levy did not perform any type of
financial analysis for Niacor-SR. (10 Tr. 2057-59, 2064 (Levy)). Dr. Levy testified that,
although 1t 1s a very simpie calculation thet he himself has nsed in the past, he simply did not
perform a Net Present Valoe analysis for Niacor-SR. (10 Tr. 2057-39, 2064 {Levy)). In fact, Dr.
Levy a.dmits that he did nol perform any type of quantitative analvsis of the value of Niacor-SR.
(10 Tr. 2064 (Levy)).

{omplaint Counsel’s Responsc to Finding No. 1.335:

The proposed tinding is incormplete and misleading, Dr. Levy reached his

conclusion that the $60 million non-contingent payment made by Schering 1o Upsher
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cannot reasonably be considered to have been a hicense fee for Niacor-SE aod the five
gencric products heensed under the settlement agreement on three grounds. Tr. at
7:1307, 1338-39 (Levy). First, the 360 million non-contingent fee was grossly excessive
for Niacor-SR and the other licensed products, and greatly surpassed the non—contingent
fees paid by Schering 1n other unrelated pharmaceutical transactions. In fact, it was the
largest such payment by Scheting in its history, Tr, at 7:1307, 1326, seses {Liyy) resesssnas
sessstrsssasassrensanereasensanansssensensanr; CPH 287-372. Sceond, the due diligence
conducted by Schering for Niacor-SR — over only a five day peried — was strikingly
superficial relative to industey standards on duc diligence and Schering’s own duc
diligence practiees. Tr. at 7:1307, 1341 (Levy); CPF 373-663. Third, after the settlement
agreemeni was executed, neither Schering nor Lipsher undertook behavior consistant with
partics who had just entered into a Heensimg transaction, never mind # trunsaction for
which Schering committed to pay $60 million, Tr. at 7:1307 {Levy); CPF 664-721.
Second, the NFV methodology of evaluating discounted cash flows is nol a
reliable method for valuing pharmaceuical licensing products siill under development.
The iwo key variables in conducting a NI'V evafuation are the discount rate and expected
sales rovenues. These two vari ables arc unkowns when evaluating a pharmaceutical
product that is still under development. Tr. at 10:2156-57 (Levy). In contrast, NPV
cvaluation fras utility for other andeavors where these two varables are known, For
exa:rn;ﬂe, NPV is useful if you are deciding to build a plant, where you are presently out-
sourcing manufacturing. I that cxample, by using NPV you ¢an determine what the

change in cash Now will be resulting from building the new plant. Tr. at 10:2155-56
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(Levy). The deposition testimony of other experts in this matter illustrates the difficulty
in applying NPV to a pharmaccutical product under development such as Niacor-SR. In
applying NPV to Niacor-SR, thesc experis® cash flow estimates differed greatly and the
discount rates ranged from about 13% 10 30%. Tr. at 10:2157-58 (1evy).

In addition, the testimony ol respondents’ experis provides support for the
unreliable nature of NPV analysis. Dr. Kert's testimony on NPV analysis provides
support for Dr. Levy’s opinion that NPV analysis is not useful for a pharmaceutical
product under development. In particular, Dr. Kerr testified about a range of disconnt
rates hal could be nsed for evaluating Niacor-5R. He noted that he used a discount tate
of 25%, but that Schering generally used a discount rate of 13%. He then added thal
“when doing this kind of valuaiion, [ would think that 2 discount rate in the 20 — |8 to 20,
maybe 22 pereent range was what Twould use fooking at it from outside.”™ Tr. at 26:6285
(Kerr). The unreliable nature of NPV analysis is further demonstrated by the results of
Dr. Kerr’s NPV analysis (which found a NPV of $110.8 million) as compared to
substantially higher estimate presented to Schering's board of directors {which found
“economic value” of $225-255 million). Tr. al 26:6286 (Kerr) (discussing his NPV
ﬁgure};. CX 338 at SP 12 00275 (presentation to Schering Ec:an:l on Niacor-8R). In
addiion, Dr. Horovitz testified that he nsed a 10% discount rate. Tr. at 16:3615
(Horovitz). Based on the testimony of these two experts for respondents, therefore, the
discount rate that could be applied fo Niacor-SR would range from between 10% to 23%,
which supports Dir. Levy’s opinion that such analysis is not usciil since the discount rate

to be used for evaluating a pharmaceutical product under development is an “unknown,”
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1.336. D Levy testified that Net Present Value, whils useful in other indusities or
contexts, is sumnply ot useful i valuing pharmaceutical products because of the uncertamty in

those valuations: “So, you can do all the calculations you want, bul its still [garbage in, garbage

out], and nobody is going lo Tely onil.” (10 (1. 2157 {Levy)). To the contrary, as complaint
counsel’s own rehuttal wilness confirmed, Net I"-’ra@nt Value.caluulations arc a standurd tool
used in the pharmaccutical industry when evaluating a licensing transaction. (32 Tr. 7973
(Egan)). Dr. Hotovitz testifted that he too vsed Net Present Value calculations throughout his
career in the pharmaceutical industry to evaluate licensing transaciions. (16 Tr. 3613-18
(Horovitz)). Intact, Schering’s evaluatien of licensing transactions lypically involves such a

calealation. {19 Tr, 436,-62 (Laudg)).

bl

No. 1.336:

The proposed finding is incomplete and not televant. Dr. Levy did ool
categorically slale that NPV analysis is not uselul. He testified that NPV is noi a reliable
method for valuing pharmacentical prodocts still under development. The two key
variables in conducting an NPV evalualion are the discount rate and expected sales
tevennes. These two vanables are unkowns when evalvating a pharmaccutical product
that is still under developthent. Tr. at 10:2156-57 (Levy). See CPRF 1.135 (further
describing Dr. Levy’s testimony regarding NPV’s Jack of utilily in evaluating
pharmaceutical products under development),

In addition, the citation to Mr. Egan’s testimony is not rclevant. Mr. Egan's
employer, Searle, rejected Niacor-5R based on Searle’s perception that Niacor-SR, as

presented by Upsher al a meeting with Scarle, “had a toxicity profilc that suggested that it
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was not going 1o be a successful drug.™ Tr. al 33:7886 (Hgan). From the Tpsher
presentation (CX 886}, Searle did not belicve that Niacor-SR “had a profilc that was
registerable or a profile thal would have been commercially successful.” Tr. al 33:7894
(Egan) (cxplaining why Niacor-SR would not meet Searle’s needs for a “bridge”

product}.

1.337.  None of complaint counscl’s witnesses challenged the validity of Schering’s
calculation thal Mr. Audiberi’s financtal projections for Niacor-SR represented an economic
value to Schering of botween $225 10 5265 million, and an retumm on its investment of 43%,
(SPX 26 at §P 16 00275).

Complamt Counsel's Response to Findine Mo, 1 337!

The proposed finding is not relevant. Complaint counsel hazs not challenged the
arithmetic mvolved in this economic valuc calculation; however, the commercial
assessment cotnducted by Mr. Audibert that led to the “economic value™ calculation
contained mumercus fundamental flaws. CPF 456—484A (detailing the numerous [Jaws in
Mr. Audibert's assessment).

.Many ol these flaws were recognized by Schering’s own cxperts — Dr. Horovitz in
particular — as centrary 10 his own experience in the pharmaceutical industry and contrary
to how he would have conducted a review of Niacar-SR. See CPRF 1.327 (noting several
areas of Mr. Audibert’s review that Dr. Horovitz did not agree with), Schering’s
Europein pricing expert also testificd that Mr. Audibert did not conduct his Eurepean

pricing analysis consistent with the expert’s practice (including bis evaluation of pricing
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issues in this matter). See CPRF 1.250 (discussing Mr. Audiberl’s failure to identify a
comparztor drug in Europe, and to review the Europcan market on a country-by-country

basis).

{(2) Dr. Levy's Comparison of the Payment Terms of
the Niacor-SR License Aereement to Other
Schering Deals '
1.338.  The second of the two “lactors” Dr. Levy relied upon to conclude that the

Niacor-3R license fees were “grossly excessive” was his belief that the 560 million up-front

payment was larger than any previous license fee in the history of the pharmacentical indusiry.
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arassssssnssnans 1 discussing his up-front-payments-only analysis, Dr, Levy stated: “It’s just the
licensc fee that was grossly out of line.” {7 Ir. 1337 (Levy)).
Complaint Counsel’s Response t Finding No, 1.338:

The proposed finding is incomplete and misleading. Dr. Levy reached his
conclusion that the $60 million non-contingent payment made by Schering to Upsher
cannot reasonably be eongidered to have been a license fee for Niacor-SE and the five
generic products licensed under the selllement agreement on three grounds. See CPRF
1.335 (first paragraph). In addition, Dr. Levy did not simply ignore the other payments.
As Schering’s proposed finding 1.331 notes, Dr, Levy discussed the milestone and royalty

payments for Niacer-SR that were included in the settlement agreement. Based on his
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analysis of those paymenl terms, and his knowledge of other heensing deals, he
concluded that the milestone and rayalty payments included in the settlement agreement

for Niacor-5R were n line with similar deals. CPF 306G, 307; Tr. al 7:1329, 1337 (LevyhL

1.339, TUnlike Dr. Levy, when Schering is analyzing the amount and structure of
payments for a licensing opportunity, it performs inte;rna] asgessmcents to determine the level of
interest in ihe vpportunity, and considers a number of Tactors. (19 Tr. 4374-75 (Lauda)).
Speeifteally, in evaluating a deal, Schering considers five factors: (1) economic value; (2} degree
of rigk; (3) research resources required; (4) strategic fit of the produer; and (5) total investment
required to bring the product to approvahility. (19 Tr. 4362 (Lauda)). Any comparison of the
payment terms of various deals requircs more than an 1selated consideration of the up-front
hecense fees.
onse to Finding No. 1.33%:

Complaint Connsel’s Reg

The proposed fnding is not relevant Schering did not evaluaie each of these
factors for Niacor-SR before committing Lo pay $60 million under the settlement
agreement. In particular, Schering did not conduct sufficient due diligence to properly
assess the economic valuc of Niacor-SR {CPF 419, the degree of risk involved with
Niacor-SR (CPF 428-36), the research resources requred o bring Niacor-5R to the
markel {CPRF 1.327}, and the total investmen! needed to bring Niacor-SR to FDA

approvability. CPF 436-484A_
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{(a) Up-Front Payments Are Directly Linked to How Future
Profits Will Be Split

1.340.  In performing s up-front-payments-only mmalysis, Dr. Levy simply ignored any
provisions relating to how the parties agreed to sphit future revenues generated from the product.
(? Tr. 133?', aranasssassssnsansavas tvinmiene Bt i dismsging how deal torms are ncg@ﬁated_’
Complaint Counsel’s own rebuttal wilness explained that up-Gont payments arc very much
linked to how the parlies agree to split future profits:

Typically a big pharma player will use up-fromts to buy down the upside. In other

words, il a guy wants a relatively big up-front, for whatever reason, you know, he

wanis to go to the stock market and say, look, they're willing 1o pay $20 miilion,

usuatly you only pop up an up-front in that neighborhood when you have

absolutely wan the point on what split of values you want and you’ve done that

higger deal. So, typically, if you're in a negotiation with a biotech, you pur in big

up-front payments if you have a very fuvorable split of the revenues going

Forward.
{33 Tr. 7983 (Egan)).

Complaint Counsel’s Response 10 Finding No. 1.340:

The proposed finding is incomplete and misleading. Prior to the cited portion of
the transcript above, Mr. Egan had testificd Kos wanted upfront payments in the range of
$10-20 million “that wouldn’t make the product look cheap.” 'IT. at 33:7982 {Hgan).
This level of payment is in stark conirasl 1o the 360 million upfront payment Schering
agreed to pay Upsher. In addition, the portion of the transcript cited in the proposed
finding is cousislent with Dr. Levy's conelusion that $60 million was grossly excessive

for a susizined-releasc niacin product. Mr, Egan characterized a4 $20 million payment as

“hig” lor such a product.
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Complaint Counscl’s Response to Finding No. 1.341:

The proposed finding is incomplete. First, Dr. Levy did consider all payment
terms of the various Schering licensing agresments he reviewed, as the proposed finding
itsell points onl. Sccond, Schermy {like all pharmaceutical companies) recognizes the
distinction between non-contingent and contingent payments. The key distinction is that

conlingent payments are conditional upon some element of performance by a parly. Tr. at
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{b) Up-Front Payments Are Directly Linked to Risk

1342,  As noted by Mr. Egun, Complaint Counsel’s rebulial wilness, there is risk

273



mvolved in making a large up-front payment (33 Tr. 7983 (Egan)), which is why Schering
cotisiders risk in evaluating licensing transactions {19 Tr. 4361-62 {Lauda)), another factor that
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Complamt Counsel’s Eesponse

The proposcd flinding 1s incomplete and misleading. An opportunity’s perceived
nisk 1s ﬁssessed during due diligence, when a company leams all it can gbout a product
before negotialing acquisition terms. Tr. at 16371415 (Horovitz). Schering’s due
dilizence process fulfills this nsk assessiment ﬁmction lor Schering. CPF 485-58(. Tn
reviewing Niacor-SR, Schering did not conduct duc ﬁiligcncc consistent with its practice
on other licensing deals. Thus, Schering had not assesscd the actual level of sk mvolved

since it only conducted a strikingly superfcial review. CPRF 1,327, CPF 417-25.
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Complaint Counsel’s Response to Finding Ne. 1.343:

The proposed finding is contradicted by the evidence, In reviewing Niacor-SE,
Schenng did not conduct due diligence consistent with its practice on other licensing
deals. Thus, Schering had not assessed the actual level of risk involved since it only

conducicd a sirikingly supcrlicial revicw. CPRF 1.327, CPF 417-25.

{c} Evalmation of Payraent Terms of Licensing
Travsactions Must Consider Total Investment, Not
Simply Up-Front Payments
1.2344. Incvalnating 4 licensing opportunily, Schering always analyzes the total
investment required to bring a product “to a state of repistration.” (19 Tr. 4365-66, 4444
{Lauda); SPX 2266 (demonstrative)). This “Total Ivestmen! I're-Approval” meludes not only

up-front non-contingent payviments, but also: (1) research and devclopment expenditures required
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te bring a product lo the approvable stage; and (2) payments that are contingent upen pre-
approval events, such as sucecsstul completion ol phase Il studies. (19 Tr. 4365-66 (Lauda)).

Cormplaint Counsel’s Response to Finding No. 1.344:

The proposed finding is incompleic. While Schering may consider total
investment when considering a licensing transactions, Schermg (like all pharmacentical
companies) recognizes the distinction between non-contingent and contingent payments.
The key distinction is that contingent peryments are conditional vpon some element of

pmﬁfolmancc h_‘," a pm’l}r Tr a_t ? 13 2 1 {ch}r) PRSP AR AR RAF F A AR i A bR PP RET T EEY

R T I Rk e A RS RETEE T EEEE FE B RS I o bl ek ek
ba Ll L Ll DL LR L Ll et bl L Ll L L L L UL DT ST D LI Lo L LTI LR L L P TR TR T L T e o
PR YA VAT AT PR T IR P PR AT PN PR AR AN AR FE AP F AN AN AR A FA AR A RA R AR R R R B H R kN AN NN A R
DL LR R TR L Pt LR I Ll P R L L L I Ryl R Ry Ly T Y Y T T YT ]
BERRAFE R R bR R AR R AR R AR AR AR ARk P IV R A AP FRT F AR AR RN A A& R

SAFEFARE AR AR FARA AR R AR AL AR DA AR R R AR R RN N P R RN PR N PSSP R R A R FA A A N A PN AR
EEFETRER P RN RN R AP B AR R RN R R R A A A P A AP R PR R PR N VT
AR RPN P R RN NP RN AN R R R R RN AR AT FA R R R A F R F R AR AR A R m kA A R R PR R ERA N
SAFE R AR AR R PR AR AP EAFARA A RE AR A RR AR RN RA P VAP AN NN NS S FE F S R A NS S A AR BAS SR A SR A BA AR AR AEAY
AR MR I AR P TN A N DA R AR A R R R A AR A kA AR A R R W R W PN NN T A T RN
LI L Ly ) Yy g L Yy Yy R T g T T Y T
PRV RN P AR TR SR F S B A FA RN A N N I R R Ry Rk S AN PR T R A
AR MR R PN RN R EE N FEV IV VSN R PR FA AR A A P A A RS A PR A A R AR AR R PR Y kAR EFE AN PR P RS B

TR IR PR FE P NN NN TR NN NN PR NPTV RV F RN RN R A A A AR A A A A ARG A A AR R R R R
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PPN PR AR A R EA R A AR R RN R TN R N A R AR R RN B AR PR A
AR R AR EA B RS SR SR A A A A R RS B R A R AR A RN SR A
R AN AN A AR A AN AR A A A R A R AR R A A SR T R B R AR R R T R Bkl
AR I P SRR A SN A AN FA RS A AR R R RN P AN A AR AR AR R E AT SR NS TN BN VSN o
FAA PR ETET ER PN A PSS PR A RS PSS P RN R AR R R R 0 R B B R B
AR AR R AR R AN R A R R R DA A R A N R R P AR AR A O T P R
AR RA AR AR A AR AR R AN R kP A P AR AN AR AN PR A AR R A RN RE RS T PR R SR bR NN T P B

PR AT SN NS P SN A RS A AR A R R P A P AN A AR ARERRR AR AR N PN RS A A ARk

1.345.  Schenng 1s noi alene in considering the toial investment required to bring a
product up to the point of approvability (35 'I'r. 8335, 8373 {Levy)), the Wincdhover database,
upon which Dr. Levy himself relics (35 Tr. 8340 (1 evy)), catcgorizes deals by total
precommcreralization pavments, as follows: “Total deal value is delined as ihe sum of all
precommetcialization payments, imcluding upfronl licensing fees, cquity purchascs, milesiones,
scheduled R&I) payments, and loans.” (33 Tr. 8373 (Levy}.}. Of course, with the resulls of the
Phasc INl clinical trials already in Schenng’s Ivands, Niacor-SR was much further along in

develﬂpment 'Ll'lm'l mﬂst ﬂfthe ﬂthar Schcring dmls a"al}?zed b}.’ Dr. Lﬁv}l’. (LI Z T T ITE TR LY LTI Y]

I'-In-IHII'I"Il"liIlil.liiltiiii-iI-I'II'i-iIiIiiliililllili!iitti-Iuiilnlunllnlll-llllnllul.l-luln-----l-l---; 16 Tr_ 3766

(Horovitz)).

Complaint Counsel’s Response to Finding No. 1.345:
‘The proposed linding 1s mcomplete. While Schering may consider total

investment when considering a Licensing transactions, Schering (like all pharmaceutical
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companies) recognizes the distinction between non-contingent and contingent payments,

LR BT LRI I I TR DRI LTI IR LA LRIl LR L g g R g A T Y T TSI 1] [ LI I T E Y ST L]
S PR NN N EVA RS PR AT AN A PR F F AP R S R N DS R - e o o O o O o O ol O o o (T LI ITINY)

(I P R P e L e e L e e P N P e e T T "I ] -4.- SE.'E.' CP‘R F l A 344 .

The proposed finding also is misleading. While Dr. Levy testiticd that he has
rclied on the Windhover dalabase, he never statcd that he agreed with that dalabase's use
ot the term “total deal valuc.” The cited definition for “total deal value™ wag read in to
the record by Dr. Levy mn response to the following question from Schering’s counsel:

“I'm aslany you to read what 1t states underneath thal heading.™ “I't. at 25:8373 (Levy).

1.346.  Schering always inéludcs its own anticipated rescarch and development
expenditures in estimating total investment when evaluating a licensing opportunity. (19 Tr.
4365-67 (Lauda)). Although Dr. Levy’s analysis simply ignoved these expenditurcs, Dr. Levy
acknowlcdged thal compames often invest $100-$200 million on research and developmenl to
bring a product to markei. ssssssessssessesserenssansn Tior example, Dr. Horovitz described his in-
Licensing of the chdestefol drug, pravastalin, while at Bristol Myers Squibb in the mid-1980°s,
which inyolved an up-frent payment of as much as $50 million and additional anticipaled R&D

C[‘_jsts ﬂ.f $5 u...$1ﬂﬂ mﬂhﬂn (16 T:{" 3683-9] {Hﬂmv[‘tz}}_ AR AT ST AN AN S AR AR A AR

AR R AR AR AR A FR A kA A A A P T N R R PRI PRV FA FA AR A AR R R RN P AV PSS AN NSRRI P SR Y NS
EETEAS IR P AR R A F R A A A A A AR RN RS S PR IR P RS AR R B E A AN NS PR EEEE U SRR D R
EV AR SN RN bk Bk Rl o Bl e T O ol L B

rERA AR N A AP A A A SN AN A A F R I AR A A A A A R AR SN AN A R RE PR+ R R PN PP I FFAV A RS A A A RA NE &
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Complaint Coumsel’s Respanse to Finding No. 1.346:

The proposed finding is incompletc. The proposed finding states that Schering
always includes its own anticipated research and development expenditures when
evaluating & Heensing oppottunily. However, when evaluating Niacor-SR, Schering
simply assumed that such expenditures would be minimal wilhout any evaluation of the
R, PR e T r e e R S A A R T Y TR R IO SRR IV AR S BN S A SR
ressssaatsnsisssssnsnnsnnsvansernarse Sce CPF 169-160,

In addition, whilc Scheting may consider total investment — including anticipated
Tesearch and development expendimures — when considering a licensing transactions,
Schenng (like all pharmaceutical compames) recognizes the distinclion between non-
contingent and mﬁ{n ZENE PEYINGNLS, *4sasssunsnessressessasansasssonsosnrnrsovssnsrarsansasions

A A R N B o e o o o o e W R Selﬁ EPRF 1 . 344_

1.347.  Dr. Levy's enfire explanation as to why he ignored research and development
cxpenses was: “‘What a company spends on R&D to develop in-licensed preducts is one of its
operating expenses . . . one presumes they had a budget to do thal. It’s — it’s no more relevant to
this slide [comparing up-front payments] than Ltheir human resources budget ™ {10 Tr. 2153

(Levy)). Omncross-examination, Dr. Levy cxplained: “1 don’t think that when a company is
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deciding how much of an up-front payment it’s going to make that's a — that’s a parameter that it
considers.” (10 Tr. 2178 {Levy)). To the contrary, Mr. Lauda explained that Schering considers
five factors, including research and development, when deciding how much to pay up-front, and
how much to pay in total. {19 Tr. 4374-75, 4362 (Lauda)).

Complaint Counscl's Response to Finding No. 1.347:

'Fhe proposcd finding is incomplete. Dr. Levy explained in detail that while
Schering may consider total investmen! — including anticipated research and development
expendifurcs - - when considering a licensing transaction, Schering {like alt
pharmaceutical companies) recognizes the distinclion hetween nen-contingent and
CONILINEENE PAYTIIENS, 1465408 00000t snsasusasastsssssnsbstes srtterinrtnesinnrastsatsssussaneesonse
TR R R R AR AT NS IR R At RSN RSN B E R B RS SR Y

L L Ry T L T A LI L T See CPRF

1.344,

1.348.  And when guestioncl sboul the opportunity cost of having R&D resonrees tied
up on a project, Dr. Levy simply replicd that they could “expand their research budger if they
have an apporfunjty,“ although he conceded that this 100 costs moncy. (10 Tr. 2172 (Levy)). [n
identifying the flaws in Dr. Levy's theory, Dr. Horovitz explained: “I don’t know if Dr. Levy
understands that for mest deals, the up-front payment is an R&D expense. 1t comes out of the
R&D budget . . . and the reason for that is it’s an opportunity cost.” (16 Tr. 3687-88
(Horaviiz)). Mr. Lauda testified that Schering considers the R&D commitment when evaluating

a deal, becanse: “[1]f we have to use some of those resources in a licensed praject, we are going
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to have to discontinue something else.” (19 Tr. 4364-67 {Lauda}). Moreover, Dr. Levy was
forced to admit that pharmaceutical companies oftcn ont-soutce R&D expenditures (i, make a

payment to an outsidc company to do that work) (10 Tr. 2178-79 (Levy)), seesantsavsssvssvresinsas

EAREE R R A A S RS A A A AT PR R R R R A R A S A N Y TR PR RV RSP RS N A R A
bl L e L L L L T T L L T T a—

A ol R

Complainl Counsel's Response 1o Finding Wo, 1,345

The proposed finding is tncomplete. Dr. Levy explained in detail thal while
Schering may consider total investment — including anticipated research and development
expenditures — when considering a Heensing transactions, Scheting (like all

phannacentical companies) recognizes the dislinetion between non-contingent and

cnntjngent paym [ 11 TR L L L T R P
BFARFARAARA AR R R4 A RV RV EP P RN A P A RN S AR R R R N TR T R P E R B P B R B Al bk oy P R
TR RRSATAEA AR RS S B RS S PE R AR R baRa s s sY s ae bevannrasansanness Goo CPRE 1,344,
R R R L R AR R R A A R RS VERY U F VLSRR AR

AR NN ST IR SR AN A R AR A RA b dh bk mayy - FEREE B B SR 0 o b o N N o ol ol el e

EFAFFAR A ARAEARE RN RN RN AR T AT T P P F R R R o o o N o Bl

1.349.  Dr. Horovitz testified that Dr Levy’s method of comparing deals, based on up-
front payments to the exclusion of all other terms, like rescarch and development, is just

“C.Dmp]_ctc]_}i" “‘Tﬂng.“ (] ﬁ T'r‘_ 3 ﬁﬂ 5 -S ';I1I (H[}m\.itz}} SIS ARA R RN NS NP A A A IR AR A A

AR F AL AR A R PR P FA R SR FE A VAT Rk A A S A AR Y EY Y A PR F R HAFASAE AR F R AR d v BN kPR BN RN A A A BE A

281



'.'-'..‘.“""r""III.'i.I.IIIIIII.i.l.‘i-...‘.t‘-q-‘.l'l"".'.IIII..Ii'.l.l.'i--..--iﬂ'7‘!"['.'.'...[...‘.

AREAESA FR R AP RN A AN A AR AR A A A R

The propesed finding is incomplcte. Dr. Tevy expiained in detail thal while
schenng may consider total investment when considering a licensing transaction,
Schering (like afl pharmaceutical companics) recogmezes the distinetion belween non-
contingent and cONtingeIt payImen(s. sersresersanssses N Y YRRl bR S et bbr e nameran

"'"."I"I'.IIi'iI'.I'IIi'.l.li.i--‘-4‘.f"'f'f"'.'.".'...II..'I.I.II.II.-.f..'..""'.‘.".'.'.'.

..-‘--‘-‘-.-"""""""""'I"".'.I.Ii...i.i--b‘ﬁy--"-.'..'Il'..III'I.I"I..i..i..’-"-"'l'.IQI

Seze CPRF 1.344.

(d)  Evzluation of Up-Front Payments Must Lnclude
Consideration of Keonomic Value

1.350.  Schering also regularly considers economic value when consideting an in-
hcensing opportunuly. (19 Tr. 4361-63 {Lauda)). The cconomic value is the estimated economic
return Schering expeets to realize on a project. {19 Tr, 4362 (L'audu)). Economic value is
determinexd by preparing an assessment of the underlying asset, liccnse rights, sales projections,
and expected profitability, and applying financial calculations to determine the prescnt ceonomic
value of the transaction o Schenng. (19 Tr, 4362-63 (Lauda)). The fundamental determination
made with this caleulation is how much profit Schering expects from the transaction. (1Y 1r.

4362 (Lauda)).
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Complaint Counszel’s Response to Finding No. 1.350:

The proposed findmy 1s not relevant. Schering did nol conduct g sales forecast or

profit and loss projecion consistent with Schering’s practice on olher licensing

I.Tﬂ.“ Saﬂﬁﬂnﬂ. PR FES RTINS P FT A RN RS B RS I AR S AR A PR RN YR PSR FF YRR F AN F A R PR A R SRR R R
LRI EEE LT R R LI T LR LR e R L L L L Ll LYl T L e Y T T T AP A gy
AREAEANREFRRR R R R AR R AR AR R NN A VA P F AN F SN A AR FA R AR A R R AR AR R PP T I FAE AR A Ry

FEAFSA MM ISFM IS AN IS FA IR R A A FA R FRd D R RN A P A AR LI LI LI IR Il IR T I ]]

werveravsenerasesessnrenasnenans; (0K GRO af 5P 018744 (Schering “finance manual” requinng
financial review for any agreement where intelleciual property righls were transferred to
Schering); CX 1531at 14:4-16 (Wasserstein IH) (discussing Schering’s licensing
department’s role as coordinator between different Schering depMﬂm, including the
corporate finance group, so that “all the appropriate review was done™), see generally
CPF 406-411} {descnibing customary phanmacentical due diligence on financial and

commercial assessments).

II[ additiﬂn1 LA LA LA DL L AL PR LI LI L L PP L L e e L L Iy e e P ey T Y Y Y I T
ANV EE AR AR S AR AR R F A R A S A A A L A Al ke A PR N R A E P AR B AR RS A AR b AR A bk P PR Y

LI TIT T .‘-i' LI ey P Ty e P P Y T T Y Rt It L T SEE {:_ PE S [_]3 _5 U'}"

{describing Schonmg duc difigence review of commercial and financial {ssies for ils
licensce with Zonagen); CPEF 535-540 {describing Schering due diligence review of

commercial and financial issnes {or its license with Cor Therapeutics); CPF 558-559
(descrihing Schering due diligence review of commercial and financial issues [or iis

license with Atherogenics); CPF 3G8-369 (describing Schering due diligence roview of
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commercial and (inancial issucs for its licensc with J3ritish Biotech):; CPF 577-578
{descriﬁiug Schering duc diligence review of commercial and financial issues for its
Ticense with ICN).

In contrast, before committing to pay $60 million for Niacor-SE, Mr. Audihert
alone prepared one sales forecast and one profil and loss projection.  CX 1044 (Mr.
Audibert’s eight-page “commercial assessment™ of Niacor-SR). In addition, Mr.
Andibert failed to consult any officials in Schering’s European division — the individuals
who would have been responsible for sclling Niacor-SR in Europe — in preparing these
sales forecasts. JSee CPF 437-440 (deseribing the abbreviated nature of Mr. Audibert’s
commereial assessment, and his failure to take into considemtion certain factors necessary
to cvalualing a4 drug prodoed for b:il]t‘r in Furope).

The proposed finding 18 incomplete. Schering did not complete more than a
superficial assessment of the Niacor-SR project before paying Upsher 360 million dollars.
CPRF 1.339. This assessment did not include a due diligence assessmoent of Niacor-SR,
the patent status of Niacor-SR in Europe, or & couniry-by-country pricing analysis for
Europe (which puts any sales, profitability, or financial calculations into question). CPF

42642

1.351.  Dr. Levy’s up-front-payments-only analysis simiply ignored economic value. If

Dr. Levy had considered economic value in connection with his analysis of up-front payments,

AR ARA RE RN AR AR AR PR R R AN RN NI PR F AP NS A B R R R R o N B N o R

FIARARE A RA AR R AT ARk A b ARG AR PR PSR FA I VR FANE A AR A RS AR AR e AR AP R PRV AR R N AR A AR
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Laint Counsel’s Besponse to Finding No, 1.351;

The proposed [inding is not relevant. Schering did not conduct a sales forceast or

profit and loss projection consisteni with Schering's practice on other licensimg

trallsactﬁJDS. SARAREABAVENENAE R A F AR AR R EE R AR P A NS AP R RN AR AR A A A AR A FAR
e epppepseperre ey P T T T R T PE T PR LRI LIRS IR AN LR AT AR LELL LAL DAL Lo bbbt D bl Ll L b bbbl bt
[eperr e T R PR TR I T I RE  RAS L LA R R R R Ll Ll SEE CPRF 1-35[},

P YT P YT T IIITREE R R L XL AID PRI E ANL LA DAL DL DL L L L L LY LL Ll L LD Ll
FEREASAES AR e AR A AR R R A AR A R P A P NN R R AR A A AR FUF PP PP F R R At AR R
R R AR A AR NPT RV A F A P AR I A RS RF F PR SRS AR N At AR AR AR ET PR F RN bl b AL A AR RR
Py T ST FFT P R IYR T RSN RS PN AL L AR L LTS L Ll S L Lt L Ll Ll b L
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Upsher {MNiacor-SR)

Zonagen (Vazonax) . . .
Certocor (Remicadc) . - .
COR (Inteprelim) . . ’
LZN (Ribavaring . . .
Neurogen { Dopaming) . - .
Chngai (Maxacalatal) . - -
Erntish BinTech (Mavimastac) . - .
AtheroGenics { AGT-1067) . - .

AR AR PR N R W e R A R R N R A R N R e o g o o Rl o o e bR

srrascraranransssitisssrasnananasensan gnd SEX 2266 (Schering demonstrative which provides the
total investment pre-approval for these deals). The notable exception to this standard practice is
Nizcor-SR. Schering offers no ralionale as to why, in this case, it abandoned its standard
liccnsing practices, adopling instcad a compensation structure in which non-contingent paymernts

made up the donnmant component.

1.352.  In comparing thesc two deal, Dr. Levy’s simplistic analysis hterally consisted off
his observation that $60 million is “larger” than sesssesesssavsans [ nlike Dr. Levy’s analysis, the
economic vahie analysis perfonmed by Schering and others in the pharmaceuntical industry

accounts for (hings like how future profits will be split by the parties, =eesessmnisnsssititsctaas

T T T RTee rrrr e Iy T N T R P I T AT DA A TR L DL R P R L Dbl TR LD EL L LR bbbl b LD LD DL DL L E L L]
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wrassasassasansanarensunenne st When evaluzied in this fashion, the comparison becomes catircly
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Complaint Counsel’s Rosponse to Finding No, 1,.552:

1whE=I]r(yp(]SE[i fir“jill%;iﬂ i'leJIIujlctu Eul[llllislafudirug1 APEC PN SRR gk bk bk
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SRR A AR R R TR R A AR A AP A PN AR RN R R b N A A R AR AN PR TRV VAN ER R R RV A Y
P pepape gy S T P R PR TS PRI BT I R L L P LD AL L LR L LD L L RS L L L R R L L L]
e e T Y PRI PFPFEYFLT LA FE PR YN TR LAY L IR LR L AL P L L LR L L L LR L e L Ll L)L
snparErruvayrvdd dbEFAE AR AN EEREREN S AR SRR AR EARANARAREA RS AN FASA PR AN RRF PR EF FRR A AL SRS ANR ERERARS
SRR A FA RS E RN AT SF HE R AR AR AR A S FU N AR N P FRN ST U ER FRry vl b
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1.353. Morecver, JJr. Levy’s characterization of the Centecor deal as involving a

""b.‘i I I iurl dﬂ ].].E.I dru g1‘ iS adsa s rEd dEARA R AR AR ASA N A RSN ENEA NN RN NEN AR EN A FA R SR FINFF SRS IV ETE (TR IR LI L1 )]
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eeveravaveeasns Schering’s peak year sales projections for Niacor-SR. (SPX 26, at 5P 12 00273),

Complaint Counsel’s Response to Hinding No, 1.353:

The proposed finding is incomplete and misleading. ssweee=svemsresstistossintinmm

Jr————————— e P P Y R R R L A Y P R R R L L P S I S L L Ll L
e S e i A A AR R AN SRR WA AR R R R AR A AU A N R NN R

AREFE VAN AR AR A A AR AN R A PA A A AR A A A A A RAR RN R R R AR A AR AR A R R A FARAA R
Prppeppeprrgaprrarr pr vy T TR PR PR T AL P LR AN R A PR R L R AR DL LR LR L el Rl Ll L L L]
P ———————pp e e PP PP TP SN P TNR LT L IR PR RN LR LS LT LI L IS LY L S L L L LY Ll L]

T L Lt e T e N AR N P N B R L DL L L L L L L)L L] saewrddd i RA FAR RS

1.354, A comparison of the Nizcor-5R liconse and the Centocor deal is as follows:

P ————pgrpegr TN TS P T T TR T T PRI R AN L P LS LN L AR A AL LA L L L LR DL UL L]
A wi S R R RN W R B B R T R R A RS SR R R AN I RR PR R AR AR
WAFERE AR AR AR F AR A NS AR A FA A R PN F AN PR PR PP PRV AT P pbrd b A A R SRR AR PR E P RE rmm b hh bk A R
o i B o el B A ke e
e TR T PP R YT P TIPS R IR T AN T R AR LSRRI NN LRIV IO L LA R LI L L L L LI L L Ll Ll
FAREASARSABEFANESE PR BA RN RARRA A A A RS SR ENSE FAREHERF R AR ARG A AR FAN FAFSA PR R R AR EE R RA R R A AR ISR A RV R A FRVEY
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Complaint Counsel’s Response to Finding No. 1.354:

Thc pmpﬂsﬂd ﬁ“d‘ing 18 iﬂcﬂmp].ﬂtc aIld mis]eadi-rlg‘ RN RAFREIEFIFAEVEASFEARREEA FEEA D
il e A A R R AR RAT I PR R LA AR b S C_hm‘i_ng did_ HD'E ':onduc‘t a Salﬂs
forceast or profit and loss projection for Niacor-SR consistent with Schermg’s practice on

other licensing transactions. See CPRF 1.350.

1.355. The economic value 15 an cqually uschul teol for cvaluating all of the other

Schering deals addressed by Dr. Levy.

REFSEBAREFESAFERANETERNENEE IR A R A A A SR R A S S A PN AR RUFNET A NS NEF VRS FENENET RN RN B R H R A R R R R R AR bR A h B
BT TR A IR YT A B R R OO R TS NS RIS ARt ReAe okt A d Ak et bt
P PP TP PP U PP PP PP PR
[TTRTYRT RIS RSN TSN SN L IA D AN LN DA N PR R Ll L LRl Il IRl R L Rl IR LRl L Ll L Ll L L Lyl Ll Ll Lyl
T P U P PR P PP T T T T PP TIPS
s E BB aReER N a e T b A A B S L OB B LR RS A RIS TSR R IR A b m bk Akt kb
WA o ek R S AR N R P R RN YR ﬁkg.’ﬂi]‘lj when viewad i any context other
than D, chy’.s self-crafted up-front-payment-only model, the Upsher deal is simply
unremarkable.

Complaint Counscl’s Response to Finding No. 1.355:

The proposed finding is incomplete and misleading. The values assigned to the
other deals were derived afier extensive due diligence into the other products. Schering

did nol conduct a sales forecast or profit and loss projection for Niacor-SR consistent
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with Schering’s practicc on other licensing transactions. See CPRF 1,350,
In addition, the proposcd [inding ignores Schering®s use of contingent payments in every

deal Schering has done other than 1ts setilement agreement with Upsher. Szz CPRF 1.351

SEFRAERFRA RN AR R AR AR R AR AR AR AR RN AN AN PR F AN FA NS A S A RN AR A A AR AR bl kb kA E A A

SEFFF AR MM A AN A R R AR AR AR A M A RA AN AR SR RN RN R RN RN A NP P A F A FA VAN SR A A PR R RS PR AR FA W

(e) Dr. Levy's Flawed Understanding of Why Large Up-Front Payments are
Made

1.356. In explaining his “cxpert” underslanding of the circumstances that lcad to largs
up-front payments, D, Levy testified as follows: “The only time when license fees rise above a
Fairly — a0 very low level is when there is considerable compctitive activity for this — for this

producl and when the product has enommous upside potential.” (7 Tr. 1326 (Levy)). =ssaces

BEARASERAARR bR bEd bR b A b bbb A R b AP PP R RV AR S AR AR AR A R A AR AR A A A R A AR RS R R
FAVEEFI M NS A RAARARAF AR AR PR AR A R AR RN AR FR R R R N AP VN A P NS RSN R AR EA A A RS SARSABAL AR R R E R D NI RA
RLLT LI L IR T LI L Ly L L e L L L L T T g e o T " T I I T LT

CLELEEL L LR LR L LIt L IRt Ll Lty LIl I L P Iy R e Ry Ly Ry g e T T T I T

Rather, Scheting made those large up-fronl payments becausc “that’s what it look 1o get the deal
dome.” (19 Tr. 4374 (Lauda)).

Complaint Counsel’s Response to Tindine No. 1.356:

TI'[B Prﬂpﬂsed_ ﬁ'_n diﬂg ]I:S imomplcte and nlisleadingl LI LI LI L L LR LRl Y] L L LR} Yl ]

VPR AR IR AR AN PR AN VNI RV RN R R AR R FA R FA R R R B R VA FEF AN AN B NN I A AN NN R W

PRI P T YRR IR VAP AR NN VAN YR RA YR FRFAFA AR AR F AR AR AR N AR RN R AN RN AP EVE RN R AR F R A R B
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AR AR AN PR P P R RS R A A AR A R B NIRRT RN RN R A AR R B T VAN E Bk R h o P ok b
el L LS LA L L Ll Ll T L L Ll L S T R LTI L) L L e T T T T T I T LTI I
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In addition, Dr. Levy’s testimony discussed licensc fces remaining at “modest

lcvells] compared 1o the overall size of the deal.™ I'T. at 7:1326 (Levy). sesstessenseecanrons

i.iiiii-r-----o-lilii.ii--l-i-s-a-a--.-.'-ryingni|.o|-.4‘-t¢--1-.-|-'||---||-a,q-...-.....-s;..,......
FEARERARE R RA A P AN PP I A A A AR N TR B N T o N e A o

ESEI AR AR Ak A PR PR RS PP R P AR AR A A ST B A (LA IITI I Il | ]

e.  Dr, Levy’s Criticism of the Volume of Due Diligence Performed for Niacor-
SR

1.357.  Dr. Levy testified that he concluded that the $60 million license fec called for in
the Niacor-SR license agreement “was not for Niacor-SR” because the level of due dilizence
performed by Schering was in his view “strikingly superficial.” (7 Tr. 1341-42 {Levy): CX
1597). In fact, Dr. Levy testificd that his minimum duc diligence requirement was a stand alonc
crilerion, Le. cven if the $60 million was perfectly in linc with the value of Niacor-SR, the
allcged lack of due dilipence conducted by Scheritg would — by itself — lead him to conclude (hat
the $60 rmllion “was not for Niacor-SR.” (10 Tr. 2133-34 {Levy)).

Complaint Counsel’s Response to Finding No. 1.357:

Coamplaint counsel has no specific rcsponse.
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(1) Dr. Levy’s Second Guessing of Schering®s Due Diligence is
Inconsistent with Professor Bresnahan’s Testimony

1.358.  Although complaint coumsel use Dr. Levy’s conclusion that the payment “was
not for Nizcor-SR™ to support Professor Bresnahan’s conclusion that the payment was for dclay,
Dr. Levy appears to be at odds with Professor Bresnahan on the propriety of second fuessing Lhe
due diligence performed by Schering. {4 Tr. 577-78, 607 (Bresnahan); CX 1577). Professor
Br-:;ﬂnahan specifically testified that the analysis of whether there was a payment for delay does
not impose a minimum due diligence requircment and that if Schering’s conclugion about the
value of Niacor-SR was bascd on its business judgment, the agreemoent would not contain a
payment for delay. (5°Ir. 967-68 {Bresnahan)),

sponsc to Finding Mo, 1.358:

The proposed finding is incomplete and mislcading. Dr, Rresnahan’s comments
on “busmess judgemnent” referred te a rational objective cconomic decision 1o trude
monetary payment Tor like value, not a spurious subjective assessment of "worlh." See Tr.
at 52607 (Bresnahan) (*The business pecple can come to belicfs through either sober
business judgements or by other mechanisms. I it were bused an sober husiness
Judgement, the valve, then T would say yes . . - then there’s no payment Jor delay . . . [i]fit
were honestiy held but come to by some other way, then I just den’t know. It’s outside

Y purvicw'™).
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(2} Due Diligence is the Level of Diligence That is Due,
Which. is Diependent on the $pecific Product Being
Evaluated
1.338.  During the course of his ¢arser in the pharmaceutical mndustry, Dr. Horovitz has
been mvolved with roughly 75 licensing or technology transfors. (16 Ir. 3609 {Horovitz)), Dr.
Horovilz explained that duc diligence, by its very definition, is the diligence that is due for a
spzeific licensing opportunity, and therefore the diligence that is due will nccessarily vary Fom
opportunity to opportunity. (16 Tr. 3678 (Horovitz)}). This has been true throughout Dr.
Horovitz's career. (16 Tr. 3683-84 (Horovitz)). A variety of factors can influence the arnonnt of
due diligence that is required for a particular opportunity, incliding the siaye of development the
product is in and whether the product is a new chenical entity or an old, known compound. {16
Tr. 3678 (Horovit)). Further, a due diligence revicw may also be greatly tacililated where the
individual conducting the review has preexisting knowledge of the market or produet bein e
evaluated. (16 Tr. 3678-79 (Harovitz)).
Complaint Counsel’s Response to Finding No. 1.359:

The proposed finding is incompleic and misieading. While Dr. Hnn:-ﬁtz may
have tw::";tiﬂ-::d that due diligence can vary depending on the ttansaction, he identified
several aspects of Scﬁeﬁng’s review of Niacor-SR that were conirary to his experience
with due diligenee and how he would have reviewed Niacor-SR had he been in
Schermg’s stioes.

First, contrary to Mr. Audtbert’s review, Dr. Horovitz would have at least asked

Upsher if there were any “outstanding issnes™ with the FDA. He also continmed thal
in his experience with in-lcensing late stage drugs (like Niacor-SR), he was unawarc
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of any licensing deal in which such an inquiry was not made. Tr. at 16:3721-22
{Horovile).

Sceond, contrary lo Mr. Audibert’s review, Dr. Horoviiz testificd that if he had been
in Schenng’s shoes evaluating Niacor-8R, he wonld have asked Upsher if i had
labeling for Niacor-SR and reviewed such labeling had it been available. ‘Ir. at
16:3750 (Hotowtz) (also noting that he did not know whether anyone at Schering had
reviewed Upsher’s labeling for Niacor-SR).

FAREARARAAASEA SR A A A R R R R R R R AR AR PP PN EE RS R AN F AR A A A N N R F ARy PR
SRR R RA A A A LA A TR PR EER TP R ET EAE SR R R R R R
LA L LL DL AL L L P LS PR L LR LT L L L L L T g T T P gy,

LA ST I TLARTITR IR IR L] Ly L L Ly T g o g T T T 71 ] (LI LI YL RT T )

Fourth, contrary to Mr. Audibert’s review, Dr. Horovitz, if he were i Schering’s
shocs and was going to license Niacot-SR, would have liked to roview the FDA
correspondence regarding Upsher’s pharmacokinelic studies. Tr. at 16:3744
{Horovitz) (specifically noling he would have liked te review CX 1383 (discussed
below) concerning Upsher’s communications with the FDA),

Finally, contrary to Mr. Landa’s purperted conclusion that Niacor-SR would be
approved, [y, Horovitz testilied thal getting Eurepean rcgulatory approval is never
certain. ‘IT. at 16:3712-13 (Horovitz) (also noting that Niacor-SR never received
European regulatory approval).

1.360.  As has been he case with Dr. Horovilz's experience with pharimaceutical

Licensing (ramsactions, the amount of due diligence that Schering performs in evaluaring a

licensing opportunity depends on the nalure of the opportunity. (13 Tr, 3432-33 (Russo);rseeerer

wevsanscransansonses, 7 Tr 1400-10 (Driscoll [H)). Schering does not usc any standard approach in

cvaluating a licensing opportunity. (15 Tr. 3432-33 {Russo)}. Generally, the higher the risk

involved with a particular product, the more involved Schering’s review process will be. (15 Tr.

3432-33 (Russo)).

Complamt Counsel’s Begponze 1o Finding We. 1.360:

The proposed finding is incomplele and misleading. While Dr, Horovitz may
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have testilied that due diligence can vary depending on the transaction, he identificd
several aspects of Schoring’s review of Niacor-SR. that were contrary to his cxpericnes
with due diligence and bow he would have reviewed Miacor-SR had he been in
Schering’s shoes. See CPRF 1.339.

Ir. Russo’s testimony is contrary to his experience and the documents he crealed
while evaluating Kos® Niaspan product. In a March 1997 memorandum preparcd by Mr.
Russ-::-; he spectlically discusscd the need for “due diligence validation” on patent status,
finalized labeling, manufacturing capabilities, and product liability. He further wrote that
these issues “need to be reviewed and mors completely understood before a deal could be
made. ... We would of course subject any deal to this cntena.™ CX 546 at 5P (2770,

In addition, a review of Schering’s due diligence on Gve licensing deals shaws

R R R e o e o ok o o o e ek bk R Y
L TIEL I TR e TN E T A Ay P R IR Y PR A LY T TRy P T e RN N Y I P Y IR FE P ST TILTETT Y Y IR Y Ey Te
TR FEF ANV NS RN AR FEF AN SR AN F A BN AR SR R A AR A A A AR FARA RN FA R FI NS S AN FRAREA A MR A & A A DA RN

R R S R R Ak R e s e e v e r aas sarsnavanrandsbbsnneve [he chart

below (from CPF 486) illustrates the duc dihgence conducted on these olhor deals 1n

camparigen to the extremely abbreviatad review conducted on Niacor-SE.
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1.361.  First, Schering perfornis more due diligence for a product thal is in an early
stage ol development as opposed to a late stage product for which Phasc ITT dala is already
avaifable. (15 .Tr. 3432-33 (Russo)}. This iz because there is often less risk and more known
about a drug that is further along in development, whereas 2 drug in an early stage of
devclopment ié mere of an “unknown” and typically requires a more cautious approach, (13

Ir. 3433 {Ruzso); 16 Tr. 3651-82 (Horovitz)).

Complaint Counsecl’s Respanse to Finding Wo. 1.361:
The proposed finding 1s nol relevanl. While more may be known about & late
stage drug, Schering only undertook cursory due diligence on Niacor-SR which failed to

evaluate nearly all issues normally reviewed by Schering before licensing a drug. In
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reviewing Niacor-SR, Schering did not evaluate its repulatory slalus, patent stams,
marmfactring issues, or conduct a safety review ol the drug. See CPRF 1.360

{describmg Schering’s dne diligence on other drugs in comparison to Wiacor-SR).

1.362.  Second, Schering performs more due diligence for a product that involves a new
chentical enlily a5 opposed to a product that invalves an old, known compound. (15 Tr. 3532-33
{Russ=o); 18 Tr. 4138 (Audibert); srerreseasssnssssssassacsarnanes, A new chemical c::ntity TEqUIres
signilicantly more due diligeace than an old known compound because the lack of experience or
familiarily with a new chemical entity tneans they are simply iess predictable than old drugs. (18
Tr. 4138 (Audibert); 16 Tr. 3678-81 (Horovitz)}. In contrast, evaluating a known compound can
be much more straightforward when the data you evaluate serves to confimm your expectations
for the product. (16 Tr. 3680-81 (Horovitz); 18 Tr. 4138 (Audibert); sesenssensnssansisrssssavesver
ssssssuenses, n fact, the March 1997 prospectus from Kos’ inilial public offering explained Kos®
strategy in focusing on reformulations of known dmgs, as with Niaspan: “Kos beligves that
developing proprietary products based on cutrently approved drugs, rather than new chemical
cotities (“NCES”), may reduce regulatory and developmenttisks . . " (SPX 603 at Kos 0073).

Cmnplﬁint Counscl’s Responge to Finding No. 1.362:

The prépased finding is not relevant. While more may be generally known about
an old chomical compound, Schering only undertook cursory due diligence on Niacor-5SR,
which failed 1o evaluate nearly all issucs normally reviewed by Schering before licensing
any drug. Inreviewing Niacor-SR, Schering did not evaiuate its rezulatory status, palont

status, manufacturing issues, or conduct a salety review of the drug. See CPRF 1.360
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(describing Schering’s due diligence on other drigs in eomparison to Niacor-SK).

1.363.  Third, & product that does not alrc;d}' have an established “proof of principle™
presents a greater risk and, therefore, more due diligeace will be performed by Schering as
compared t© a product lor which (he eMficacy {n reating the targeted disease is already well
cstablished s wesveravessnsanncsascsanacncs. 15 Tr, 3432-33 {Russo)). Because having “proof of
principle” means a drug is already known to be effective in freating that particular disease, therc
is less risk that the product will not prove to be efficacious and, therefore, Schering considers this
to be a very important factor in asscssing risk. (19 Tr. 4363 (Lauda); 18 Tr. 4116-17 {Audibert)).

Complamnt Coungel’s Response to Finding No, 1.363;

The proposed finding is not relevanl. While more may be known about a drug
with an cstablished “proof of principle,” Schering only undertook cursory due diligence
on Niacor-SR, which fiiled to evaluate nearly all issues normally reviewed by Schering
before licensing any drug. In reviewing Niacor-8R, Schering did not evaluate its
regulatory status, patent status, manufacturing issues, or conducl a safety review of the
drug. See CPRF 1.360 {describing Schering’s due diligence on other drugs in comparison

to Niacor-SR).

(3} Schering Performed the I evel of Die Diligenve Required for Niacor-SR
1.364.  Unlike other products Schering has evaluated, Niacor-SR was a very
“straightforwand” product in a market with which Schering was intimatcly familiar, svsesesesoees

ket D L L L 18 Tr. 4[]93_9& nRsasanBasRaL 4137 (Alldlbﬂl.’t}} LTI T T Ty R T T P T T e
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Complaint Counscl’s Response to Finding No. 1.364:

The proposed finding is contradicted by other evidence. The Niacor-SR licensing
opporlumly was nol straighiforward. First, sustained-release niacin dmgs were known to
have adverse side-cifieets ihal wouald impact on the develepment and marketing of any
such drug, CPF 588-595 (describing known problems with these drugs). Second,
Schering was well aware of these problems based on jis own revicw of Niaspan and
market research conducted on sustaincd-release niacin drugs. CPF 596-618. Third, other
potential licensors of Niacor-SR. did not find this drug to be straightforward based on the
concemns they raised when mesting with Upsher, and the fact that most companies
evalugting the drug sought additional time and/or additional information from Upsher as
parl of .T.hﬂi]" evaluation. CPL' 620-652. Fourth, the FIDA in its correspendence with
Upsher concerning Niacor-SR noted concerns aboul the status of Upsher’s
pharmacekinetic sindy and guestions about the fileability of Upsher's NDA. CPF 653-

(59,
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1.365.  Niacor-SR was a “straightforward product.™ ssesssessssessvenssnsernrnar 4384 85
{Lauda); 18 Tr. 4137 {Audibcri); & Tr. 1637 (Lauda Dop.)). First, Niacor-SR was a late stage
Phase OI product, and Schermg was able to conduct its cvalnation on the basis of the resuits of
the Phase Il pivotal trials. (18 Tr. 4113-14 (Audibcrt); svevresresesersnessensanansnre: 16 77, 3682,
3717 (Horovilz); Cﬁ 1042). Sceond, Nidcor-8R's active inpredient, niacin, i8 an old and well-
known compound with an established product profile. (18 Tr. 4137-38 (Audibert); sesevenanges
svserensansasenr: 16 Tr, 3681 (Horovite)} Third, Niacer-SR had “preof of principle” in that niacin
has long heen known to be ellective in the reatment of high cholesterol, the exact indication
targeted for Niacor-SR. (18 Tr. 4116-17 (Audibert); sessssssnssereneraransaresannses, In fact msa
result of niacin’s known efficacy profilc, the FD'A had advised Upsher during the development of
Niacor-SR. that “there 1s no question that niacin i1s effective,” and thal “efficacy was considered
altnosl a non-issue.” (CX 1376 at Upsher-Smith FTC 127098; CX 1371).

Complaint Counscl’s Response to Finding No. 1.365:

The proposcd linding 1s contradicted by other evidence. The Niacor-SR licensing
opportunity was not straightforward. See CPRFE 1.364.

It adihtion, Schering did not have the “results™ of Upshér’s lwo pivotal trials, so it
could n-c:t have concluded from that information that Niacor-SE was straightforward. CX
1042 al SP 16 000679 (the “package” of information received from Upsher neting that the
“projected™ completion date for the second pivotal trial (Protocol Y00221) was Junc
1997).

The stalement in the proposcd finding concerming what the FIDA had advised

“Upsher is not relevant. During its evaluation of Niacor-SR, Scheving did not review any
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infommation that would have indicated whether the FDA had identified potential problems
wilh Niacor-SR. Tr. at 15:4178 { Audibert) (confirming that ihe niformation he was
provided during his commercial assessment did not tell him whetlher there were any
problems identified by the FDOA); Tr.at 18: 4190 {Audibert) (indicaling he did not review
any o Upsher’s FDA Gles during his evaluation of Niacor-SK).

I Schenng had evaluated sucﬁ cortespondence, it would have leamed that the
FDA expressed concerns about the status of Upsher’s pharmacokinetic study and
questions ahout the fileability of Upsher’s NI)A. CFF 470-81 (discussing several picees
ol comespondence detailing issnes and concerns raised by the FDA prior lo June 1997);
CX 1382 at Upsher-Smith FTC 107436 (Upsher’s minutes from February 5, 1997
meeting with FDA, reporting that “[d]ue to lhe known pharmacokingtic issucs
oulslanding for Niacor-8R, the FDA should not file the NDA withm.;t the requested
pharmacokmetic stidy resnlts™); CX 1383 at Upsher-Smh FTC 107457 {fax from
FDA’s division of metabolic and endocrine drug preducts to Upsher regulalory affairs
specialist cantioming “that approval of Niacor-SR ag a controlled-release product is
dependent on the resulis of the submiticd fpharmmacokinetic] study, and not merely on its

comapletion.”™).

1.366. Onthe basis of these considerations, Dr. Horovitz testified that in evaluating a
drug like Niacor-SR, he would expect that a knowledgeable persen could perform the reguisite
due diligence more quickly than would be the case with other licensing cvaluations. (16 Tr. 3682

(Horovitz)). Asit rns out, i addition to the fact thal Niacor-SR was a “straightforward™
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produci, Mr. Audibert was uniquely qualified to evaluate this exact procuct in Tune 1997.

Comaplamt Counsel’s Response to Finding No. 1.366:

The proposed findmg is contradicted by other evidence. Dr. [Horovitz ideniified
scveral aspects of Schering’s review of Niacor-SR thal were contrary to his expetience
with due diligence and how he would have revicwed Niacor-SR had he heen in
Schering’s shocs.  See CPRFE 1.35%.

The proposcd tinding is coniradicted by other evidence. Mr. Audibert did not have
“unique qualifications™ to evalnate Niacor-SR on his own. Mr, Audibert did not have the
training or expenence necessary fo conduct due diligence on Niacor-SR. In particular, he
had not worked in the regulatory area since 1977, and was not fumiliar with I'DA

requirements or procedures regarding the approval of drugs. CPF 446-4535E,

1.367.  First, Mr. Audibert was already famihar with cholesterol lowering drugs --
including niacin — as a result of his detailed evaluation of ihe cholesterol lowering market as parl
of his work on Schering’s blockbuster pipeline drug, ezctimibe. (18 Tr. 4095-4100 { Audibert)).

Complaint Counsel’s Response fo Finding No. 1.367:

-The proposed finding is incomplete and misleading. Mr. Audibert’s “familiariiy”
with cholesterol-lowering drugs was from his cxperietice as a sales and marketing
executive, not as a rcsearch scientisl. See CPT 446-558; Tr. at 18:4082-85, 4092-95
{Audibert) {describing his work experience).

The proposcd finding is not relevant. While Mr. Audibert possessed some

knowledge about the cholesterol-lowerning market, Mr, Audibert did niot have the
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Jualifications to perform the scientific review of Niacor-SR, and he committed mutnerons
ctrots i his analysis of the package of information provided by Upsher 10 Schering on

Niacor-5R. Seq CPRE 1.204.

1.368.  3econd, as a result ot his work on exetimibe, Mr, Audibert was already
mtimately familiar with, and had been spending about a third of his professional lime studying,
the cholesterol lowering market. (18 Tr. 4092-410], seasasseansensee {Audibert); 16 Tr. 3679-80
{(Horovitzy).

Complaint Counsel’s Response to Finding No. 1.368:

The proposed finding is incomplete and misleading, See CPRT 1.367 (describing
the majority of Audibert's work experience as being in the sales and marketing field).

The proposed finding is not relevant. While Mr. Audiber! possessad some
knowledge about the cholesterol-lowening market, Mr. Audiberi did not have the
qualificalions to perform the scientific review of Niacor-SR, and he committed numerous
errors in his analysis of the package of information provided by Upsher to Schering on

Miacor-5R. Se« CPRF 1.204.

1.369.  Third, Nracor-5R was a known drug reformulated using sustained release
lechnology to overcome a known side effect, a method of developiment with which Mr. Audibert
had ganed substantial experlisc throughout his carcer. (18 Tr. 4082-89 (Audibert)); 16 Tr. 3679-

B0 (Elotovitz)).
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LComplaint Connscl’s Response io Finding No. 1.369:

The proposcd findmy 1s not relevant. Sustained release drugs are not
mterchangeable. Each must be individually evaluated, even if the same drug compound
15 being used with different suslained release technologies. CPRF 1.363 (discussing
differences between sustained-release lechnologies). In addition, whils Mr. Audiberl
possessed some knowledge about the cholesierol-lowering market, Mr. Audibert did not
have the qualifications to perform the scientific review of Niacor-SR, and he commitied
NUEMEroNs cirors in his analysis of the package of informalion provided by Upsher to

Schering on Wiacor-8R. See CPRF 1.204.

1.370.  Fourlh, Mr. Audibert was an cducated pharmacologist with substantial
experience throughout his career in overseeing and evaluating clinical trials. {18 Tr, 4081-89
(Audibert); 16 Tr. 3679-80 (Horoevils)). |

Comptlaint Counscl’s Response lo Finding No. 1.3706:

‘The proposed finding is inconiplete and misleading. Although Mr. Audibert did
receive a pharmacology degree, he has never been employed as g pharmacologist. Most of
his caréer has been i sales and marketing. See CPRF 1.367 (describing Mr. Audibert’s

work experience}.

1.371.  Fifih, Mr. Audibert knew from his evaluation of Niaspan just months earlier that
the FDXA was on the verge of approving another sustained releasz niacin, and the resulfs of the

prvetal trials for Niacor-SR confirmed that Tpsher had simlarly succeeded in developing a safe
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and effective sustained release miacin. {11 Tr. 2453-54 (Audibert Dop.); sseesssserivsnvraannras
SRR RS P A 15 T-l-_ 36?9_8[} (H{]mvitz)]r

Complaint Counsel’s Response to Finding No. 1.371:

The proposed [inding is incomplete and misleading, Mr. Audibert had hmited
involvement in Schering’s discussions with Kos regarding Niaspan. In fact, he only
participated in one conference call with Kos in March 1997, and then dropped out of
Schering’s evaluation of Niaspan. Tr. at 15:3516-17 (Ray Russe) (confirming that Mr.
Andibert only parhicipaled 1 one conference call which occurred it March 1997 (per CX
543}). In addition, when agsessing Niacor-SR in Jime 1997, Mr. Audibert did not consult
the Schering officials (e.g., Mr. Russo) involved in the full discussians with Kos
reparding Niaspan, Seze CPF 425 (discnssing Mr. Aodibert’s failure to consult Schering

officials regarding Niaspan).

1.372.  Asarcsull of the convergence of Mr. Audibert’s particular cxperlise and
Niacor-5R s “straightforward” prefile, the level of due diligence that Schering had to perform i
evaluating Niacor-SR was expectedly less than the level of due ditigence requived fer other
products Schel:ing has evaluated. wrvsevsesersasncesssnsas Othor deparimenis were available to
Mr. Audibert had he scen o need to consull them, but he saw no nced to do so in the casc of
Niacor-5R. (18 Tr. 4138 {Auvdibert); 8 Tr. 1641, 1643, 1652 (Lauda Dep.)). Miscor-SR was
unlike any vther product evaluation in which Mr. Audibert had previously been involved. (18 Tr.
4138 (Audibert)). For example, although Mr. Aundiberd frequently consults people cutside global

markcting in ¢conducting an evaluation, virtually every other product which Mr. Audibert has
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evaluated imvolved a new chemical entity, unlike Niacor-SR, (18 Tr. 4138 (Audibcrty).

laint Counsel’s Response to Finding No.

Coim

The propescd linding is coniradicted by other evidence. The testimmony of Dr.
Horovitz identifics several aspeets of Scheting's review of Niacor-SR that were contrary
10 his experfence with due diligenee. He further testified that he would have conducted

further review in several areas that were not ¢xplored by Mr. Audibert. See CPRF 1.359,

1.373.  Bascd on Mr. Audibert’s evaluation of Niacor-SE, Schering did not believe that
addilional due diligence was required: “We felt we had the answers to the questions.” seerees
srsavasnsneenenne: |8 Tr 4137 (Audibert)). Mr. Landa testified that Mr. Audibert’s sales
projections, which were reviewed and approved by Mr. Lauda, represented Schering’s best
estimate of what Schering could achieve in lhe marketplace with Niacor:SR., stversssesuse

SERFEEF A FEA

Complaint Counscl’s Response to Findine Neo. 1.373:

ihe proposed finding is contradicted by other evidence. The testimony of Dr.
Horovitz identifies several aspects of Schering’s review of Niacor-SR 1hat were contrary
to his e.xpariﬂnce with due diligence. ‘He further testified that he would have conducted
further review in several areas that were not explored by Mr. Audibert. Sece CPRF 1.359.

It addition, Schering did not cnnﬂuct a sales forecast or profit and loss projection
for Niacur-SR L:UTI.SI'SLEI[E with Schering’s practice on other licensing transactions. See

CPRF 1.350.
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(4) Dr. Levy's Criticism of the “Volume™ of Due Diligence Performed
for Niacor-SIL

1.374,  Dr. Levy testificd to his opinion that the level of due diligence performed by
Schermg for Niacor-SR was in his view “sirikingly superficial™ {7 Tr. 1341-42 (Levy), CX

1397). Tn explaining how he rcached this conclusion, Dr. Levy testified that he had put himself

in Schering's position in June 19497 to “'try to ascertain whai [ nmight have done had [ seen what
they saw.” (7 Tr. 1342 ([.2vy)). This statement reveals an obvious and fundamental flaw in Dr.
Levy’s analysis in thal il ignores the possibility that what Dr. Levy may have needed (o see in
terms of due diligenee might bear little relation o what Mr. Audibert would have wanted to see.
{16 Tr. 3678-79 (Horovitz)). Conservatively stated, Dr. Levy’s qualifications to evalnate Niacor-
SR are not remoiely comparable io Mr. Audibert’s in this context: as illustrated abave, My
Audibert wus uniquely qualified to evaluate this exact product at that exact moment in time.
(SPF 1.366-1.373.)
Complaint Covnsel’s Responsc to Finding Wo. 1.374:
The proposed finding is incompleic and misleading. Mr, Aodibert was not
“uniquely gualified” to evaluate Niacor-SR. See CPRF 1.366-367. In comparison, Dr.
Levy was submitted in this case “as an expert in the field of pharmaccutical licensing and
pharmaceutical valuation.” Tr. at 7:1304-05 (Levy). His gqualifications as an expert in
thosc fields provided him with the necessary cxpertise to offer opitions regarding the
ievel of due diligence needed for a review of the sa[etgf; and efficacy of Niacor-SR as 1t
relates to the pharmaceutical licensing evaluation process.

Dxr. Levy has held mufliple positions with various pharmaceutical companies over
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a period of more than lwo decades that qualifics him to offer his opinions in this malier.
His positions and regponsibililies inchided the following:

— Abbott Laboratories (vice prestdent of pharmacenticul research - involved m
reviewing dozens of in-licensing opportunities);

— CoreTechs (president — consulling to the pharmaceutical industry, and assisting
developing companies (including healthearc) in ¢valuating and developing their
technologies);

Erbamont Pharmaseutical company (consultant to Crbamont over five year petiod -
respansible for overseeing worldwide research and development operations, including
division in Ialy);

— Ligand Pharmacenticals (consultant to and scrved on beard of directors — involved in
Ligand revicw of numerous transactions over more than a decade including out-
licensing and in-licensing ol pharmaceutical research and products);

— LyphoMed/Fujisawsa {consultant to this company for nearly a decade — involved in
LyphoMed transition from generic pharmaceutical company to branded company);
and

— TFujisawa (president of Japanese pharmaceutical company’s 11.5. division —
responsible lor entire divisien’s business including al! busincss development end in-
leensing activities). Tr. at 7:1293-1301 (Lovy) (desaibing his positions and
responsibilitics with these companies).

In addition, Dr. Levy has received the following degrees and training: Yale
University (B.A./B.S.}, Columbia Univeraity (M.D.), University of Colorado (medical
intﬁmshjp}, Massachusetts General Hospital {medical internship), National Institates of
Health (two year research associale position in virology and immunolagy), Duke
University (neurosurgery residency), Duke University (Ph.D. in immunelogy, and tenured
professory. br.at 7:1287-90 (Levy).

Dr. Levy has published over 130 articles, including articles on climical research,

designing rossarch projects, and assessing climical data. Tr. at 7:1290-91 (1 evy).
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Dr. Levy has held positions on the boards of dircelors and scientific advisory
boards of numerous pharmacentical companics including: Zonagen Corporation, Targeted
Genetics Corporation, and Fitst Hotizon Pharmaceutical Company. Tr. at 7:1302-03
(Levy).

n addition, Dr. Levy’s opinions regarding Schering’s due diligence were mot
bascd salely on his own indusiry experience, but also his detailed review of Schering’s
due diligence on scveral transactions. See, e.g., CPF 487-549 (discussing Schering’s due
diligence on two licensing transactions, and Dr. Levy’s evaluation ol (he duc diligence

conducted).

1.375. In further support of his testimony that the due diligence performed for Niacor-
SR was “strikingly superficial,” Dr. Levy set out to prove that Schering’s cvaiuation of
pharmacentical licensing opportunities always involves a much larger volume of duc diligence
{i.e. more people, more time and more paper) than was the case for Niacor-SR. [(7 ¥r.] 1375-
78, wwwerenssssssnnnsinisases The method of prool utilized by Dr. Lﬁ‘i-‘}f was to compare the volume
of dug diligenec for Niacor-SR (o the volume of due di ligence from just lwo other Schering
evaluations. (7 Tr. 1376-78,sesssarvevearner 188687 {Levy)). This reprezcnts the second ohvious
and fundamental flaw in Dr. Levy™s analysis: comparing the due diligence performed for Niacor-
SR to the level of due diligence performed in two other hand-picked Schering dcals does not _
¢stablish a comparison of Niacor-SR to every other Schering deal, In Fact, in scleeling his two
yardsticks, Dr. Lovy concedes that he sittply selected these comparators from a “'list,” and that he

did not review “in toto™ all 33 license evaluations for which Schering produced documents to
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Mo. 1.375:

Complaint Counsel’s Respanse ta [Findi

The proposed finding 15 incomplete and nusleading. Nowhere in Dr. Lovy's
testumony does he state that he “set out™ to prove anything, let alone that Schering’s due
dilipense “always” involvis a large “volume™ of due diligence. Rather, Dr. Levy
undertock an analysis of Schering's due diligence reviews of other drugs to evaluale
whether Schering’s review of Niacor-SR was consistent with Schering’s own practices.
His conclusion was thal Schering’s due diligence on other deals further indicates that the
due diligence undertaken by Scherme for Niacor-SR was superficial, Tr, at 7:1376-77
(levy).

In particular, he chose to review the due diligence for thosc two drugs because
they were comparable to Niacor-SR (j.e, dmgs thal were licenzed around the same time
as Niacor-SR and were hoth late-stage development drugs). The due diligence conducted
by Scheting on these twe drups illustrates that Schering nonmally undertakes cxtensive
due diligence review of potential in-licensing candidate drugs. These two drugs were
Vasomax (]icansed_b}f Schering from Zonagen in 1997) and ssrasesrssssrsrsmmssrvesnnnsenses
Sassasnsiuss kumnnsabnanbabsbennnnansansernsnares T a1 7:13F7-7E {Levy} (describing basis for
detenmining what transactions were comparable to Niacor-SR, and discussing
comparability of ZORAZEN (TANSACHON); +98 tessersenssnssassraneesssssses tnrrvavasvasanserassanas

The proposed finding 1s also misleading in appearing to crilicize Dr. Levy’s for

not reviewing the due diligence from all 33 Schening transactions. Dr. Levy was not able
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lo review documentation from all ol these transactions, because at the request of
Schering’s counsel, complaint counsel agreed lo livmt the scope of Schering’s production
olsueh due diligence documents. Bascd on the documents that were produced, Dr. Levy

1dentified the two deals he believed were most comparable to Niacor-SR.

1.376.  Intestilying thal he disagrees with Dr. Levy’s ultimate conclusion that the dus
diligence performed by Schering for Niacor-5R was “superficial,” Dr. Horavitz cxplained that
the level of due diligence can only be considered in the context of a particular opportunity. (16
Tr. 3699 {Horovilz}). During his decades of experience in the pharmaceutical industry, including
as the former vice president ol licensing far Brizto] Mycrs Squibb, Dr. Horovitz has been
invelved in roughly 75 pharmaceutical icensing or technology trimsaciions. (16 Tr. 3607-09
(Horovitz}}. On the basis of his cxperience, Dr. Horovitz cxplained why he does not belicve that
the type ol comparison performed by Dr. Levy is useful: due diligence, by ils very definition,
will necessarily vary from opportunity to oppertunity. (16 T'r. 3877-78, 3682-83 (Horovitz)). It
can vary not only by the characienstics of the product invalved, but also by the experence D;_“ the
individual conducting the revicw and the strategic interests of the company evaluating the
product. {16 Tr. 3678-79% {(Horovitz)). Tn fact, Dr. Horovitz explained that every licensing
evaluation in which hc has been invelved during his career required various lovels of due

dihgence, with one lasting nearly a year and anather lasting just 10 days. (16 Tr. 3683-84

{(Horovitz)).

The proposed finding is contradicted by other evidcnce. The testimony of Dr.
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Horovitz identifies several aspects of Schering’s review of Niacor-SR that wero contrary
to his cxpenonce with due diligence. He furthor testified that he wonld have conductad

further review m several arcas thal were not explored by Mr. Audibert. See CFRF 1.359.

1.377.  Dr. Levy iestified that he utilized three criteria in selecting the Schering
licensing evaluations thal were sufficiently “analogous® to use as vardsticks: (1) the evaluation
involved a pharmacentical product as opposed to a development agreement; ¢2) the evaluation
took piace at “roughly™ the same time as the Niacor-SR evahation; and {3) the product evaluated
was a “late stage product.™ {7 Tr. 1376-78 (Levy)). Dr. Levy’s application of (his test led Lo his
trial testimony in which he measured the volume of due diligence performed for Niucor-SR
against that performed for: (1) Cor Therapeutics’ Integrelin product; and {2) Zonagen’s
Vusomax producl. [(7 Tr.] 1377-78, ssetsnausasarasasassss Moreover, Dr. Levy alzo claimed that
Vasomax is particularly stmilar to Niacar-SR because it (oo is a sustained release produet. {9 Tr.
1864-66 (Lavy)). . Ol course, .nai ther of these are cholesterol lowering diugs. (10 [r. 2180-81
(Levy)).

Complaint Counsel’s Respunse o Findineg No. 1.377-

The proposed finding is incomplete and misleading. Dr. Levy undertook an
analysis of Schering’s due diligence reviews of other drugs te evaluate whether
Schenng’s review of Niacor-SR was consistent with Schering’s own practices. His
conclusion was that Schering's due dilipenee on other deals further indicates that the due

diligence undertaken by Schering for Niacor-SR was superficial, Tr. at 7.1376-77 (Levy).
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setssssitiTr i s e s st s e sanessanesens See CPF 511-316 (describing
Zonagen deal}, CPF 547-549 {describing Cor Therapeutics deal).
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In confrast, in reviewng Niacor-SR, Mr. Audibert simply reviewed an
information package from Upsher containing summary data and two “draft” protocols,

Mr. Audibert never requesied any additional information from Upsher, never spoke with
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anyone al Upsher dunng his review of Niacor-SR, and never conducted a site visit lo

Upsher. CPF 420-425 (deseribing scope of Mr. Audibert™s review).

1.378.  As an milial mailer, there is serions reason 10 question the accuracy of Dr.

]'__mr}.r’s app]icaﬁgn of even Hig OWH CHIETTH, mire s r i ss s samasa s b bs d5asss bbb brd § Pot 1or FTarass dbd bbns vasa
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laint Connsel’s Response o Finding Na, 1.378:
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rassaransansasasaansunsmnes Thig 15 in contrast to Niacor-SR which, unlike Intcgrelin, was shnply a
reformulation of a compound with an established efficacy profile, and for which the “definitive”
Phase [[1 clinical data was available and confirmed unequivocally that Niacor-SR was effective
m ihe mdication for which it was intended. esesessssrscssnnennrsnsvensnesensanse: 18 T 4099, 4123
(Audibert); CX 1042; 16 Tr. 3642-43 (Horovitz)).

No.1.374:

Complaint Conunsgel’s Response to Findi

The proposed finding is contradicied by other evidence, The chinical data for bath
of Niacor-SR’s pivotal trials was not available al the time Schertng reviewed the
information package provided to Schering. CX 1042 at SP iﬁ DDFITQ (the “package™ of
information received from Upsher noting that the “projected” completion date for the
second pivolal tnal {Protocol 900221) was June 1997). In addition, the data provided
was far from “definitive.” Even meore than one year afier the settlement agrecment, when
Upsher confirmed that it had “suspended all research on MNiacor-8R,"” Upsher informed
Schc:ril;g that “[s]everal of the studies are por in final form, and arc not smtahle for
submission to a rcgulatory apency.” CX 1111 at USL 13275 (letter from Upsher chicl

financial officer to Schering dated October 6, 1998} (emphasis in original document).
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Complaint Counsel’s Response to Finding No. 1.380:

Thea pmpused fmde ig not relevant, Whether sesesvssesisasaanssarnsrnasarrrrrrrensse
sessensanaranannssnsnerinaraner hus no bearing on Dr. Levy's testimony that Schering’s due
diligence on this deal and other licensing fransactions supported the conclusion that
Sche:iﬁg’s review of Niacor-SR was sirikmgly superficial.

pepp———————repeprep e ey T P T YT RT PR R TR TR R LI D RE L AT R LR IRLL R L LR LT DL bl L Ll

srssanpaveviveddtasansnansranrvinnes In) oopirast, SChEl'lﬂg did not conduct any research and

development review of Niacor-SR before entering the scitlement agreement. Tr. at
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721369 (Levy); Schering Second Admisgion No. 335 {admitting that the “Schering-
Plough Rescarch Institule has never conducted a review of the safety or efficacy or
Niacor-SR”); CX 1484 al 105:3-9 (Audibert dep) (confirming that he never spoke with
anyone in Schcring;‘s research and development departiment (SPRI} duning his
BVAILATION); *ansanesnssnsssssusssnersotsasentansrsss sonssnransisatnessas snts borvonsonsa

LR Rl DI RL DT RN IT LR TP T T L T T ey e e e e g gy Rk AN RN A S AR A R R N T A [ 13T I1 0]

asssrsasscssner This was contrary to Schering’s typical in-licensing practice, where in all
cases a product has 1o have a “safety review” by SPRL Tr. at 19:4387-88 {Lauda)
(confinning this peint and noting that “I don’t know if [Mr. Audibert] actually had |a

safcly review] done™).
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Complaint Counsel’s Response to Finding No. 1.381;

The proposcd findin g % incnmplqtct LT AT PR LT T T T TR R Ty P P T P P
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1.382.  As it turned out, despite its due diligence evaluation of all of these issnes,
Schermng’s hopes could not have been more misplaced. The FDA raiscd safety concerns
regarding the results of the toxicology studies which suggested the possibility that Vasomax
might cause cancer, and the FDA ultimatcly placed the application on hold and expressly
prombited Zonagen from procesding with its chinical development. (9 Tr, 19411942, reeves
asserrer (Lavy); seesavenssessusavonsasaraasonsass Today, as a result, Zonagen's stock has dropped to
roughly 10 percent of its value at the time Schering mistakenly cntered into that deal, and roughly
the same time that Zonagen gencrated $70 million in «n initial public offering. (9 Tr. 1939, 1043
{Levy)). Dr. Levy testified that he thinks there is still a chance that Zonagen can 1ecover (9 Tr.
1939 (Levy)), — perhaps like Kos has since recovered from the initial failure of Niaspan which
cut into its 199.? market capitalization of 3500 milion. (31 Tr, 7574 (Patel)).

Complaint Counsel’s Response to Finding No. 1.382;

The proposed tinding i3 incomplets, These Lypes of events arc cxactly why
pharmaccutical deal payments arc heavily weighted towards contingent payments, See

CPRT' 1.362-363 (explaining the preference for structuring more contrel over payments

inte pharmacentical agreements),
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1383, Aside from his general eniticism of the volume of dus diligence perfonmed for
Niacor-SR, Dr. Levy identified two specific aspects of due diligence that he helieves should have
raisc_d concerns [or Schering: (1) dielary supplement forms of sustained release niacin had been
asseciated with liver loxicity; and (2) the FDA had requested that Upsher perform an additionai
17-day, single-dose pharmacokinetic study in 30 patients. {7 Tr. 1317, 1388 (Levy)); 17 Tr.
4001-4003 (Halvorsen); SPX (331).

Conplaint Counsel’s Reaponse to Finding Wo, 1.383:

The proposed finding is mcomplete and misleading. Dr. Levy underlock an
analysis of Schering’s due diligenee reviews of other drugs to evaluate whether
+ Schering’s review of Niucor-SR was consistent with Schering’s own practices. He did
net simply make a “gencral criticism of the volume™ of due diligence for Niacor-SR. His
conclusion was that Schering’s due diligence an other deals farther indicates that the dus

dhligence underiaken by Schering for Niacor-SR was superficial. Tr. at 7:1376-77 {Lovy).

1.384.  First, as discussed previously, the liver loxicity issue was specifically evaluated
by Schering, and cdmplaint counsel have no evidence that contradicts Schering’s conclugion that
Miacor-SR was- & dramatic improvement as comparcd to over-the-counter sustained release niacin
products, and was consistent with other successful choleslerol lowering drogs. (SPF 1.245-

1250, 1.264-1.274).

omplaisit Counsel’s Res

The proposed finding is contradicted hy ather evidence. Schering’s own panel of

cholesterol-lowening experts n evajuating another sustained-release niacin drog reporied
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to Schering in Afﬁl 1997 that practitieners “tend to avoid” using niacin for cholesterol
management, “because of diminished efficacy and concern regarding hgpamthicigf.”
CX 576 at SP (20709 {Decker report discussion of “conclusions and recommendations”
at paragraphs 1 and 2) (emiphasis added). n addition, based on >r. Levy’s teview of the
information package provided to Scheting by Upsher, Niacor-SR “had absolute and ¢lear
cvidence that would suggest hepatotoxicity.™ Tr. at 71317 (Levy).

This concern regarding lver toxicity was confirmed by the draft Tabeling Upsher
preparcd (bul which was never provided to Schering or requested by Schering). which
stated that dosc-relaled hepatotoxicity existed for Niacor-SR above 2 grams. TSX 308 at

Upsher-Smith FTC 110474 (Niacor-3R draft package insert as of Tuly 1997),

1.385.  Second, Dr. Levy described the requirement of a pharmacokinetic study as
Iollows: “Doing a pharmacokinetic smdy in Schering-Plough is like falling of a loz. I'mean they
do them routinely.” (7 Tr. 1388 (Levy)). Not surprisingly, Mr. Lauda testified that the PK study
was, at best, a4 very minor issue that would not cven have “caused a blip on the radar.” (19 Tr.
4516-4517, 4421 (Landa)). Morcover, al the time of the license agreement for Niacor-8R,
Upsher had aIr;%ad}' built Lhe PK study into the December 1957 NDA filing timetable upon which
Schering relied. (16 Tr. at 3728, 3793-3794 (Horovitz)). In lact, Dr. Levy admitted that he could
net say what lype of pharmacokinetic smdy would have been required in connection with seeking
approval 1or a sustained releasc formulation in Curope. (35 T, 8414 (Levy)).

Complaint Counsel’s Response o Finding No. 1.385:

The proposed finding 13 incomplets. While conducting a pharmacokinetic study
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may not have been difficult, the FDA expressed concerns regarding Upsher's atiernpts to
conduct such a study. In particular, in correspondence from Upsher’s files, the FDA
expressed concerns about how the status of Upsher’s pharmacokimetic study the [Hlcabilily
ol Upsher’s NDA. CPF 470-81 (discussmyg several picecs of cotrespondence detailing
issues and concerns raised by the FDA prior to June 1997), CX 1382 at Upsher-Smith
I'TC 107436 (Upsher’s minutes from February 5, 1997 meeting with FDA, reporting that
“[d]ue to the known phanmacekinetic issucs outslanding for Niacor-SR, the FDA should
nol dile the NDA without the requesied pharmacokinetic stndy results™); CX 1383 al
Upsher-8mith FIC 107457 (fax from FDA’s division of metabolic and endocrine drug
products to Upsher regoiatory affairs specialist cautioning “that approval of Niacor-SR. as
a controlled-release product is dependent on the results of the submiticd
[pharmacokinetic] study, and nol merely on s completion.™).

In addition, Kos” experience wilh conducting pharmacokinetic smdies for its
sustained-release niacin drug indicaled that the FDA conducted substantial review ol
these studies. Prior to approving Niaspan, the FDA required that Kos conduct numerous
pharmacokinetic and clinical siudies, despite the [act that the active ingredient was widely
availah-le. CX 1047 at SP 002748 (Schering summary ol meeling with Kos in April 1997,
notitig thalt Kos had conducted 14 pharmacokinetic studics at a cost of abﬁut $4 million);
Tr. at 31:7498 (Fratel) (“[o]ur formulation of Niaspan was developed as an NDA
development and fling, which involved a number of Tengthy pharmacokinetic and

clinicel studica.™
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d. Professor Bresnahan'’s “Revealed Preference™ Test
1.386.  Professor Bresnahan tcstified that he applied a “revealed preference™ to prove
that the $60 million payment was not for ihe Niacor license, Prolessor Brosmahan lestified that
schering’s decision not to pay Kos for the right to co-market Niaspan rovealed that Schering
wonld not pay 560 million for a license for any sustained-reiease niacin produet. {24 Tr, 582,
396-98 (Bresnahan); CX 1578).

Complaint Counsel’s Response to Finding No. 1.386:

The proposed finding is incomplete. Professor Bresnahan applied the Iwci;:lﬁd
preference lest Lo conclude that the $60 million payment to Upsher was for delay. The
revealed preference test is a basic economic idea :nd is applied in two ways. First, a
compairy’s choice of one opportunity over another indicates that it is better off making
Lthat choice over other options. Allemately, a company’s t¢jection of an epportunity
indivates that a company is net better off making that cheice over other options.

In applying this test to the presenl facts, Professor Bresnahan fimst delermined
whethcr the Niaspan co-promotion arrangement and the Nigeor-SR license werc
comparable opportunitics for Scheting. He coneluded that they were because both
cr:m;:mﬁed the same product type (i.e., a suslained-release niacin drug). Then he
compared key characteristics important to Schering such as: therapeutic cfficacy, dosing
regimen, side effect profile, licensed area, detailing priority and regulatory approval
status. In comparing these critena, Niaspan was at least equivalent to, and in some arcas,
superior to Niacor-SR. CPF 735-768 (explaining how Niaspun was at least equal te, and

In some areas, superior to Niacor-SR).
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Schering rejected the Niagpan opportunity despite its offering an equal or superior
opportunity to Schering in comparison o the Niacor-SR opportunity. Under the revealed
preference test, Schering’s rejcction of Niaspan revealed thal il was not willing to pay an
Uplront payment for a sustaincd-releass macin product. As Schering was unwilling to pay
any uplronl money for Niaspan, it follows that Schering would not be willing to pay for
an equal or worse opportunity, Niacor-SR. Thus, Schering’s $60 million non-contingent
payment to Upsher was nol for Niacor-SR, but rather was for delay. CPF 774-777

(digcussing Professor Bresnahan’s conclusion under the revealed preference test},

1.387.  As proeviously demonstrated, Professor Bresnahan’s “revealed preference™
reveals ummistakably (1} that Scheting was interested in sustained release niacin products wholly
independent of any settlement agreement; and (2} that Schering believed s sustained release
niacin product would garner significant sales in the markctplﬂx:c.. (SPF 1.83-1.160,1.312-1.317))

Complaim Counsel’s Responsc to Finding No. }.387:

'The proposed finding is incomplcte. See CPRF 1.385; CPF 747-777 (explaining

Professor Bresnahan’s conclusion that Schering’s rejection of Niaspan indieates that the

payinent to Upsher was for delay?.
1.388.  Morcover, Schering’s decision to discontinue discussions with Kos with respect

to & polential co-marketing arrangement was made for reasons that did not apply to its License

transaction with Upsher-Smith.
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The proposed finding contradicted by other evidence. Schering rejected
1he Niaspan eppertunity for several reasons. These reasons included Schering's
evaluahon of Kos’ abdily lo make certain claims rcgarding a sustaincd-relzase
niacin drug, and its general evaluaiion of the market for sustained-release niacin
drugs. In particular, Martin Driscoll {Schering’s vice president of marketing and
sales for its Key division) recommending discontinuation of discussions with Kos
for the "principal reason™ that the product did not “represent a large-enough
opportunity in the markctplace . ... CX 35% at SP 002719, Mr. Driscoll’s
memorasdum was prepared on Junc 9, 1997, just eight days before Mr. Andibert
campleted his commercial asscesment ol Niacor-SR. In reaching this
recommendation on Niaspan, Mr, Driscoll n;:rted that “itnrmediate-release njacin
products cauge flushimg in most patients {and as a resuit] patient compliance is
greatly impacted” and that “long-termt use of the immediate-release niacin can
Jead to hepatotoxictty.” CX 558 al SP 002719 (Driscoll memorandum
recommending discontinuation of discussions with Kog). Mr. Dascoll also noted
.that the “currenl markel dynamics of the *statin” category™ was another “imporiant
facter” that would impacl Niaspan’s acceptance in the marketplacé. [le observed
that because of the apparcnt potency and bemign side-effect profile of statins like
Ffizer's Lipitor, “Niaspan’s markct opportunity is narrowing even prior to its
mtroduction [and that iJndesd, the usc ol olher classes of cholesterol-lowering

agents such as macin, gemfibrozil, and cholestyramine has declined since the
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mtroduction of Lipitor," X 558 at 8P 002720 {Dniscolt memorandum

recommending discontinuation of discussions with Kos).

(1) Schering’s Deeision to Discontinue Negotiations with Kos
Reveals Wothing Relevant to its Interest
in Niacor-SR
1.389,  Profcssor Bresnahan comcedes that the inference that one should draw from tha
oulcome of Schering’s negotiations with Kos depends on the particular circumstances of that deal
(Bresnahan 1109), consideration of which iflustratc thai Schering’s reasons for discontinuing the
Niaspan negotiations related lo faclors not present in the Niacor Heense transaction.

laint Counscl’s Response to Finding No. 1.389:

"The proposed finding is incomplete and contradicted by other cvidence. See
CPRF 1.388 (discussing Schering rejection of the Niaspan opportunity for scveral reasons
including Schering’s evaluation of Kos” ability to make certain claims regarding a
sustalned-release macin drug, and its general evaluation of the market for sustained-

release niacin Jrugs).

1.390. | First, Schering was to receive at most half the profits from sales of WNiaspan. As
Professor Biresnahan conceded, this meant that the projected Net Preseni Value of Schering's
interest in Niaspan prefits was $127 million. (6 Tr. 1115-16 (Breanahan); CX 558; 25 Tr. 3529-
30 (Russo)}). On the other hand, Schering was 1o receive all of the Niacor-SR sales after
deducting a small royalty. (7 Tr. 1329 (Levy); SPX 92 at SP 00195). As Professor Bresnahan

conceded, the projected Net Present Value of Schering's interest in the Niacor-SR sales was
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$225-3263 million. (6 Tr. 1117 {Bresnahat ); weessvsarsennsansansasans: 5P 26 4 SP 16 {0275},
Thus, as Professor Bresnahan admits, the Kos negotiations merely reveal Schering’s preference
to recerve all, rather than half, the profits from the piacin product at issue. (6 Tr. 1118-19

{Bresnahan)).

Cotplaml Counsel’s Respanse to Finding No. 1.390:
The proposed finding is incomplete. See: CPRF 1.386; CPF 747-777 {explaining

Professor Bresnahan's conclusion that Schering’s rejection of Niaspan indicates that ihe

payment to Upsher was for dclay).

1.391.  Sceond, Kos' demands from a co-promotion arrangement were high, Kos
mnsisted that under any arrangement Schering would have to guaranice a significant number of
pritnaty details for Niaspan, (31 Tr. 7531, 7554 (Patel); CX 769). A primary detail is 2 salcs call
in which the salesperson gives priority to a parficular preduct, either by mentioning i first or
mentioning o most frequently, (31 Tr. 7554 (Patcl), 15 Tr. 3450 {Russo)). Kos also wanted
guarantees with respect to the level of sales call activity, demanding specific numbers of specific
types of calls throughout the launch period. (15 1r. 3451 (Rugzo)). This presented a problem,
hecause -E'.chrsri-ng had other products, such as Clarilin, that would have to be detailed first during
particular scasons. (18 Tr. 4106-07 (Audibert)).

Complaint Counsel’s Response to Finding Ne. 1,351:

The proposcd fAnding is not relevant and contradicled by other evidenge, ssssasans
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1.392. Third, Kos wanicd fo relain most of the control over lwow the product was
marketed, {6 Tr. 1112 {Bresnahan)}. Fourth, Kos insisted on booking sales or making Schering
pay mcmeyin.urdcr to book sales. {31 Tr. 7556 (Palel}). And fifth, and very importantly, the
Kos people were proving to be very difficult to wark with. (6 Tr. 1122 (Breenahan)). ey
treated Schonng representatives with “great disrespect,” (7 Tr. 1411 (Driscoil IH)}, callin g
Schering’s written proposal “practically insultimg”™ {SPX 230). This did not bode well for a
potential partncrship, (7)), and was an “impetlant factor” in Schering’s decision to torminate
discussions. (7 Tr. 1423 (Driscoll Dep.).

Complaint Counscl’s Response to Finding No. 1.392:

The proposed finding is not relevant and contradicted by other cvidence, seeseesers

TEEERAREARA R AR N AP P PR PRI A FER R AR AR RN RN AR P R SRR PV RN B R B A R AR
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Finally, a5 far as Kos treating Schering with “great disrepect,” after the negotiations on

Niaspan, the same peapls from Schering and Kos participated in discussions for other
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product opportunitics. Tr. at 31:7611 (Patel) {confirming this point).

1.393. The “preference” that cmerges from Professor Bresnahan’s “revealed
prelerence” test is one not to enter into a 50450 co-marketing arrangement wilh a partuer who is
difficult to work with and has unrcasonable expectations. In fact, this preference was confirmed
one year latcr when Mr. Audibert expressly invoked these “‘unrealistic deal cxpectations” in a
written recommendalion io Mr. Lauda that Schering not pursue licensing of a totally scparate
Kos product. (SPX 566 at 8P 002986). Noue of these factors was presenl in the Niacor licensc.

Complaint Comnsel's Responege to Finditng No. 1.393:

The propesed finding is incomplete. See CPRF 1.386; CPF 747-777 (cxplaining
Professor Bresnahan's conclusion that Schering’s tejection of Niaspan indicates that the

payment to Upsher was lor delay).

(2) Searle, Another Major Company Interested In Niaspan, Also
found Kos Unreascnable to Deal With

1.394.  Searle, anoiher company with whom Kos was negotiating, reached a similar
conclusion. Like Schering, Scarle had a strategic interest m Miagpan. Mr. Egan, ang of
Complaint Counsel’s rebuttal witnesacs, explained that it had a potential bleckbusler
cardiovascular produci in ils pipefine, and fhat it was inlerested in aequiring rights to a sustained
release nigcin product so that its sales force could form relaticnships with cardiolegists. (33
Tr. 7894 (Egan;}}. Searle found Niaspan to be an attractive product, {31 Tr. 7576-77 (Patel)), and

believed that Kos™ formulation, which promised improved compliance as compared with existing
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macin fommiations, had some conmercial promise. (33 Tr. at 7917 (Egan)).

Complaint Counsel’s Response to Finding No., 1,304:

The prupesed finding is include and mislsading. The proposed finding fails 1o
discuss that Scarle (Mr. Egan’s employer) was one of the 49 companies thal tumed down
Niacor-SR, which is consistent wath Professor Bresnahan's conclusions under the
revealed preference test. At Upsher’s meeting with Seatle, Upsher presented a package of
information on Niacor-SR. CX 886 {package of presentation slides including simmaries
of clinical data on Niacor-SR preparcd by Upsher). Following the mecting, the Searle
employees conferred about the Upsher presentation and decided that Niacer-SR “was not
a licensing candidate, that {they] had no interest in forther pursuing the product.” Tr. at
327886 (Egan). This decision was bascd on Searle’s perception Lhal Niacor-SE, as
presented by Upsher at the meeting, “had a loxicity profile that sugzested that it was not
uning to be a successful drug.” Tr. at 33:7886 (Egan). From the Upsher presentation
(CX 880), Searle did nul believe (hat Niacor-SR “had a profile that was repisierable or a
profile that would have been commercially successful.” Tr. at 33:7894 {Egan)
(explaiming why Niacor-SR would not meet Searle’s necds for a “bridge™ product). See

generally CPF 627-633 (discussing Searle’s roview and rejection of Niacor-SR).

1.395. Bt Searle, like Schering, found Kos” demands to be unreasonable. Searle
viewed Niaspan as a reformulation of an existing, well-established product. (/4. at 7995-94),
From Searie’s perspective, much of the valuc from the product would depend upon sales and

marketing cflorts. {/d.) Kos expected Searle to contribute mast of the markwiing effort, using its
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established sales force. (fd. at 7985). Yot Kos wanted a “ridiculous” pereentage of the profits, as
well 48 an up-front payment in the $10 to $20 million range. {id) Searle rejected the co-
promotion opportunity, concluding, tike Schering, that ihe promotional efforl sought by Kos was
not worthwhile given the prolfit split that Kos was secking, (/4. at 7988).

Cormplamt Counsel’s Response to Finding No. 1.395:

The proposed finding is incomplete. Kos and Searle negotiaied on a number of
niacin opporlumilies wilthin and outside of the United States. Kos never expected to
received an upfront payment of $60 million for its product in any market. In ﬁdilinn,
Searle rejected Upsher’s Niacor-SR product  having determined thai that product“had a
toxicity profile that suggested that it was not going to be a successful drug” (see CPRF
1.394) — beforc cven expioring deal temns with Upsher. Searle’s rejection of Niacor-SR
based on that drug’s safety profile is consistent with Prelessor Bresnahan’s conclusions

under the revealed preference test.

e. Professor Bresuahan's “Market Test” for Niacor-SR
1.396.  Professor Bresnahan testifted that he applied a “markel test” to prove that the
$60 million wa.s a payment for delay, and not for Niacor-SR. Professor Bresnahan explained that
because no other company had made Upsher-Smith an offor that included a substantial non-
contingent payment for the licenses, the “market test of the $60 million puyment is failed.” {4 Tr.
601-02 (Bresnahan)). However, Professor Bresnahan has never before applied this “market test”
itin the context of pharmaceutieal licensing, and he did not understand, when he applied it, how

Schering normally goes about deciding whal to pay for a license. (6 Tr. 1125 {Bresnahan)),
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Complaint Counsel’s Response to Finding No. 1.396:

The proposed [inding is mcomplate and misleadmg. While Professor Bresnahan
had not previousiy applied his “market test” to the phatmaceutical industry, market tesis
are used by economists (o reveal the value of assels in the markelplace by examining
offers and transactions in the marketplace. Professor Brosnaban performed that test i
rclation to Niacer-SR by examining Upsher’s eftorts to market the Niacor-SR license 1o

numcrous European companies. Tr. at 4:598-99 (Bresnahan),

{1) Schering Valnes Licensing {)pportunities Internatly, Not Based on
What Otihers in the Market Value It At

1397, When applying his “market test,” Professor Bresnshan had no idea whether
Schering customarily knew or cared what other companies were bidding for a producl. As Mr.
Lauda explained, there is never a “market price”™ for a licensing opportunity. Schering generally
docs not lmc.-w what other companies are bidding, and Schering's detennination of how large «
bid to make is dnven by the company’s own interna) assessments. {19 Tr. 4374-75 (Lauda)).

Complaint Conngel’s Response te Finding No. 1.397:

‘The proposed finding is not relevant. The proposed finding misconstrues the
matket test. The markct test does not assume that there wiil always be multiple bidders
on any single transaction. The market lest is used to reveal the value of assets in the
marketplace where there are multiple patties being offered a license. See CPF 778-780
{explaining thc market test and how Professor Bresnahan applicd it 1o the Nizcor-SR

example}. Itis not dispoted that Upsher approached more than 40 companies in Burope
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concemimg a potential license for Niacor-SR. Thus, the market 1est can be applied to
Nigcor-SR where multiple parties were ollered this licensing opporlunity to detcrmine
whether this license had valoe in the marketplace.

Inn applying the market test to Niacor-SR, Professor Bresnahan found that none of
the companies lo which Upsher offered the Niacor-SR European rights responded with an
offer of a non-contingent payment. ‘I'hus, according to the market test, Niacor-SR was
nol highly vialued enough in the marketplace to justify a non-contingent payment, and
therelore, the $60 million non-contingent payment made by Schering (o Upsher was not
for Niacor-8R. See CPF 781-783 (summarizing Professor Presnahan®s conclusion under
the mnarket test),

Tn addition, the proposed Gnding is contradicted by ather evidence. ssssssssvarsurae
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serensassansriersnnisansaransassansanssansines Vel those deals would also (ail Professor Bresnahan's
“market tcst” because, in both cases, there were no other bidders (19 Tr. 4374 (Landa)). In
reality, Schenme mads a large up-tront paymenl because “that™s what it took 1o get the deal
done.” (19 Tr. 4374 {Lauda)). The fact that the ICN and Centocor deals would also fail
Professor Bresnahan's “market tést™ iz congistent with the fact that the amount at which other
companies value a product has no bearing on Schering’s own analysis, and illustrates that the
“markei lest”™ 3s unreliable,

Complainl Counsel’s Response to Finding Na. 1.398:

The proposed finding is not relevant. The propased finding misconsirues the
market test as this lest does ot assume that there will always he nmultiple bidders on any
simgle transaction. See CPRF 1.397 (explaining market test and jts application 1o the

Miacor-5H ficensing rights).

1.399.  Complaint Counsel’s own rebuital wilness, Mr. Egan, testificd that one
compiny may valuc a licensing opportunity differently from another, (33 Tr. 7964 (Egan)).
These differences in valuation are attributable to varying subjective criteria. (74). They are also
attibutable to companies’ varying commercial needs. (/). And it is not uncommon in the
industry for scveral compames to dacline a licensing opportunity that later develops inlo a
successful product for anolher company, (4. at 7965). Thus, one cannot inlor from the fact that
several companies decline to offer large payments for a license that the license is not worth 2

larec payment.
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Complaint Counsel’s Respensc lo Findine No_ 1.39%:

''he proposed finding is incomplete and misleading, Mr. Egan did testify that
companies may decline licensing opportunities for subjective reasons and may value
opportunities differently. However, Mr. Fean did not testify to the concluding senlence
of the proposed finding which asserts that “‘onc carmot infer from the fact that several
companies decline lo offer large payments for a license that the licensc is not worth a
large payment.” The proposcd finding provides na citation [or that conclusion. In
addition, Professor’s Bresnahan’s applicabion of tﬁe market test did noi merely examine
“several compames” who declined licensing epporlumtes. He reviewed the record
comcerning 49 comparies who did not offer any payment for Niacor-SR in reaching his
conclusions under the markel Lest. See CPF 780-733.

The proposed finding also fails to discuss that Searle (Mr. Egan’s employer) was
one of the 4% compantes that turncd down Niacor-SR. At Upsher’s meeting with Searis,
Upsher presented a package of information on Nizcor-8R. (X 886 (package of
presentation slides including summaries of clinival data on Niacor-SIR prepared by
Upsher). Following the meeting, the Searle employecs conforred about the Upsher
prcsent.alian and decided that Niacor-SR “was not a licensing candidate, thal [they] had
no interest in (uriher pursuing the product.™ Tr. at 33:7886 (Fgan). This decision was
based on Scarle’s pereeplion that Niacor-SR, as presented by Upsher at the meeting, “had
a toxicity profilc that suggested that it wag not going to be a successful drug™ Tr. at
33:7886 (Egan). From the Upsher presentation {CX 886), Searle did not believe that

Nuacor-5R “had a profile that was regisierable or a profile that wonld have heen
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commercially successful.” Tr. at 33:78%4 {Egan) (cxplaining why Niacor-SR would not
meet Searle’s needs for 2 “bridge” product). See generaily CPF 627-633 {discussing

Searle’s review and rejection ol Niacor-SE).

{2) The Market Test Fails to Account for the Market Valuation of
Niaspan

1.400.  Professor Bresnahan, in applying s “market test,” ignored the reaction of a
real-world market lo Kos’ sustained-release product. Professor Bresnahan did not know what
Kos’ market capitalization was at the time, but he agreed that i{it were in the neighborhood of
$500 million, and if Kos was essentially a onc-praduct company, that would mean Ut the
markel valued Niaspan at somewhere in the range of $500 million. (6 Tr. 1129 {Bresnahan)}. In
fact, by the summer of 1997, Kos had a market capitalization of over $500 million. {31 Tr. 7574
(Patel)). Kos” markel capitalization was primarily based on the promise of Kog’ only real
product, Niaspan, (33 Tr. TQBE-[ Egank, SPX 224 at 8; 38 Tr. 6892 (Ken)). Thus, we have rcal-
wotld proof of how the market valued Niagpan, which Professor Bresnahan regards as a product
comparable to Niacor-SR. {4 Tr. 596 (Bresnahan)). Al the time Schering entered inlo the
agreement with Upsher-Smith, the market valued Niaspan a1 $500 million. (31 Tr. 7574 (Pately).

Complaint Counsel’s Response io Fnding No. 1.400:

The proposed finding is incomplele and misleading. The projected sales for

Nixspan (and thus its market capitalization based on share prices) wore exaggerated by

bolh Kos and its investiment bankers. Firsi, these sales projections were cxagueratod

according lo Scherng’s own sales estimates [or Niaspan. As discusscd above in
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Schering’s proposed finding 1.316, Schering estimated (hird vear sales of Niaspan at $101
mllion (a8 cotnpared to the between “§220 and $250 million™ estimated by the market
analysts). In addilion, as expressly stated in Schering’s proposed finding 1.314,
“Schering did nol agree with market analysts” public projections of Niaspan sales of $250
nullion.” Sceond, acc:.ﬂrding to complaint counsel’s expert Dr. Levy, “it is not alypical
for a startup company doing an IPQ to groasly overstate its potenlial earnings. That’s
how they pump up their stock price. And it’s not alypical for investment bankers to

comport wiith that behavior.,” Tr. at 9:1856 (Levy).

(3) Niacor-SR Generated Serious Interest From Several Companies,
But Before They Could Make an Offer, Schering Licensed the
Product
1.401.  During the 30 days preccding Schering’s license of Niacor-SR, Upsher had

reccived expressions of inlerest from a number of European compamies, (17 Tr. 3970-3973
(Halvorsen)). [n fhet, just 2 weeks before Niacor-SR was licenscd to Sehering, Upsher’s
representatives traveled to Ewrope fur the sole purpose of meeting with four companies who were
interested in Niacor-8R. (17 Tr. 3970-3973 (Halvorsen)). Those meetings took place following
execution of 1 confidentialily agreement. (17 Tr. 3974 (Halvorsen}). Complaint counsel’s
rebuttal wilness, Mr. Egan, testified that companies only hold meetings following exceution of 1
confidentiality agreement when “you’re really serious about hearing what they have to say.” (33
Tr. 7863-64 {Egan)).

Complaint Counzel’s Responge to Finding No. 1,401

The pruposed finding is incomplete and misleading. The four companies that

336



Upsher met will in Europe who cxpressed interest in Nian:m‘—SR.nﬂ-ur ofTered any payments for
the Niacor-SR product.  One of those companies (Esleve) specifically rejocted the Niacor-SR
opporlunity, expiained that the “rcason behind our deeigion has been mainly a marketing one,”
noling the “enormous, sxpensive, and risky promotional effort” that Esteve expected would need
to be mounted to ““re-infroduce™ a niacin product into the European cholusierol management
market. CX 869 at USL11968 (leiter from Esteve to Upsher dated September 29, 1997). The
remaining three companics, while expressing some interest, all voiced corncerns regarding safety
and/or requested additional time and information to cvaluated Niacor-SR. See CPF 635 {noting
Sorvier's concem over the elevation of iiw%r function tests); CPTF 639 (noting that Lacer need to
review the clinical data for Niacor-SR, and requested Upsher lo provide information on
statin/niacin combination studies); CPF 646 (noting that Pierre Fabre “asked mntelligent

perceptive questions on the incidence of elevation” in Hver function lests).

1.40Z. At the conclusions of the June mectings in Hurope, those companies indicated
that they would review Niacor-SR and conlact Upsher, but not within the following month. (17
Ir. 3974 (Halvorsen)). For example, the company that expressed the highest level of interest in
Niacor-SR WEIE- Pierre Fabre (17 Tr. 3973 (Halvorsen)), with Upsher’s interna) meeting minutes
reflecting its view thal Pierre Fabre was “moderately to highly interested in Niacor-SR.” (USX
344 at USL 11811). At the conclusion ol ils meeting with Upsher in Paris, France on June 3,
1997, Picrre Fabre advised Upsher that it would “get back to Upsher-Smith by the end of Tuns
conceming a ‘gomo ga” decision.™ (USX 544 at USL 11811). Of course, just two weeks later,

Niacor-SR was laken off the block hy Schering.
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Complaint Counsel’s Response to Finding No. 1.402;

The proposed finding 15 incomplete and misleading. As noted in the proposed
finding, Upsher’s internal minutes of its meeting with Pierre Fabre noted that company’s

interest in Niacor-SR. However, the full statement concerning that interest is as follows:

[ 13

Picrre Fabre demonsmated an intergsi in niacin therapy but ave concerncd ahoyt hiph

upfront and milesione payments. Overall, we believe Pierre Fabre is moderately to highly
mnlerested in Niacor-SR, if we can negotiate an acceptable deal.” CX %81 at USL 11826

{cmphasis added on language lofl ont of propesed fAnding). 1n addition, during Pierre
Habre's meetiﬁg with Upsher, the discussion included questions about whether Upsher
would be able to patent ils evening dosing schedule in Europe. The Upsher memorandum
firther indic,atr:s.that the Frierre Fabre representatives “asked intelligent perceptive
questions on the incidence of clevation™ in liver funtction tests and “cxpressed concern
over the high meidence |of liver function elevations] at the 2000 mg dosc.”” CX 881 at

USLI1825.

B. Schering’s And Upsher’s Post-Deal Conduet And Independent Decisions Not
To Pursne Niacor-SR

1. =Schering®s Internal Preparations And
Communications With Upsher Regarding
Availability Of Niacor-SR Data
1.403.  Shortly aficr Schering’s Board of Dizectors approved the Niacor-SR license (CX
344), Schering began to get the Niacor-SR. project organized. On July 2, 1997, Mr. Kapur

informed Mr. Cesan that global marketing would take responsibility lor Niacor-SR, while
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Wairick would oversee development of the peneric products licensed from Upsher. {SPX 8). At
the same timc, Mr. Kapur notified Mr. Lauda that the Niacor-SR deal had heen approved and that
global markcting was to take the lsad in supervising Schering’s indermational regisiration and
marketing of Niacor-SR. (SPX 7; 19 Tr. 4350 (Lauda)). Mr. Laonda assigned Mr. Audibert as
project leader for the Niacor-SK project (19 I'r. 4350, 4352-53; 18§ Tr. 4140, 4145-46 { Audibert);
§ IT. 1669 (Audibert TH)} and instructed him 1o assign someone to begin planning Schering’s
devclopment program for the product (SPX 8; 19 Tr. 4353-54; 18 Tr. 4147).
Complamt Connsel’s Response to Finding 1.403:
The proposed Gnding is not supported by the cvidence. First, the assigmment of
Global Macketing personncl to handle the inlernational registration for Niacor-SR. was a
departure from the regular procedures al Schenng because Global Marketing, where Mr.
Aundibert and Mr, |.anda worked tn 1997, was nol responsible for registering products.
CPF 676; CX 1443 at 122:22.124:13 (Audibert TH).
Moreover, the propesed finding is contrary to more reliable evidence. When Mr.
Audibert was asked aboul lus responsibilities for oversceing the Niacor-SR profect, he
testified that he was neither awarc of his deparlment’s responsibility for registering
Nia-.:ur;SR m Europe ner of lus specific designation as the project leader:

(. Did vou bave in understanding that global marketing was fully tesponsible
for developing and registering Niacor-SRZ .

Al 1don't — [ don't remermnber what T thought when I saw this.

Q. Well, now, do youn recall thai you had — that global markcting was fully
responsible for developing and regislering Niacor-SR?

Al (ilobal marketing is not responsible for registering products, so as I read it
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today, this 1s what's confusing,
Q. You just don't understand whal this meang?
A That's correct.

Q. Did you have a designated project leader, to your knowledge, for the

Niacor-8R?

A Tm not sur¢ ol whether he meant me, but I'm not sure there was 2
designated project leader.

Q. I'm 1ot sure I understood your answer, Do you know if there was any

designated project leader in global marketing for this product?

A Well, I don't know what Mr. Kapur means by the term "designated project
leader.”

0. Okay. Nid you consider yourself a designated project leader for
Miacor-SR?

A I ruess de facto.

CX 1483 ar 123:3-124:71 (Audibert IH) (referencing CX 1087). See CPF 677-678
{indicating that Mr. Audibert did not feel he was responsible for the development and
registration work on Niacor-SR, never met with Upsher, and never did any work on the

international registration of Niacor-SR).

1404, Schering also conizcled Upsher regarding Niacor-SR and _mher matters soon
after the Schering Board approved the Upsher license agreement. (SPX 255; SPX 9). On June
30, 1997, Scheting’s in-housc counsel for licensing, Paul Thompson, scnt Upsher a draft of a
more detailed Amendment Agreement that expanded on such issues as the supply and delivery of

Niacor-SR and other licensed products, (SPX 255; 21 Tr. 5050-51 (Kralovee)). On July 16,

340



1997, Mr. Kapur wrotc to Mr. Troup regarding Schering’s intention to schedule a visil to inspect
Upsher’s lacility that manutzeturcd choleslyrarming, onc of the generic products Sch-::ril;lg had
licensed from Upsher. (SPX 9). In the same letter, Mr. Kapur informed Mr. Troup that M,
Audibert had been given the name of Mark Halvorsen of Upsher as a contact to schedule a
meeting regarding the Niacor-SR submission. (SPX 9).

Complaint Counsel’s Responage fo Findinge No. 1.404 -

The proposed fnding is incomplete and not supported by the evidence, While the
parties did exchange some correspondence and made several contacts with cach other, the
parties” post-deal conduct does not indicute a sexious intcrost on the part of either party to
develop and markel Niacor-SR. For cxample, Mr. Lauda, who was Mr. Audibert’s direct
supsrvisor at the time, (estified that although Schering’s Glohal Markeling anit had
purpartedly been charged wilk responsibility [or shepherding the $60 tuillion Niacor-SR
product through to Enropcan repisiration an# marketing, he personally “ncver had a
discussion with anyhody from Upsgher-Smith on any subject.” Tr. at 19:4379 {Laudza).
See alye CPF 682-688 (regarding the parlies’ limited communication during the course of
the first few months afler the execution of the seitlement and the partics® failure 1o meet
and m-:;rdinate resolutions to development problems with Niacor-SR); CPF 664-670
(c-;ujlcernjllg the aggressive development and regulatory schedule assumed by Schering’s

commercial asscssment for Niacor-SR).

1405, Mr. Halvorsen, the director of clinical and regulatory affaire at Upsher, had

responsibility for the clinical development of Niacor-SR. (17 Tr. 3899 (Halvorsen)). Mr.
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Aundibert testificd thet he had a number of conversations with Mr. Halvorsen to discuss a
potential site visit by Scheting clinical and regulatory personnel and other issues, {18 Tr. 4148: 8
Tt. 1684 (Audfbert [H)). Likewise, Mr. Halvorsen testificd that he communicated with Mr.
Audibert several times via facsimle and Lelsphone, {17 Tr. 3976-77). Tn offering his apinion
that the parties’ did not show scrious interest in Niacor-SR after cxceuting the license agreement,
Dr. Levy testified that he saw “almest no communications between the parties.” (9 Tr, 1824-52
{Levy); 7 Tr. 1382 (Levy)). Yet Dr. Levy was forced to cancede that he did not even know who
Mr. Halvorsen was, and had not rcad lns deposition. (9 Tr. 1825 (Levy)).

Complaint Counsel’s Response to Finding No 1.405:

The proposed finding is incomplete, mischaracterizes Dr. Levy’s lestimony, and
are not supported by the evidence. Dr. Levy teslified that the parties’ post-deal conduet
was speeifically lacking m that the parties failed to meet and coordinate resolutions to
problems in the development of Niacor-SR. Tr. at 7:1389, at 9:1823 {Levy). Mr.
Andibert and Wr, Halvorsen both testified that they conversed wilh one another, but
respondents offered no documentary cvidence of cmmnunicaﬂon. between them aside
from SPX 241, a faxed note from Mr. Audibert to Mr. ITaiversen, dated Angust 14, 1997
This was nearly two months afier the execution ol the Schering/TUpsher settlement
agrecment, yet it was also only two months prior to the date that Schering elaims it
assumed that it would be ready to [ilc its European dossiers in order 1o enter the markel
by latc 1997. Additionally, the only meeling Mr, Audibert attempicd to schedule with
Mr. Halvorsen never even occwred. Tr. at 18:4142-43, 4155-56 {Audiberl). See CPF

(82-088 (regarding the parlies’ surprisingly limited cormmmication during the course of
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the first few months after the execution of the settiement and the parties” (ailure 10 meet
and coordinate resolutions to development problems with Macor-SR); CPF 664-670
(concerning the aggressive development and regulatory schedule assumed by Schering’s

commcreial assessment for Niacor-SR).

L4k,  Asthe Niami‘-SR project leader, Mr. Audibert was to be responsible for
coordinating the efforts of Schering’s regulatory and elinical people to ensure that the dossier for
internaticnal filing was assembled and filed. (18 Tr. 4140). Schering planned to follow its
frequent practice ol'using the NDA as the basis of its filings for repulatory approval in Lurope,
{18 Tr. 4140-41; 8 Tr. 1665 {Audibert [H})). This would permit Schering to prepare and file the
dossiers with enly minimal expenses. (19 Tr. 4405-06 (Lauda)). Schering could beygin the
process of converting Upsher’s work to European filings when it received from Upsher the two
major components of the NDA, the integrated summary of salfely {“1S8™} and the inlcerated
summiary of efficacy (“ISE™), which summarize the saﬁel}r_and clhcacy data from all the ¢linical
studics of the product. (18 Tr. 4141). Based on information provided by Upsher, Schering
expected to recerve the 1SS and ISE [er Niacor-SR from Upsher in October 1997, (19 Tr. 4141,

4151-52).

Complaint Counsel’s Respunse to Finding No, 1.406:

The proposcd lindmg 1s incomplete and contradicted by olher evidence. First, Mr.
Audibert himgelf testitied that he was neither aware of his designation or responsihilities
a8 project leader for Niacor-SR, nor did he canry out activitics related 1o the tnternational

registraiion of Niacor-SR.  Second, the assignment of duties involving regulatory affairs

342



runs counter to Schering’s normal business practices, wherem Global Marketing docs not
take responsibility for such projects. See CPRF 1.403. Third, no evidence was offercd by
respondents that Schering ever formed an internal project team. TP 671-681
(conceming Schering’s failure to form a project team). Fourth, the finding implies that
Schering simed to minimize additional expenditures by using Upsher’s compleled NDA
to file for regulatory approval in Evrope. However, during Schering’s revicw of Niagor-
SR, it faiied to even examine whether it would face additional rescarch expenditures.

CPF 693 (regarding Schering’s failure to assess polonlial additional rescarch tequired to

file for regmlalory approval of Niacor-SR in Europc) sesssssmsrvrererssreasssesssasnnrnnnsasase

Finally, the proposed finding claims that Schertng anticipated receiving the eritical
portions of Upsher’s NDA in October 1997, but it does net explain how Schenng
intended to mieet the schedule dictared by the aggressive product developirient plan
offered to the Board of Directors. CX 338 al SP 12 00273 (Schering Roard presentation
[or Niacor-5R, outlining assumptions behind anticipated sales). See CPF 664670, 689-
(93 {m}.nceming Schering’s failure (o undertake necessary steps toward meeting the

aggressive schedule for launching Niacor-SR in Ruropc).

1447, In preparation for receiving the ISS and ISE, Mr. Audibert took several steps to
notify and prepare the Schering people who were going te be involved in the process of

converling Upsher’s documents w Ewropean filings. (18 Tr. 4142; 19 Tr. 4351 (Lauda); 16 Tr.
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3686-97 (Horovitz)). For example, he obtained the protocols for Upsher’s clinical studies (X
1092; 18 Tr. 4150) and forwarded these protocols to Dr. Veltrd, vice president of clinical tesearch
for cardiovascular 2l Schering (SPX 243). Mr. Andibert wanted Dr. Veitri to familiarize himeelf
with the overall study design m preparation for reviewing (he [SS and ISE later on. (18 Tr. 4150-
51). He also wanted to put Dr. Velin ou notice that someone in Dr. Velti's group shonld be
ready to review Upsher’s clinical study resulis in connection with the process of preparing ihe

European filings. (SPX 243; 18 Tr. 4151).

Complaint Counsel's Reaponse to Findin

The proposed nding i;.s incomplete and contradicted by the evidence, First, when
Mr. Audibert was asked about his respongibilities for oversccing the Niacor-SR project,
he testified that he was neither aware of hus department’s responsibility for registering
Niacor-SR in Europe nox of his specific designation as the project leader. See CPRF
1.403. Second, Schering did not establish a project team for Niacor-SR. CPF 674, .See
CPF 671-681 (describing that project teams in the pharmacentical industry are usnally
formed before the cxccution of an in-licensing agreement, but that it is certainly wnusual
for such activities to be initiated a full two months after the cxccution of the agreement;
elahnréting on evidence cited by respondents above 1o indicate that Mr. Audibert’s

memoranda nover affccled any action on Niacor-SR within Schering).

1.408.  Mr. Audibert aiso provided information concerning Niacor-SR (o Michasl
Perclrman, a director in Schering’s worldwide regulatory affairs department, whe would be

worlang with the head of Schering’s Turopean ropulatory group, Dr. Jean-Picrre Osselaere, to put
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togethet (he Niacer-SR filings for Europe. (SPX 244; 18 Tr. 4149, 4152).
Complaint Counsel’s Response o Finding No. 1.408:
I'he proposed finding is incomplete and contradicted by the evidence., Mr.
Audibert testified that he was neither aware of his department’s responsibility for
tegislening Niacor-SR in Europe nor of his specific designation as the project leader, and

sSchering never establishad a projeet teatn for Niacor-SR. See CPRFE 1.407.

1.409.  In addition, Mr. Audibert contacted Dr. Bill Carlock, who worked [or
Schering’s techmical uperatinﬁs group that would be responsible for manufacturing Niacor-SR, if
Schering decided to 1ake on the manufacturing responsibilities itself. (SPX 245; 18 It 4153).
Mr. Audibert provided Dr. Carlock with a draft manulacluring agreement for Niacor-SR. {(SPX
245; 18 Tr. 4153).

Complaint Counsel’s Responss o HFinding No. 1. 409:

The proposed finding is incomplete and contradicted by the evidence. Mr.
Audiberi teshified that he was neither aware of his depariment’s responsibility for
registering Niacor-SR in Europe nor of his specific designation as the projecl leader, and

Scherimg never established a project team for Niacor-S8R. See CPRF 1.4407.

1.410.  Mr. Audibert also attempted 1o arrange, through Mark Halvorsen, a visit by Dr.
Osgelaere and someone from Schering’s clinical research group to Upsher in order to review
Upsher’s data and discuss regulatory filing strategies. (SPX 241; 18 Tr. 4142, 4149-50). Om

August 21, 1997, Mr. Audibert updated Mr. Kapur on the Niacor-SR prﬁjch explaining that his

346



ctlorts 1o arvange this tip to Upsher had been unsuccessful becausc of Upsher’s delays in
compiling the relevant clinical dads and regulatory documents. (SPX 11; 18 Tr. 4154-55). The
mechng between Upsher and Dr. Osselaere ultimately did not ocour because Upsher did not have
adcquatle mformation available regarding the Niacor-SiR dossier to make the visit worthwhile in
September 1997, when Dr. Osselaere could bave made the trip from Europe. (18 Tr. 4142-43,
4156), |

Complaint Counsel's Response to Finding No, 1.410:

The propescd findmg is incomplete and contradicted by the evidence. Mr.
Audibert testified that ﬁe was neither aware of his department’s responsibility for
registering Niacor-SR in Europe nor of his specific designation as the project leader, and

mchering nover established a projeci team for Niacor-SR. Sez CPRF 1.407.

1411 Despite these delays, Schering continued to commumicate with Upsher regarding
its desire to obtain the Niacor-SR data. (SPX 10; SPX 12). On October 21, 1497, Mr. Kapur
wrote 10 Mr. Troup, asking whether the Niacor-SR clinical data that Schering had expected by
mid-October was available and attempting once again to sct up a meeting for Schering .to revicw
the infnnnatinﬁ at Upsher’s oflices. (SPX 12 at §F 05 00014; 18 Tr. 4156). A November 7,
1997 memo from Mr. Kapuor to Mr. Audibert hldicatcs that Mr. Troup had agreed that Upsher
would send Schenny the Niacor-SR registration information in segments so thal Schering would
not have to wait until the full IS5 and ISE were completed. (SPX 12 at SP 05 00013; 18 Tr.
4156). Mr. Lauda testified that this notc reflected Mr. Kapur’s awarencss that global marketing

was pushing hard to get the data. (19 Tr. 4356). Mr. Lauda perceived Upsher®s willingness to
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scnd the relevant information in scgments as 4 sign of progress on the Niacor-SR project. (19 .
4356).

Complaint Counsel’s Response to Finding No. 1.411:

The proposed finding is incomplele and misleading, and is not supported hy the
evidence. Mr. Audibert contacted Mr. Kapur on August 21, 1997 indicating that there
had been delays m the compilation of Upsher’s data on Niacor-SR. This was alrcady two
months after the settlement agreement had been gigned (CX 348 ar USL 03183, dated
June 17, 1997) and only two monihs before Schering origimaliy aniicipated that it v:r-:-u]d
rceeive the completed 1SS and ISE data from Upshaf. SPX 11 {(memorandum from Mr.
Audibert to Mr. Kapur dated Angust 21, 1997). The finding claims that *Schering
continued to cominunicale with Upsher” in order to obtain this data. Howcever, the next
decumented cvidence of Schenng’s purported “continued™ efforts to obtain the data fom
Upsher did not come until Getober 21, 1997 — an additional two months following Mr.
Andibert’s report to Mr. Kapur. SPX 12 at 8P 05 00014 {memorandum from Mr, Kapur
to Mr. Troup mquiring about the availabilily of chinical data). While Mr. Lauda testified
that global marketing was pushing hard to get data from Upsher, Mr. Audibert’s testified
that Scﬁm‘fn g “waited for the information, and it actually never carne.”™ Tr. at 18; 4156-57.
Finally, Schering made no additional requests to get the data subscquent to Oclober
19%7, nor did 11 cver receive the full data packages. See CPF 703-710 (conceming
Uipsher’s failure to provide data to Schering, and Schering’s lack of scrious cfforls to

obtain the data).



1412, Schering’s licensing cxpert, Dr. Horovitz, testified that hased on his review af
the evidence, the actions taken by Schering internally, as well a5 its communications with Upsh&
prior to October 1997, were consistent with Schering’s original plan of preparing its overseas
filing once 1t received the ISS and ISE. {i6 Tr. 3697-98 (H. orm'itz]),- At that point, Schering’s
difficultics stemmed from the fact that Upsher cxperieneed delays and could not provide the
information that Schering needed 1o prepare its filings. (16 Tr. 3697-98). Dr, Horovitz, Mr.
Lauda, and Mr. Audibert all testified that delays in compiling information For regulatory
submissions are commeon in the pharmaceutical industry. {16 Tr. 3697-98 {Horovile); 18 Tr.
4143 (Audibert); 19 Tr. 4356 (Lauda)).

Complaint Counsel’s Responge to Finding No. 1.412:

The proposed finding is incomplete. The delays cxperienced by Upsher could
have been anticipated by Schering, however, Schering conducted no due diligence on the
regnlatory status of Niacor-SR and thus was not aware that these delays were likely. CPF
430-433 {discussing Schering’s failure to conduct due diligence on the regulatory status

of Miacor-SR).

2. Upsher’s Internal Development Efforts On Niacor-
SR

1.413. A signilicant sinount of work remains after the patients have completed
trcatment in the clinical studics. (17 Tr. 3912 (Halvorsen)). All the data from the trials must be
compiled mto a database and venficd for accuracy and patients must be lested for any conditions

that may have affected the results. (17 Tr. 3912). When the databasc is completed and “locked,”
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statisticians create programming to organize and rotricve the results, the data tablcs are auditcl,
and the clinical study report is prepared. {17 Tr. 3912-13). By merging all the clinical study
reports, the final ntegrated reports are created for filing with the NDA. {17 Tr. 3913-14). ‘Lhe
“ISS™ or inlegrated safety summary summarizes all the safely infonmation in the clinical triais.
{17 Tr. 3913-14). The “ISE” or integrated summary of cfficacy compiles all ol the efficacy da.
(17 Tr. 3914}, Finally, the package insert is created, brictly summanzing everything a company
knows about its drug. (17 Tr. 3914-153). These post-patient activitics consume a substantial
amount of ime. (17 Tr. 3315).

Complaint Counesl’s Response to Finding No, 1.413:

Complaint counsel has no specific response.

1414, Beginning in July 1996, the cntire clinical department al Upsher was involved in
Niacor™s post-patient work. {17 Ir. 3915-16). Upsher was not capable of performing all the
work itself, however, and hired (hree contract rescarch organizations, ClinTrials Research,
NovaTech Sciences, and CSR Consultants, to help in conpiling ihe data, performing 1;h{:
statistical analyses, and writing the {inal study reports. (17 Tr. 3915-16). Between May 1995
and appmxima.tely March 1998, Upsher participated in weekly teleconferences, recorded in
minutes by ClinTrials, in an allempl to ensure all these contract groups remained on scheduie,
(17 Tr. 3916, 3224;.

Complaint Counscl’s Responges 1o Fincliﬁg No. 1.414:

Complafnt counscl has no specific response.
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1.415.  The FDA's approval of Kos” sustained-relcasc product Niaspan prompted
Upsher to reexaming ils Niscor-SR NDA strategy. (17 Tr. 3986; USX 1190). M. Halvorsen had
some information on Niaspan, including safety and efficacy information, and he felt that Niaspan
and Niacor-SR were virtually the same in those areas. (17 Tr. 3947-48, 3952). However, Unsher
leamed after June 1997 that Niaspan had been approved with two indications for reducing the
risk of recurrent heart attack and regression of atherosclerosis. (17 Tr. 4017-18). Mr, Halvarsen
leshified that Upsher believed at the tinte, incorrectly, that Kos had performed studies designed to
achieve these indications for Niaspan and that Niacor-SR would not have been able to gt these
indications approved by the FDA because 1t had not performed such siudies. (17 Tr. 3951-52,
3054 395738, 4017-18; CX 1090,

Complaint Counsel’s Response to Finding No. 1.4]15:

Complaint counsel has no specilic response.

1.416.  Alter Niagpan’s approvai, Upsher contemplated three alternatives: (1) going
forward with the Niacor-SR NDA as planned, with no additional siudics, al a cost ol $1 10 52
million; (2} modifying the Niacor-SR NDA with additional “outcome™ studics to match Kos®
indications, m’hich, alone, would cost 33 to $4 million; and (3} prepaning an ANDA to Kos’
product rather than au NDA. (SPX 1238, Halvorsen Dep. 196:11 — 198.:1 1; 17 T1.3935, 3957,
CX 1080). Accarding to Mr. Halvorscn, completing the original NDA, with no additiona)
studies, would have been the cheapest alternative for Upsher. {17 Tr. 3957).

Complaint Counsel’s Response to Finding No. 1.416:

The proposed finding is not relevanl. Tfpsher never informed Schering that it was
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considering these changes in strategy at the time they occurred. In fuct, Upsher did not
inform Schering that it had ceased work on Niacor-SR until September 1993, Upsher's
failure to inform Schering about these significant changes i_n. strategies mdwates that the
parties were not serious about developing and marketing Niacor-SR. See CPF 694.702
{concerming Upsher’s failurc to inform Schering about critical changes in the
deveclopment strategy for Niacor-8R), CPF 711-716 {describing how Upsher failed to
notify Schering of its ittabilily to overcome critical regulatory and developmental hurdles,
ind providing evidence regarding Upsher’s post-hec jusiiffcations for its decision not to

complele work on Niacor-SR).

1.417. By August 1997, however, Upsher had decided 1o continue its pursuit ol an
NDA. {17 Tr. 3986-87, USX 1192). An October 24, 1997 fax reported that conference calls
between Upsher and its contract research organization were engoing, and Mr. Halvorsen testilicd
that Upsher and ihese outside researchers communicated daily, {17 Tr. 3987; USX 1216). As of
November 7, 1997, the Niacor-SR NDA project wits an active project on which Upsher was

expending resources, (17 Tr. 3961).

Complaint Counsel’s Respensc to Finding No., 1.417:

The proposed finding is not rclevant. psher never informed Schering that it was

comsidering these changes in strategy at the lime they occurred. See CPRF 1.416.

1.418. At the same time, Upsher investigated the feasibility of bringing Niacor-SR Lo

market through an ANDA based on Kos® Niaspan. (17 Tr. 3955). Upsher's parallel path strategy
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of procceding wath its NDA while investigating an ANDA option continmed for two or three
months, with twe 1eams working on the two alternatives. (17 Tr. 3955-56).
Complaint Coungel’s Response to Finding No. 1.418:
The proposed finding is not relevant. Tipsher never informed Scheting that it was

considering these changes in strategy at the time they occuned. See CPRF 1.416.

3. Kos® Stock Plunge Preceded Upsher’s And Schering’s Decisions Not
T'o Pursue Niacor-SR Projects

1.419.  In November 1997, Kos armounced its first quarterly rcsults for Niaspan sales in
the United States, which were considerably below what cveryone had expected. (18 Tr. 4156
(Audibert); 19 Tr. 4433 (Lauda); 7 Tr. 1404 (Driscoll L1); 17 Tr. 3956 (Halvorsen); 18 Tr. 5480
(Troup}}. Kos’ sales of Niaspan throughout the next several vears were much lower than |
Schering had predicted during its own negotiations with Kos in April 1997, Mr. Russo’s “hase

case” prajections for U1.S. sales of Niaspan in April 1997 compare te Niaspan’s actoal U1.8. sales

aa follows:
Sales {5} 19%7 1608 1000 2000 2001
Hussn ¥i 43 101 LG 136
Actual 1.% 103 Iy ad.1 s, 3

(CX 350 at 5P 002743; SPX 1205)

{Complaint Counsel’s Respanse to Finding No. 1.419:

The proposed finding is contradictcd by other evidence. Schering did not expect

' fales trom Jumusry o Noverber, 2000,
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that Koz would earn sales levels as projecied by certain market analysts. These sales
projections were exaggernied according to Schering's own sales cstimales for Niaspan.
As discussed helow in Schering’s proposed finding 1.316, Schering cstimated third year
sales ol Niaspan at $101 million (as comparad Lo Lhe between “$220 and 3230 million™
estimated by the market analysts). In addition, as expressly stated in Schening’s proposed
finding 1.314, “Schering did not agree with market analysts’ public projeclions of
Niaspan sules of $250 million.™

In addition, the proposed finding is not relevant to this procecding. There is no
evidenece that Schering valued Niaspan, or cven Niacor-SR on the basis of outside
analysts projections. In fact, Schering conducted its own due diligence and completed
projections to evaluate the Niaspau opporiunity, CX 548 (Niaspan financial analvsis
prepared by Ray Russo and Toni DeMola of Schering, dated April 17, 1997 CX 549
{additional Niaspan financial analysis prepared by Ray Russo and Toni DeMola, datcd
April, 1997), CX 550 (Niaspan sales forecasts prepared by Ray Russo and Tom DeMola,
indicating “base,” “downside,” and “upside” salcs forecusl), Tr. at 15:3472, 3476-77 (Ray
Russo} at 3472 (confirming that he completed salcs projections for Niaspar), 3476-77

(acknowledging thal sales projections were completed for Niacor-SR).

1.420.  The first published figures regarding Niaspan sales in November 1997 werc a
major disappoimtment to investors, and stock prics, which had peaked around $44 per sharc,
plummeted to 35 per share, (18 Tr. 5480 (Tronp)). Complaint counsel’s expert Dr. Lovy

conceded that Niaspan did not do as well as the investment community had expected when it was
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lannched (9 Tr. 1856} and that Kos’ stock price [cll “protty precipitously aficr the lmmeh (9 T,
1834). ON November 11, 1997, Kos® stock fell from S30.94 to $16.56, (USX 1027; 27 Tr. 6867
(Kerr); 10 Tr. 2055-78 (Levy)).

Complaint Counsel’s Response to Finding No. 1.420:

The proposed finding 1s not relevant and contradicted by other evidence, Schering
did not expect that Kos would earn sules levels ag projected by certain market analysts,
and lhere is no evidence that Schering valved Niaspan, or even Niacor-SR on the basis of
outside analysis projections, See CPRF 1.419.

In addition, the c¢italion to Dr. Levy’s testimony is incomplete. He also testified
that “i_L is not atypical for a startup company doing an PO (o grossly overstate its
poteniial eamings. That's how they pump up their stock price. And it’s not atypical for

invcstment bankers to comport with thai behavior.”” Tr. at 9:1856 (Levy).

1.421.  Within a few weeks after KKos released the sales information for Niaspan,
Upshcr had pulled back on its ANDA project because in order Lo successfully go forward with a
generic product, the branded product must atlain a certain level of sales. {17 Tr. 3956, 3964
(Halvorsen)). An NDA was equally unpromising, as Niacor-SR was a very similar product to
Niaspan, which failed to achicve a large following. (17 Tr. 3964). Tn December 1997, Upsher
put its Niacor-SR development pmjﬁ:i “on hold status, pending evaluation of KI;ZIS nrmkeling

success.” [SPX 302 at USL 16163).

Complaint Counsel’s Response to Finding Neo. 1.421:

The proposed finding is incompleie and contradictcd by other evidence. Upsher’s
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deecision to alter its plans for Niacor-SR is documenied in mmnutes from August 14, 1997
and October 21, 1997 mectings - indicating that Tihpsher’s changes in sirategy were noi
precipitated by the publication of Kos® sates in November 1997, CX 963 at USL 12583,
12581 {Upsher internal Niacor-SR meeting minules discussing possibility of changes m
marketing stratcgy in August 1997; later, noting in Oclober 1997 that an “[a)ltcrmate
sirategy for an ANDA approval has been identificd™ and that “[tflhe NDA will {be]
continued with minimal activity while the ANDA strategy is formulated and evaluated™);
Tr. at 7:1392-93 (Levy) (desctibing these documents); CP 605, See CPF 694-702
(regarding Upsher’s failure to netify Schering of changes in ils Niacor-SR development
strategy).

In addition, the propesed finding is net relevant. Upsher never informed Schering
that it was conzideting these chanpes m strategy at the time they ocourred. See CPRF

1.416.

1.422.  Although Upsher decided net to go lorward with its NDA in the United States, a

December 16, 1997 fax reporis that Mr. Halvorsen informed the Niscor-SR team that there was a

possibility that the project wounld proceed in Europe through Schering. (USX 1226; 17 Tr. 39587-

&8). While January 15, 1998 meeting minutcs indicale that the Niacor-SR project was on held

“only mimmal activity’ to continue in most departments {CX 962 al USL 13253, 17 Tr.

4051), Mr. Halvorsen testified that Upsher's clipical departntent proceeded “fuil forward™ at that

point with cfforts to complete the study reports. (17 Tr. 4051). The January 15, 1998 meeling

minutes widicate thal (s continumg work represented *a significant amount of resource hours”
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for Upsher. {(CX 962 at USL 13252, USLL 13253; 17 Tr. 4051). Upsher continued to
commuiticate with its contract research organizations in elloris to compile the intcgratcd
summary of safety and the draf clinical tables in January 1998, (17 'Ir. 3U¥8-89; USX 1235),

laint Counscl’s Response (o Hipding No. 1.422:

Com

The proposed finding is mcomplete and contradicted by other evidence. Upsher’s
decision to alter its plans for Niacor-SR is documented in minutes from Avgust 14; 1997
and October 21, 1997 meetings — indicating that Upsher’s changes in $ll':—1tﬁg}:’ were nol
precipitated by the publication of Kos” sales in November 1997, CX 963 at USL 12583,
12581 (Upsher internal Niacor-SR meeting minutes discussing possibility of changes in
markeling strategy in Angust 1997, later, noting in October 1997 ihat an “[a]lternate
strategy [or an ANDA approval has been identifisd™ and that “[t]he NDA will [be]
continucd with amimmal activity while the ANDA strategy is formulated and evaluated™;
1. at 7:1392-93 (Levy) {describing thesc decuments); CPF 695, See CPE 694-702
{regarding Upshcr’s failure to notify Schering of changas i its Niacor-SR development
stralegy).

In addifion, contrary to the proposcd finding that efforts werc undertake to
complete clinical work, when Upsher contirmed with Schering in October 1998 that it
had “suspended all rescarch on Niacor-SR,” Upsher intformed Schering that “{s]everal of
the studies are nof in final form, and ave not suitable [or submission o @ regulatory
ageney.” GX 1111 at USL 13275 (letler from Upsher chicf financial officer to Schering

dated October 6, 199%) {(emphasis in original document).
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1.423.  For some time after Schering learned that Kos’ preduct had done poorly in the
marketplace, it still asked Upsher to send the Niacor-SR (S8 and ISE. (L8 Tr. 4144 (Audibert}).
Mr. Kapur’s secretary seni a confidentialily agresment to Upsher’s Vickie O'Neill on April 20,
1998, asking that “complctc inlormation with regard to Niacor” be sent to Mr. Lauda. (SPX
251). Sometime prior to Scptember 26, 1998, Mr. Audibert told Mr. Lauda that he suspected that
Upsher was nol progressing and was going to abandeon the Niacor-SR project. (19 Tr. 4377
(Lauda)). Mr. Landa asked Mr. Audibert to have a dirccl conversalion with Upsher, along with

-Mr. Kapur, to determine Upsher’s progress and plans. (1% Tr. 4377).

Complaint Counsel’s Response to Finding No. 1.425:

The proposed finding is ncompicte and 1s not supported by the evidencs, When
describing Scherng’s activities following the announcement of Kos® sales, Mr. Andiben
claimed that “there had been discussions with Upsher-Smith [and we still awaited the
arrival of the clinieal studies, the ISS/ASE.™ Tr, at 18:4144 {Audibert). Mr. Audibert did
not testify to any particular efforls made by Schering i the wake of Kos™ declining siock
price. Tr. 18:4144 (Audibert}. In fact, during this time period, there are only three
documented conlacts between Schering and Upsher regarding the data Schering had
axpectéd in October 1997: an October 21, 1947 fax from Mr. Kapur to Mr. Troop (SPX
12 at SP (500014), a facsimile sent from Mr. Kapur to Mr. Audibert on Noveniber 7,
1997 (SPX 12 at SP 0300013} and the April 1998 confidentiality agrecment sent by Mr.,
Kapur (5PX 13). Schering did not offer any other evidence of its effortz to obtain the
data during the lime betwesn Kos' stock drop and September 1998 —nearly one year afier

Schering had originally anticipated that it wonld reccive the information from Upsher.
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1424, Niaspan’s performance m the markctplace was relevant to the MNiacor-SR project
becawse it provided a real world opportunity 1o test the market. (18 Tr. 4144 (Audibert)). By
Scplember 1998, the whole industry and analysts whe had widcly iouled Kos before the launch
knew that Kos was in fact doing very poorly, and Schering no longer believed that Niacor-SR
would do as well as it had originally predicted. (19°1r. 4433-34 (Lauda); 18 Tr. 4143-44
{Audibert)). Products sometime fail unexpectedly in the pharmmacentieal indusiry. (33 Tr. 7966

(Egan)}.

Complaint Counscl’s Response to Finding No, 1.424:

The proposed finding is contradicled by other evidence., Schering did not expect
that Kes would eaim sales levels as projecled by certain market analysis. These sales
projections were exaggerted according to Schenng’s own sales estimates for Niasparn.,
As discussed below in Schering’s proposed tinding 1.316, Schering estimated third year
sales of Niagpan at 3101 million {as comparad to the between “$220 and $250 million”
cslimated by the market analysts). In addition, as expressly staled in Schering’s proposcd
tinditrz 1.314, “Schering did not agree with market analysts’ public projections of
Niaspan sales of $250 million.™

-l_n addition, the preposcd finding is not relevant to this proceeding. There is no
evidence that Schering valucd Niaspan, or even Niacor-SR on the basis of outside
analysts projections. In fact, Schering conducted its own duc diligence and completed
projections to evaluate the Niaspan opportunity. CX 548 (Niaspan financial analysis
prepared by Ray Russo and Toni DeMola of Schering, dated April 17, 1997); X 549

(additional Nraspan [mancial analysis preparcd by Ray Russo and Toni DeMola, dated
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April, 1997); CX 550 (Niaspan sales forecasts prepared by Ray Russo and Toni DeMola,
indicating “base,” “downside,” and “upside” sales forecast); Tr. at 15:3472, 3476-77 (Ray
Russo) at 3472 (confirming that he compleled sales projections for Niaspan); 3476-77

{acknowledging that sales projcctions were compieted for Niacor-SR).

1.425. A subsequent discussion between Mr. Audibert, Mr. Kapur and Mr. Troup
regarding Niacor-SR 18 surnmarized in a September 25, 1998 meme fiom Mr, Audibert to Mr.
' Lauda. (SPX 15). During this discussion, Mr, Troup stated that Upsher was nol going forward
with iis NDA. (SPX 15; 18 Tr. 4159 (Audibert)). Mr. Audibert’s memo indicatcs that this raised
SoIme real 1ssues in s mind about the potential commercial viability of Niacor-SR from his
perspective. (SPX 15; 18 Tr. 4159). He noted that “in August 1998, after being in the market
une year, Niaspan’s new Rx share for the month is only 1.1 percemt™ and that, “judging by the
response of the Investment community, the progmosis of Niaspan is poer.” (SPX 15). He also
stated that Upsher’s decision not to pursue its NDA would result in delay and a grealer demand
on Schering’s resources if it proceeded with its Buropean filings. (8PX 15),

Complaint Counscl's Response lo Finding No. 1.424:

‘The proposed finding is incomplete and contradicted by other cvidence. The

proposed finding represents that Mr, Aﬁdibeﬂ used Niaspan sales of “only 1.1 percont™ as
a justification for not proceeding with Niacor-SE. However, that sales leve] was
consistent with {and exceeded in individual ycars) his own projections of sales for
Niacor-8R in his commercial assessment. That asscssment projected that Niacor-SR

would achicve the [ollowing sales levels in Europe:
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CX 1044 at SP 16 0047,

1.424.
Upsher had suspendcd all research on Niacor-8R. (CX 1111; Tr. 19 Tr. 5058-55 (Kralovec);
4428-29-(Lauda)). Upsher cited the poor perfonmance of Kos® Niaspan as one [aetor in ils
decision (21 Tr. 5061-62), as well as the fact that the FDA had requested that Upsher conduct an
additional PK study, which would have delayed Upsher’s NDA and resulted in the product

coming to market two ot throe yoars behind the launch of Niaspan, (19 Tr. 4429 (Lauda); CX

1111).

evidence. Mr. Kraloves’s letter to Mr. Kapnr states the following: “Per your request to
lan "Froup last week, I am writing to confirm that Upsher-Smith Laboratorics, Inc. has
suspended all research on Niacor-SR. There were multiple reasons for this decision.

[irst and foremost, an additional multiple-dose pharmacokinctic shidy was required prior

to submitting an NDA, In hight of Niaspan’s FD A approval, Upsher-Smith’s NDA would
have been two to three years behind the launch of Niaspan,” CX 1111 at USL13275
(emphasis added). The letter further explains that, secondarily, Kos® “less successful”
murketing efforts for Niaspan “have reinforced our decision not to invest any additicma]

resources m Niacor-SR.” CX 1111 at USL, 13275, Thus, according to contemporaneous
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Cm October 6, 1998, Mr. Kralovec confirmed in a letter to Mr. Kapur that

The proposed finding is incomplete and misleading, and is eontradicted by the




documentation, {pshet’s primary rationale for suspending its work on Niacor-5R was
rclated to additional clinical work required by the FDA.

In addition, the ciled decurnoen indicales thal “[s]everst of the studies are rot in
linal form, and arc not suitable for subtnission 1o a repulatory agency. Should [Schering]
decide to proceed to obtain approval in your agreed upon area, we will address what
rezources would he necessary to get the remaining studics imto suitable form ™ CX 1111
at USL. 13275, Thus, nearly a year after Schering had anticipated receipl of complele [SS

and ISE data, Upsher indicaled thal the data was still incomplete.

1.427.  During the third quarter of 1998, Schering made an independent decision that it
would not pursue the Miacor-SR project by itself. {19 Tr. 4352, 4377 (Lauda)). Although the
decition 1o discontinue the Niacor-8R project was made after the meeting between Mr. Audibent,
Mr. Kapur and Mr. Troup, Mr. Lauda testified that Schening had been considering whether to
proceed with the projoct cven belore that mecling, (19 Tr. 4377-78 (Lauda)).

Complaint Counscl’s Response to Finding No. 1.427:

‘The proposed finding 1= incomplets and misleading. In making the decision to
abandc;n the Niacor-S5R project, no one at Schering created any paper record of this
decision or the reasons for abandoning the project. Nor did Mr. Lauda recall informing
anyone above himself in Schering’s corporate organization thal he was not moving
forward with Niacor-SR at that fime. Tr. at 19:4377-79 (Lauda). Furthermore, Mr.
Landa was umable to recsll exactly who made the decision to abandon the dcal, althongh

hc clamms that the decision was made “largely” by Mr. Audibert (Tr. at 194378 {Lauda)),
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who testificd ihal he did not even know he had been appointed project leader or what

responsibilitics he had regarding Niacor-SR. CPRF 1.403,

1.428.  Schering abandoned its efforts to bring Niacor-SR to market for several reasons.
(18 Tr. 4144, 19 Tr. 4352-53 (Lauda)). The Kos product conlinued to do poorly in the
markelplace, telling Schering that marketing a sustained releasc niacin product was going to be
more dilficull than anticipated. (18 Tr. 4144-45 (Audibert)). Schering did not think Niacor-SR
was going to reach the shares it originally had projected and, in light of Kos® sales, doubted that
Niacor-SR product would be commercially viable, (19 Tr. 4352 (Lauda)). In addition, Niaspan’s
poor perfonmance 1n the United States had implications for Miacor-SR sales in Burope, because
many European physicians read the United States hterature, attend Uniled States meetings, and
follow what huppens lo products the United States market. (18 Tr. 4145 (Audiber)). if Niaspan
had been morc successful in the United States, it would have made Schering’s jub promoling
Niacor-5R easicr in Europe. (18 Tr. 4145 (Audibert)). Moreover, the fact that Upsher 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 pulling logether its international dossier than had
onginally been anticipated. (18 Tr. 4145 (Audibert)). Finally, even if Schering had gcm.e
fotward with the work to prepare the dossier, the entry of Niacor-SR in Europe would have been
much laler than originally anticipated. (18 Tr. 4145 (Audibert)). As aresult, Schering decided
net to pursue Niacor-SR further. {19 Tr. 4407 (Lauda)).

Cotaplaint Counsel’s Response to Finding No, 1.428:

The propozed finding is incomplete and misleading. In making the decision to
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abandon the Niacor-SR project, no one at Schering created any paper record of this
decision or the reasons for abandoning the project. Nor did Mr. Lawda recall infomming
anyone above himself in Schering’s corporate organization thul he was nol moving

forward with Niacor-SR at that time. Tr. at 19:4377-79 (Lauda).

IV. 180 DAY EXCLUSIVITY

A. Schering and Upsher Did Not Engage in “Concerted Activity” iv Manipulate the
180-Day Exclusivity Trigger Date

1. Legal Framework of 180-day Exclusivity

1.229.  FDA approval is required for any new drug—branded or gencric—to be legally
marketed in the United States. (10 Tr. 2206 (Jocl Holfman); 2 [, 6965 (Safir)). A branded
drug, also km::‘lﬁ_.fn as # promnecr oT mnovalor drug, is typically the ﬁr.b.zt drig product containing the
particular active ingredient to be roviewed and approved by the FDA. (10 17, 2206-07 (JOEL
Hoffman); 28 'Ir. 6965 (Safir)). A generic drug s a drug product conlaining the same active
ingredient but not necessarily the same inactive ingredients as the branded drug. (10 L. 2207
{JOEL | loffman}; 28 Tr: 6965 (Safiry).

Complaint Counsel’a_ Response to Finding No. 1429:

Complaint counsel has no specific response.

1430, The manufacturer of a branded drug is required to subrmit to the FDA a new
drug application (“NDA™} contaming a showing that the drug is safe, and substantial cvidence

that the drug is effective forits intended uses, as well as complete information on the

364



manufacluring processes that will be used. (10 Tr. 2207 (JOEL Hoffiman); 28 Tr. 6965 (Safir)).
INDAs arc handled by a unit of the 'DA called the Center for Drug Evaluation and Research. (10
Tr. 2209 (JOEL Hoffiman}; 28 Tr. 6965 {Safir)).

Conmplaimt Counsel’s Response to Finding No.1.430:

Complaint counsel has no specifie response.

1431, Congress enacted the Hatch-Waxman Act, and changed the proccss for the TDA
to approve generic drugs. {10 Tr. 2207-08 (TOEL Hoffiman), 28 Tr. 6965 (Safir)). Congress had
two separalc and distinct goals in enacting the Halch-Waxman Act. {10 Tr. 2212 (TOEIL
Hoffmamn); 28 Tr. 6965 (Safir)). The first was the goal of expediting the availability of generic
drugs te the public. (10 Tr. 2212 (TOEL Hoffinan); 28 Tr. 6965 (Safir)). The second goal was to
provide affirmative incentives for brand name manufacturers to innovate. (10 Tr. 2212-13
(JOEL Hoffinan); 28 Tr. 6965 (Salir)).

Cotnplaint Counse]’s Responsc to Finding Ne. 1.43]:

Complaint counsel has no specific response.

1.432.  Under the Hatch-Waxman Act, a generic drug manufacturer must show that its
generie product is bioequivalent to the branded product containing the same aciive ingredient,
along with evidence ol its own manufacturing processes for approval, (10 Tr. 2208 (JOEL

Heffman); 28 Tr. 6965 (Safir)).

Compiaint Counsel’s Response to Finding No. 1.432:

Complaint counsel has no specific response.
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1433, A generic drug subrnission to the FDA is called an abbreviated new drug
application, ov an ANDA. (10 Tr. 2209 (JOEL Hoffman); 28 Tr. 6965 (Safir)). The FDA’s
Office of Genene Drugs is responsible for reviewing and approving ANDAs. (10 Tr. 2209
{JOEL Hamnan}; 28 Tr. 6965 (Safit)).

Complaint Counsel’s Response to Finding No. 1.4373:

Complaint counsel has 1o specific response.

1.434.  There are two stages of approval of im ANDA, tentative approval and final
approval. (10 Tr. 2210-11 (JOEL Hoffman); 28 Tr. 6965 (Safir)). A acneric manufacturcr will
rceeive tentative approval if it meets the FDA regulatory ruquirements for approval, but is
statutorily barred from being approved. (10 Tr. 2211 (JOEL Hoffman); 28 Tr. 6965 (Safir)).
Statutory bars from approval eould include, for example, an cxclusivity period held by another
manufacturer or product labeling problems. (10 Tr. 2212 (JOEL Hoffman); 28 Tr. 6965 {Safir)).
A lentative Iapprcwul does not pertut the generic applicant to marlet the drug. (10 Tr. 2211
(JOEL Hoffman); 28 Tr. 6965 (Safir)).

Complaint Coumscl’s Response to Finding No_ 1.434:

Complaint counsel has no speciiic response.

1435, To receive final approval, the cdiug’s ANDA must meet alf the FDA’s regulatory
requircments for approval, including the bicequivalence requirement and a showing of a

satisfaclory manufacturing process, and there must be no stalutory barrier to the FDA's issuanes

366



of tinal approval. (16 Tr. 2211 {JOEL Hoffman); 28 Tr. 6965 {Safir)). Final approval allows a
gencric product to be icgally markeled in the United States. (10 Tr. 2213 (TOEL Hoffinan); 28
Tr. 6965 (Safin)).

Complaint Counsel’s Response (o Finding No. 1.435:

Complaint counsel has no specific response.

1.436. A generic drug manufacturcr must include onc of [our certifications with its
ANDA filing, (10 Tr. 2215-16 (JOEL Hoffiman); 28 Tr. 6965 (Safir)). One possible certi foation
is 3 Paragraph IIT certification, which certifies that the gencric will enter the markel when the

brand product’s palent expires. (10 Tr. 2216 (JOEL Hoffman}); 28 Tr. 6965 (Safir)).

omplaint Coutisel’s Bes

The sceond sentence of this proposed fnding is not supported hy the cited
testimony. Mr. Heilinan did not testify that a paragraph 11 cerlification “certifies that a
generic will enter the market when the brand product’s patent cxpires.” Mr. Hoffiman
testificd thut “[a] paragraph I certification is simply a certification of the cxpiration
dates of uncxpired patents that are listed for that innovator drug in (he Orange Book.” (TT.
14 2216 (Hoffman)). Mr. Hoffiman also testified that “If the cerlification filed was a
paragraph Tt certification, FDA is prohibited by the statute from approving — from
approving the ANDA until the last of the listed expiration dates has comc and gone.” (Tr.
10:2217 (Hoffman}). The citation to Mr. Safir's testimouy is simply his peneral
agreement with Mr. Hoffman’s testimony of his summary of the factual backeround
related to the history of 180-day exclugivity, and thus does not independently support the

findimg.
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1.437.  Another certification is a Paragraph IV certification, which certifics that in the
opinion of the genenc applicant, the patent on the brand name product is either invalid or not
infringed by the generic applicant’s product. (10 Tr. 2216 (FOEL Hoffman}; 28 Tr. 6565 (Safir)).
When an ANDA filer includes a Paragraph 1V certitication, the ANDA filer is required to notify
both the patent holder and the brand name manufactarer (which may or may not be the same
entity) of the filing. (10 Tr. 2217 2217 (JOEL Hoffman); 28 Tr. 65635 (Salr); & Tr. 1574
{Fosenthal)).

Complaint Coungel’s Response to Finding No. 1.437:

Complaimt counsel has no specific response.

1438, When the patent holder/brand name manufacturer reecives notice of the
Paragraph [V certification, it may file an infringcment suil against the ANDA applicant. {10 1T,
2218 (JOLL Hoffman); 28 Tr. 6965 (Safir)}. I an infringement suit is filed within a 45-day
window, the FDA is not permitted 1o approve the ANDA until onc of three events has cccurred:
(1) the patent expires; (2) the patent is judicially determined to be invalid or noninfringed; or (3)
a 30-mnonth p{:;-iudﬁ which can be lengthened of shortened by the court, has elapsed. (10 Tr. 2218
(JOEL Hoffman); 28 Tr. 6965 (Safir); & Tr. 1575-76 (Roscnthal)).

Complaint Counsel’s Responge 1o Finding Mo, 1.438:

Complaint counscl has no specific response.

1.439.  Tfno suit is brought by the paiant holder/branded manufaciurer within the 45-
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day window, the FDA is legally permitied to approve the gencrié preduct. {10 Tr. 2218
(Hoffman); 28 Tr. 6965 (Safir)). The patent holder/branded manufacturer is not prechided from
bringing a suit after the 45-day period, and therefoe the generic manufacturer who markets his
product after approval still subyjccts himsclf to the risk of an inftingement suit and damages. (1%
Tr. 2218-19 (JOEL Hoffman), 28 Tr. 6965 (Salin)).

Complaint Counsel’s Response to Finding No. 1.439-

Complaint counsel has no specific response.

1.440. The Hatch-Waxman Act and its implementing FDA regulations provide that
under certain circumslances, the first ANDA applicant who has filed a Paragraph IV certification
15 entitled to market ils genenic product free from competition from other generic products for
180 days. (10 Tr. 2219-20 {TOEL Hoffman); 28 Tr, 6965 (Safir}). The FDA is prohibited from
approving any suhsequent ANDAs for that drug until the 180-day period has elapsed. (10 Tr.
2219-20 (JOEL Hoffman), 28 Tr. 6863 (Safir)). The generic manufactirer’s market excsivity
does not prohibil the patent holder/branded manufacturer from licensing another mﬂuufantm%:r tw
produce or distribute the brand name product. (10 Tr. 2221 (JOEL Hoffoan); 28 Tr. 6965
(Salir)). |

Complaint Counsel’s Response to Finding No. 1.440;

Cotnplaint counsef has ne specilic response,
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1.441.  The 180-day cxclusivity period will begin 1o run «i Lhe commencement of
comimercial marketing of the generic product by the first ANDA filer, -::r. from the date of a
deeision by a court holding the relevant patent to be invalid or nol mfringed. (10 Tr. 2220 (JOEL
Holfman); 28 Tr. 6963 (Safir)).

Complaint Counsel’s Responise bo Finding No, 1.441:

Complaint counsel has no specific response.

1442, AsolJunc 17, 1997, FDA regulations provided that to be eligible for a 1%0-day
cxclusivily period, a first Paragraph [V ANDA filer was required to have been suad by the holder
of the listed patent and to have already successfully defeﬂd&d that patent infingement action.

See 21 C.FR. § 314.107(c)1)(1998). (SPX 1220 at 1 6; 10 Tr. 2223, 2248 (JOEL Hoffman);
SP'X 1277). This requircment is commonly referred Lo as ihe “successful defensc” requirement.
(SPX 1277 at Y 6).

Comnplaint Counsel’s Response to Finding No. 1.442:

Complaint counsel has no specific response,

1.443.  IDA revoked this regulation in 1998 as a result of Cowrts of Appeals decisions
in two cases. See Mova Pharm Corp. v. Shalafa, 140 T.3d 1060, 1069 {D.C. Cir. April 14,
1998); Granutec, Inc. v. Shalala, 139 F.3d 889 (lzhle), 1998 WL 153410 (4th Cir. April 3, 1998),

(SPX 1221; SPX 183; SPX 1277 at" 7; 10 Tr. 2247, 2334-35 (JOEL Hoffman)).
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Complaint Coungel’s Response 1o Findityr No. 1.4435:

Complaint counsel has no specific response, except to note that FDA revoked the
successiil delcnse repulation on November 5, 1998, effective ovember 10, 1938, 63

C.F.R. 59710, 59712 (Novembcer 5, 1998).

1444 Prior to the decisions in Move, FDA’s regulation and policies were clcar — the
FDA had consistently stated that a settler was not entitled to 180-day cxclusivity, (SPX 1277 atf
11). See Mova Pharm. Corp. v. Shulala, 955 F. Supp. 128 {D.D.C. 1997), &ffd, 140 F.3d 1060,
1669 (D.C. Cir. 1998). (SPX 208; SPX 1221). In order for ihe first filer of & Paragraph IV
ANDA 10 obtain exclusivity, the applicant had to be sued and the patent had to have already been
found o be ether invalid or not infiinged. See 21 C.I.R. § 314107 1}1998). (SPX 200:
$PX 1277 at 11).

Complaint Coungel's Responsc to Finding No. 1.444:

The proposed linding is incompleic and misleading, and is iirelevant, Whilc what
the FD'A's regulations stated regarding catitlement 1o 180-day exclusivity were clear prior
to the Mova district court and courl of appeals decisions {and also long after those
decisio;ls, sinec the FDA did not formally withdraw its suceessful defense regulation until
November 3, 1998, almost seven months aftcr the Court of Appeals decisions in Mowvz
and Crranutee, holding that regulation to be unlawlul. See 63 Fed. Reg. 59710
(Novernber 5, 1998)}, the legality of that regulation — which is relevant — was not clear,
given Lhe sarlier decision by the federal District Court for the Districl of Colombia fn

Inwood Laboratories, Inc. v. Young, 723 F. Supp. 1523 (D.D.C. 1989, appeal dismissed,
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Judgment vacated and remanded, 43 F.3d 712, No. §9-3209, 1989 WL 513201 (D.C. Cir.
Nowv. 13, 1989). While the 1989 frwood decision had been vacated, ite reasoning — that il
wag improper for the FDA to add a requirement for 180-day exclusivity to whal in the
Halch-Waxman Act was “clear on its face” - remained valid, and the decision was cited,
and its reasoning was adopted, by the Districl Court in Move in enjoining the FDA on
January 23, 1997, from applving the successtul defense reguiation in that case. (See
Mova Pharmaceutical Corp. v. Shalala, 955 F. Supp. 128, 130 (D.D.C. 1997); CPF 905-

506).

1445, Ina 1988 FDA guidance letter, the Agency explained that a settlement signed by
a federal judge entering final judgment and including a finding that the patent is invalid or not
infringed constitutes a “decision of a courl” within the meaning ol the statute. (SPX 199 SPX
1277 at§ 11). Under such circumstances, the setthng ANDA applicant would be entitled to 180-
day exclusivity. See Letter to NDA and ANDA Holders and Applicants from C. Peck, D¥irector,
CDER (July 25, 1988). (SPX 199; SPX 1277 at § 11). Hoewever, the guidance letter stated that a
scttlemettt under which the ANDA appheant accepts a licensc [rom lhe pioneer under the patont
would not cnfrit.le lhe ANDA appticant te 180-day exclusivity because such a settlement is not a
decision of a courl finding the palent invalid or not infringed, 2s a license is not necessary to
market a nen-infringing product. (SPX 193 SPX 1277).
No. 1.445:;

Complaint Counsel’s Respomae to Findi

The proposed finding is incomplete and mislcading, and is irrelevant. While what

the FIMA's guidance letter, dated 7/29/88, stated regarding an ANDA submitter’s
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cntillement to 180-day exclusivily 1s clear, the legality of FDA s posiiion — which is
relevant — was not clear, given the decision by the federal District Court for the District of
Columbia in frwsood Lahoraiories, Ine. v. Young, 723 F, 5upp, 1523 (D.D.C. 1984,
appeal dismissed, fudgment vacaled and remanded, 43 F.3d 712, No. 89-5209, 1989 WL
513201 (D.C. Cir. Nov. 13, 1989). Inwood held that it was improper for the FDA to add
i requirement for lgﬂ;day exclusivity —being sued for patent infringement - to what in
Lhe Hatch- Waxman Act was “clear on its face.” While the fiwood decision had been
vacaled, 1ts reasoning remained valid, and the decision was cited, and its reasoning
adopted, by the Distnict Court in Movy in enjoining the FDA from applying the successfil
defense regulation in that case. {See Mova Pharmaceutical Corp. v. Naalala, 955 F.

Supp. 128, 130 {D.D.C. 1997); CPF 905-306).

1.446.  Smmiiarly, although FDA’s regulations did not discuss set(lements specifically,

selllements werc addressed in the 1989 preamble to FDA s proposed rule. (SPX 1277 at Y 11),

FDA stated that for purposes of determiining the date on which a decision of a court holding a

patent invalud or not infringed, the agency would use, among others, “the date of a settlement

order or conscnt deeree . . which enters final judgment and includes a finding that the patent is

mvahid or not inliingel.” See Abbreviared New Dyug Application Regulations; Proposed Rule,

54 Fed. Reg. 28872, 28895 (Tuly 10, 1989Y; see afve 180-Day Generic Drug Exclusivity for

Abbreviated New Drug Applications, 64 Fed, Reg, 42873, 42830 (Aug. 6, 19993 (SPX 1277 al 1

11) (SPX 202). A settlentent that did not include a finding of invalidity or non-infringement

would not have resulted in exclusivity. (SPX 1277 at g 11).
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Complaint Counsel’s Respense to Finding Mo, 1.446.

The proposed finding is incomplete and mislcading, and 1s itrelevant. Schering is cotrect
that the final regulation adopted by the FDA (i.e., the “suceessful defense” regulation) did
not discuss an ANDA submitter’s entitlement o 180-day exclusivity m the case of a
settlement. See 59 Fed. Reg. 50338, 50350-56, 50367-68 (Oclober 3, 1994), Morcover,
both the discussion of settlements in the preamble to the 1989 proposed rule quoted by
Schening m ihis proposed Gnding, and the discussion of settlements in the 1999 proposed
FDA rcgulation, related to the “eourt decision tngger™ date for the running of 180-day
exclusivity, and not to an ANDA submitter’s cligibility Lor, or enlillement to, 180-day
exclusivity under the Acl. See 54 Fed. Reg. 28872, 28894-95 (July 10, 1989); 64 Fed.
Rep. 42873, 42880 (Aug. 6, 1999); Schering’s Proposed Finding 1.464, below. Thus, the
Federal Register citations in Schering’s propesed finding are irrelevant to the issuc of &
settling first ANDA submitter’s cntitlement to 180-day exclsivity. Furthemnore, even if
FI3A s interpretation of the Hatch-Waxman Act was that a settling first filer was not
cnlitled to exclusivity because it did not meet the “successful defense” requirement, the
rationale of the Jrwood and Mova distnct court decisions, essentially holding that
require.ment to be invalid, 4 forriorari would compel the same entitlement to exclusivity
for a settling ANDA submitter. CPF 905-906; Tr. 10:2227 (Juel Holfman) (“[TThe
reasoning [of the district court in Mova] didn’t depend on anythmg relating 1o the
particular litigants or their — or their procedural posture.”). Moreover, the FDA was aware
of the legal incongistency ol its successful defense regulation with the faweod decision

when it adepted the rogulation. CPF 905,
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1.447,  In Janwary 1997, the ULS. Dhstrict Court for the District of Columbza decided
Mova Pharm. Corp. v. Shalalu, 955 F. Supp. 128 (D.D.C. 1997), (SPX 208} (SPX 1277 atj 7).
It the Mowa case, the first Paragraph IV ANDA upplicant, Mova, had been sued by the patent
helder and was actively defending a patent infringement suit when FDA approved ihe ANDA of
a subsequent Paragraph 1V applicant, Mylan, who had not been sued. (SPX 1277 at§ 7; 10 Tr.
2326, 2328-30 (JOEL Hoffman)) (USX 767). FDA approved Mylan’s ANDA becanse Mova had
not yet succcssfilly defended the patent infringsment suit brought by the pioneer. (SPX 1277).

Complaint Counsel’s Response to Finding No. 1.447:

Complaint counsel has no specific response.

1.443.  The districl court in Mova granted a preliminary injunction barring application
of FDA’s successlul defense regulation on the ground that the successful defenss requirement
likely was mconsistent with the language providing for 180-day exclusivily in the Hatch-
Waxntan Act. (SPX 208; SPX 1277). The Court did not broadly chjoin fature application of
[DA’s suceessful defense regulation, but rather, limited its injunction to the partics then before
. (SPX 208, SPX 1277 at 7).

Complaint Counscl’s Response o Finding No. 1.448:

"This proposed finding is incomplele and misleading. While the District Courl in
Mova only granted the injunction request before it, which related to the FDA's
application of the successful defensc requirement in the specific circumstances there at
issuc, the reasoning of the District Court had application to all situations invelving the

FDA’s application of the requitement. Tr. at 10:2226-28 (joel [Inffman). The broader
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application of the Move deeision was particularly apparent given that the decision was
rendered by the federal District Court for the District of Colunibiza, where FDA could be
sued by any plaintiff with standing, who likely could expect 1o oblain the same result ag

1n ihe Mova case, Tr. at 10:2228 (Jocl Hoffiman); CIF 907; Tr. 28:7002 {Saiir).

1.449.  Mylan, the second ANDA filer, appealed the Move decigion and FDA continued
to take the position that its regulation was valid. (SPX 1277 at 4 7). The FDA supported
Mylan's position on appeal, (SPX 1277 at §7).

Complaint Coungel’s Response to Finding No. 1.449:

This proposed fnding is incomplete and misleading. Because it recoginized the
potential application ol the Mova Disinct Court decision to its ability to apply the
successfal defense regulation to fiture exclusivity determinations, the FDA acquissced in

the decision pending reversal of Mova on appeal. CPF 907, 909,

1.45).  From the daie of the district court’s docision in Move unti May 21, 1997, FDA
gave 1o public indication that it would do anylhing other than continue to enforce the “successful
delensc™ mgul;lti on. a5 written, and to support itz validily. (SPX 1277 at4| %). Priorto June 17,
1997, the only suggestion that FDA might change its policics in response to the Mova decision
occurred at a May 21, 1997 public mestng. (SPX 1277 at § 8).

Compiaint Counsel’s Respanse to Finding No. 1.450:

This proposcd finding is misleading, The announcement by FDA of its

acquiescence in the Meve District Court decision, pending reversal on appeal, was not a
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“suggestion” that FDJA “might™ change its policies regarding the successful defense
requirement in response to the decision. T was :n announcement that, at that time, the

FDA in fact was changing its policics m that regard unless and until Move was reversed

on appeal. CPF 909,

LA51.  OnMay 21,1997, a single FDA attorney indicated at a public meeting that, for
the time being, the Agency would abide by Move in future exelusivity determinations while

continuing to dizagree with the decision. (SPX 1277 at Y 8). Althoush this statement was

reported in the irade press, it was highly qualified:

[FDA 18] unhappy with the outcome of the [Mova] case. We do not think it’s

congsistent wiih the mient of the statute . . . Right new we are acquieseing to the

Mava court decision, but for those of vou who think yon know thal that may mean

. . . please don’t go ruiwing oul of here angd say vou know the answer . .7
Geneva Seeks Six-Month Exclusivity on Ranitidine Form I, Novopharm Expects Marketing
Plans to Proceed, 'T'he Pink Sheet, Vol. 59, Issuc 21 {May 26, 1997). (CX 601; SPX 1277 at 1 4.
107, 2287 (JOEL Hoffman)).

Complaint Counsel’s Respoitse to Finding Ne. 1.451;

This propoesed finding is nusleading. The use of the torm “a singlc FDA attomey”™
suggests that (he person anmouncing the FDA's acquiescence pendente fite in the Mova
Diztrici Court ﬁecisiun perhaps was unauthorized or unqualified to make such an
announcament on behalf of the FDA. In fact, the FDA official making the ainouncement
was the FDA’s Associate Chiel Counsel for Drugs, the FDA’s chief legal advisor on
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Hatch-Waxman Act ssues. CPF 209, The FDA’s Associate Chicf Counsel for Drugs did
nol “indicate” that the FDA would be abiding by the Move decision, she announced that

the FDA would be doing so. CPF 909,

1.452.  Other than this brief reference in the irade press, there was no public
infonmation about FDA’s acquicscence to Lhe Movae deeision, or the significance of that
acquiescence, until! June 23, 1997, when the trade press obtained copies of June 17, 1997 letters
FDA sent to generic applicants for ranjtidine. See Novopharm Seeks Prefiminary Infunction
Against FDA Ranitidine Decision; Generics Likely to Reach Marker Aug. 19, Except for
fxclusivity Winner Cenpharm, The Pink Sheet, Vol, 59, Issue 25 {June 23, 1997). (CX605; SEX
1277} DA did not make these letters pablic al the time they were sent. (SPX 1277 ar 9 9).
They were only rcleased to the press by some of the recipients some time after they reccived
them. (SPX 1277 a9 9).

Complatt Counscl’s Eesponse to Finding No. 1 .4572-

This proposed finding is imcomplete and misleading. The TDA's action of, in
fact, acquieseing m the Movg decision regarding the ANDA applicants for ramitidine was
made pﬁhlic as carly as June 17, 1997, the date the first ranitidine lelters were scnt by the
I'DA, when Granutec flcd 1 lawsuit appealing the FDA s action. CPF 912, The FDA’s
sending of these letters also noccssarily must have been made public Guirly quickly, singe
they were reported n the trade press only six days laler, in the Junc 23, 1997, edition of

“The Pink Sheet.” X 605, CPF 912.
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1.453.  Thus, as of June 17, 1997, FDA was on record as disagreeing with the District
Court’s deeision in Mova, relatively few poople knew that FDA would be abiding by the Move
decision in other exclusivity determinations, and the sole public statemen! to that effect was

highly qualificd and had heen made hy a low level FDA official. {(SPX 1277 at Y 8-9).

Complaini Counsel’s Response to Finding No. 1.453:

This proposed finding is not supported by the evidence, and is contradicted by
other, more reliable, cvidence. First, there is no evidentiary support eited, or contained in
the record, other than the bald conclusion of Schering’s exper, for finding that, as of June
1?, 19897, “rclaiively few people knew that FDYA would be abiding by the Mova decision
1n other exclusivity determinahions.” This conclusion is not credible given: 1) the
impartance of the January 1997 Mova district conrt decision te the FDA and members of
the pharmacentical industry, in view ofils being issucd by the federal District Court for
the District of Columbia {CPF 207Y; 2) the fact that the D.C. District Court’s decision in
Mave was reported n 2 widely read pharmaceutical industry trade publication on January
20, 1997 (CPF 908); 3) the public announcement at a pharmaceutical industry trade
association meeting on May 21,1997, by the FDA's Associate Chief Counsel for Drugs,
the FDA’s clief legal advisor on Hatch-Waxman Act issucs, of the FDDA’s decision to
acquiesee int the Mava Dismrict Court decision (CPF 909); 4) the prominent reporting of
FDA's announccment of its acquiescence in Mova in the pharmaccutical trade press on
May 26, 1097 {CPF 809); and 5} the filing of a court appeal on June 17, 1997, in tesponse
to the FDA’s acquicscence in practice in the Mova decision regarding the rﬂnitiﬁina

ANDAg (CPRF 1.452). In addition, the characterizalion of the person announcing the
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FDA’s acquiescence in Movg as 2 low level FDA official” is misleading. (CPRF 1.451}.

1.454.  Therefore, on June 17, 1997, it was rcasonable and even prudent to belicve that
by settling, Upsher would not be entitied to exclusivity. Rather, on June 17, 1997, it was
reasonable and even prudent 1o believe that Upsher would be entitled to exclusivity only if it
litigated and successfully defended the patent suit brought by Schenng. (SPX 1277 atg9; 28 Tr.
6965-66 (Safir); 10 Tr. 2322-23 (JOEL Hoffman)).

Complaint Counszel’s Response to Finding No. 1.454:

This proposed findinyg is not supported by th.e evidence, and is confradicted by
other evidence. The eitation o Joel Hoffman’s testimony al Tr. at 10:2322-23 does nol
support this finding. Mr. Hollinan's lestimony there responds to an inquiry by Upsher’s
counsel as to Upsher’s entitlement to 180-day exclusivity in Junc of 1997 il it seflled its
Iitigation with Schering. Mr. Hoffiman's response was that he would have told Upsher
“somelhing to th[e] effect” that he “had no idca one way or the other . . . whether [180-
day exclusivity] would apply.” Mr. Hoffman cxplained thal this essentially was becanse
the legz_liity of the FDA’s successfill defense regulation had been Brought inio serious
question by the Meva District Court decision. Mr. Safir’s testimony on the cited pages
simply states s agreement with Mr, Hoffman’s leslimeny regarding the factuel
hackground and history of the 180-day exclusivity provisions of the Hatch-Waxtman Act,
and his agrc;:xxln:nt v;;ilh Mr. Hollman’s opinion that there was substantial uncertainty
ahout Lpsher-Smith’s catitlement to that exclusivity on Junc 17, 1997, if it settled with

Schering, and on January 23, 1998, having by then settled with Schering. Thus, neither
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Mr. Hoffman’s nor Mr. Safir’s testimony supports the proposition that Upsher would be
eotitled to exclusivity only il it liigaled and successfully defended against Schering. The
entire thrust of Mr. Hoffman’s testimony, with which Mr. Safir agrecs, is that there was
substantial uncertainty af that time — June 17, 1997 — and that there were several faclors,
inctuding the Afova District Court deeision, indicating that Upsher might indeed be
entitled to 180-day exclusivity then, even if il did not litigate and successfully defend.

CPF 905-910.

1.4535.  On July 3, 1997, the Unitced States District Court for the Fastern District of
North Carelina held that FDA's “snccessful defense” rogulation was valid and binding upon
FDA, (SPX 1277 at ¥ 10). Because the ANDA applicant io whom FDA had awarded cxclusivity
had not successfully defended the palent suit brought by the pioneer, as required by I1DA’s
regulations, the applicant was not colitled o exclusivity, and the Conrt ordered FDA to appﬁve a
competilor’s ANDA, Granutec, fnc. v. Shalala, 1997 WL 14023894 (D.D.N.C. Tuly 3, 1997).

(SPX 178; SPX 1277 atq 10).

Complaint Counsel’s Response to Finding Na, 1.455:

Complaint counsel has no specific response.

1.456. In November 19497, following the Granutec district court deeision, FDA
amnounced thal it would no longer acquiesce to the District Clourt’s holding in Ao, and instead
would apply the “succcssful defense”™ requirement as sct forth in 21 C.F.R. § 314.107(c) (1998).

See Policy on 140-Day Marketing Exclusivity for Drags Marketed Under Abbrevigted New Drug
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Applications, Clarification, 62 Fed. Reg. 63268 (Nov. 28, 1997). (CX 607: SPX 1277 at 1 10;
10 Tr. 2246-47 (JOEL Hoffinan)).

Complaint Counsel’s Response to Finding No. 1.456:

Complaint counsgel has no specific response.

1457, In April 1998, the ULS. Court of Appeals for the 2.C. Circuit deeided the Moy
case. Mova Pharm. Corp . Shalufo, 140 F.3d 1060 (D.C. Cir. 1998). (5PX 1221; SPX 1277 at
9 7). The Court of Appeals refected FDA’s argument that the “sucecssfil defense” requirement
was necessary to prevent first Paragraph IV applicants who are either not sued or who lose their
palent infringement suits from benefitting from the 180-day exclusivity period. (SPX 1277 atq’
12). The Court of Appeals held that FDA could have elfeclively addressed the problem of first
Paragraph IV apphcanis who lose their suits through either a “watt-and-see” approach or a “win-
first” approach. (SPX 1277 at 9 12). FDA apted for the “win-(irst” approach, under which the
180-day exclusivity provizions do not have any effect on subsequent applicanis untif the first
Paragraph |V applicant wins ifs patent suit. (SPX 1277 atY 12). The Cowrt of Appeals concludad
that this "win—ﬁrst"" approach, as set forth in 21 C.F.R. § 314.107(c)(1){1998), was overbroad and
inconsistent with the text and situclure of the statute. Move Pharm. Corp. v. Shalalz, 140 F.3d
1060, 1069 {D.C. Cir. 1998),. (SPX [221; SPX 1277 at%§ 12).

Cumplaint Counsel's Response to Finding Wo, 1.457:

Complaint counsel has no specific response.
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1.438. While the Mova Couri of Appeals acknowledged that the stainte, as written,
could produce bizarrs results in certam sitmations, e.g., where the first Paragraph IV applicant is
either never sued and never goes lo market or loses its patent suit, it held that FDA’s “win-first”
solution to the problem was overbroad and inconsistent with Congressional intent. (SPX 1 221 at
1069-1074; SPX 1277 al 112} FDA crred in adopting such a broad rule where a more narrow
solution could have corrected the statutory anemaly. (SPX 1221 at 1071, 1074; SPX 1277).
Therefore, the Court atfirmed the District Court’s order invalidaling the successful defense
requitement of 21 CF.R.§ 314.107(e)(1 (1998 (SPX 1277 at 9 12).

Complaint Counsel’s Response to Finding No. 1.45§:

Complaint counsel has no specific response.

1.459.  The Mova case did not involve the settlement of litigation, and the Court of
Appeals did not address exclusivity in the context of a settiement. (SPX 1277 al 12).

Complaiti Counsel’s Responsge o Findimg No. 1.459:

This proposcd finding is incomplete and misleading. As discugsed in CPRF
1.446, gbove, the rationale of the Mova decision {like the earlier, bul vacated, fwood
decision} would preclude the FDA’s adding any requirement to the Halch-Wakman Act’s
facially clear enumeration of the requirements for eligibility for 180-day exclusivity.
Thus, if an ANDA applicant need not be sued, and need not successfully defend in a
fawsuit, B order to gralify for exclusivity, the FDA likewise could not add a non-
statutory requirement to the statute’s clear provisions, and require that the ANDA filer

not settle the litigation {in which it was not required to be engaged in the first ingtance) in
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order to gualify for exclusivity under the statute.

1.460.  T'he same month as the D.C. Cirenit’s decision in Move, the United States Court
of Appeals for the Fourth Circuit issued an unpublished opinion in Gramutee, fnc. v. Shalala, 139
F.3d 889 (tablg), 1998 WL 153410 (4™ Cir. April 3, 1998). (SPX 183; SPX 1277 at9 13). In
that case, the couri concluded that the first applicant to submit a Paragraph IV ANDA,
Genpharm, was cntitled to 1 80-day exclusivily, and declared FDIA's “suecessiul delense™
requirement invalid, (SPX 1277 al 9 13).

Complaint Counscl’s Response to Finding No. 1.460:

Complaint counse] has no specific response.

1.461. After the Court of Appeals’ decistons in Mova and Granruiec, FDA began the
process of drafting a new regulation to replace the overbroad “suceessful defense” regulation that
had heen rejected by the Courts of Appeals for the D.C. and Fourth Circuits. (SPX 1277 at9 14).

Complaint Counscl’s Response to Finding Mo, 1.4461:

Complaint counse! has no specific response.

1.462.  In the meantune, FDA. took the position that the right to exclusivity was ot
dependent upon the Grst Gler being sued and successfully defending the lawsmit, and therefore

roulinely granted cxclusivity to the first Paragraph TV filer. (SPX 1277 at ] 14). Consistent with this

position, the Agency granted exclusivity to first filing genenc apphicants who had entered into

apreemeants with pioneers withoul examining ihe lerms of the agreements. (SPX 1277 at ' 14).
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Complaint Counscl’'s Response to Findine No, 1.462.-

Complaint counscl has 1o specific response,

1.463.  In Angust 1999, FDA issued proposed regnlations addressing various issircs
raised by the Meova and Granutec decisions, ncluding applicability of 180-day cxclusivity in
silualions where the pioneer has entered into a settflement agreement with the first generic
applicant to submil a Paragraph IV ANDA. See 180-Day Generic Exclusivity for Abbreviated
New Drug Applications, 64 Fed. Reg. 42873, 42874, 42880 {Aug. 6, 1999). (SPX 202) (SPX
1277 at § 13). In the preamble, FDA cxplained that settlements that cffcetively block approval of
later filed ANDAs and do not result in the sale of the first filer's ANDA produet raise sigtiificant
policy concerns. {SPX 202; SPX 1277 at 1 15).

Complaint Counsel’s Response to Finding No. 1.463:

This proposed lindmg is incomplete and misleading, and is irrelevant. There is no
evidence that this proposcd regulation has been adopted by the FDA (and in fact it has not
been finally adopted by FDXA), of that the policies and positions contained therein have
been implemented by the FDA. Moreover, this repulation was only first proposed in
August of 1999, long alter the relevant fime period regarding Respondents’ challenged
aclions, and well atter the FD A notified Upsher in Jannary 1999 of its crtitlement to 180-
day cxclusivity (CX 611; CPT 926). In [Fact, Upsher was not concerned about this |
regulation, believing that, even if it was adopted by the FDA, it would not be applied
retroactively o Upsher. CX 190 at Upsher-Smith-FTC-138948 (“Upsher-Smith has six

months exclusivily beginning on the first day Upsher-Smith introduces produst into
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interstate comunerce. This exclusivity relates to being the first lo file an ANDA product
against a product with a patent. ... In Angust 1999, thc FDA sabmitted a proposal which
requests that the cument six month exclusivity period be modified. Tt is unlikely thal this
proposal will he retroactive and thus not impaet Upsher Snuth’s current plans.™). The
proposed regulation, and this proposed finding, therefore are irmelevant to this proceeding
See also Tr. at 10: 2306 (Joel Hoffman) (. . . in other documents being issued by FDA
over the last couple of years, FDA has indicated a disinclination — this is expressly stated
— that it is 1ot inclined to apply these kinds of new [statlutory] interpretations

retrospectively; that is, to prior — to prior settlements, prior awards of exclusivity.™).

1.464.  While the proposed regulations did not directly address the issue of whether
such seftlements may render a first filer inefiyible for exclusivity, they did include a trigger
mechanmsm that would limit any undue blocking cilect on later filed ANDAs resulting from
settlements. (SPX 1277 at | 15). Under this trigger proposal, parlies could still enter into
settlement agreements, but “their elTect on generic competition would be limited by (he
[propesed] requirement that, within 180 days of the first fentarive approval of a subscguent
ANDA, the first ANDA applicant begin commereially marketing its own product or obtain a
favorahle courl decision.” (SPX 202 at 4288(); SPX 1277 at | 15) (emphasis added). Ifneither
of these events occurs during his peniod, the first Paragraph IV filer will lose its eligibility for
exclusivity and subscquent ANDAs will be elignble for immediate approval. (SPX 202 at 42877;

SPX 1277 aty 15),
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laint Counsel’s Be

This proposed finding 15 mcomplete and misleading, and is irelevant. First, as
Schering admits in the proposed finding, the proposcd regulation did not even refate to
the eligibility of a settling first ANDA filer for 180-day excluzivily, but only to the
pussible triggering of a sctiling first ANDA filer's exclusivity by FDAs grmting
tenlative approval to a subsequent filer’s ANDA. Thus, insefar as this proposed
regulation has any relevance, .it clearly contemplates a settling first ANDA filcr as having
exclusivity, and proposes a mechanism to trigger that exclusivity, so as to avoid a
blocking effect on subsequent ANDA filers, More importantly, there is no evidence cited
or in the record that this proposed regulation has been adopted by the FDA (aud in fact it
has not been adopted), or that any of the policies or positions therein that are referred to
in this finding in fact have been implemented in practice by the FDA, Marsover, this
regulation was only first proposad in August o 1999, long afier the relevant time period
regarding Respondents’ challenged actions, and long after the FDA had notified Upsher
ofits entittement to exclusivity. Upsher was aware of this proposcd regulation, and did
not bcli.uw thal il would apply retroactively to Ulpsher’s exclusivity. CPRF 1.463. The

proposed regulation, and this proposed finding, therefore are irrelevant to this preceeding.

1.465.  FDA’s preamble makes the point that the proposed regulations “address the
most challenging issue with respeet to 180-day exclusivity; settlement and licensing agreements
berween innovaior and generic drug cempanics. . . . The proposed regulations, by applying the

iriggering period, would reduce the delay in market eniry of peneric drug products that can result
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from such agreements.™ (SPX 202 at 42880; SPX 1277 at  15).

Complaint g;uunsal’s Response to Finding No. 1.465:

This proposed finding is ncomplete and misleading, and is trrelevant. There is no
evidence cited or in the record that this proposed regulation has been adopted by the I'DA
(and in fact it has not been adopted), or that any of the policies or positions therein that
are referred to in ihis finding in fact have been implemented in praciice by the FDA.
Moreover, this regulation was only first proposed in August of 1999, long after the
relevant time period regarding Respondents” challenged actions, and Upsher believed that
it would have no effect on their entitlement 10 exclusivity. See CPRF 1.463. The

propased regulation, and this proposcd finding, therefore are irrelevant to this procecding.

1.466.  Inlehrmary 2001, in response to a Citizen Petilion filed by Teva
Pharmaceuticals, FDA modified its position on the impact ol selllement agreements upon
eligibility for exclusivity. (SPX 1277 at 9 16) (CX 613). There, FDA concluded that a settlement
betwceen the pioneer and the first filer under which the first filer iz no longer participating in
litigation intended to prove that its product will not infringe the listed patent elfectively changes
the Paragraph IV certification to a Paragraph Il certification. {CX 613; SPX 1277 at T16; 28 I,
6968 (Safir); 10 Tr. 2310(JOEL Hoffman)). As a result, the Azency concluded that the first [ler
was 1o Jonger sligible for cxclusivity. See Letter to Teva Pharmaccuticals respording to Citizen
Petition, Docket No. 00P-1446 (Feb. §, 2001). (CX 613; SPX 1277 at T 16; 28 Tr. 6968 (Safin).

Complamt Counscl’s Response to Finding No. 1.466:

This proposed finding is incomplete and misleading, The FDA’s position in jts
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response to the Teva Petition was overruled by the fedesal Distriet Court for the Northern
Digirict of West Virgima m Mylan Pharmaceuticals, Ine. v. Thompson, Civ. Agtion No.
1:01CV23 2001 WL 1654781 (N.DAW.Y, April 18, 2001), which found the FDAs
pesilion 1o be “unreasonable” i four different respoets. (Tr. al 28:7026-31 (Safin); Tr. at
10:2293-94 (Joel Hoffman). Whils the appeal of thiz decision was dismissed, the distnct

court’s decrsion was not vacated. CX 1696; CX 1697; Tr. 28:7031-33 {Safir).

1.467. FDA now vicws a first filer who enters into a sctilemoni purswemi o which it
abandons its challenge to the listed patent and declines to bring its FDA-approved ANDA
product 1o market the same way it views a first filer who hiigated and lost, i.e, as not catitled to
exclusivily. (SPX 1277 al 9 16; 28 11, 6967 (3afir)). As cxplained in FI3A’s response to the Teva
Citizen Petition, FDA's current view Is that an ANDA applicani that loses the patent litigation is
no longer considered eligible for excluspaty:

Only an application eontaining a paragraph [V certification may be cligible for

exclusivity, FDA regulations contain a provision al 2] C.F.R. §

314.94a) 12)(viii) stating that an applicant may amcnd its certification, and if it

does so, the application will no longer be considered to contain the previous

cerlification. Under certain circuumstances, an ANDA applicant is required to

atnend 1ts patent certification if the patent is detenmined to be infringed or if the

applicant discovers the submitted certification is no longer correct. 1f an applicant

changes from a paragraph IV certification to a paragraph Il certification, the

ANDA will no longer be eligible for exclusivity.
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FDA’s Response to Teva's Cilizen Petition at 4. (CX 613). See afso Myvian v, Henney, 94 I,

Supp. 2d 36, 56-58 (D.D.C. 2000) (rejecting argument that change from paragraph IV Lo

paragraph I did not require loss of exchusivity). (SPX 1277 at 17; 28 Tr. 6967-08 (Safir)).
Complaint Gounsel’s Response to Finding No. 1.467:

This proposcd linding is incomplete and nnsleading, not supported by the
evidence, and irrelevant, While the FDA’s position regarding a settling first ANDA filer,
as stated in its Febmary 6, 2001, response to the Teva petitton (CX 613) 15 scll-
explanatory, there is no cvidence in the record as to what FDA’s policy or position is on
the matters addressed in that response since 1 was held to be unreasonable and enjomed
in Mylan v. Thompson, and the appeal of that decision was dismissed without the lower
court decision being vacated. In the absence of any evidence as to the FDA’s pesition on
these issues subsequent to the district court’s finding 1ts posilion to be unreasonable,
EDA’s earlier response to the Teva petition does not support the proposed finding’s
assertion regarding how the “FIMA now views a first filcr who enters inte a selllement
pursuanl io which it abandons its challenge Lo the listed patent and dechnes 1o bring its
FDA-approved ANDA product to markei” {smphasis added), or that “FDA’s current view
iz that an ANDA applicant that loses the patent litigalion is ne longer considered eligible
for exclusivity.” (emphasis added). Moreover, the FDA has expressed ils disinclination
to apply new statutory interprefations relrospectively to the subjects of prior awards of
exclusivity under the Hatch-Waxman Act.” See Tr. at 2306 {Joel Hoffman). In addition,
Schering negleets to peint cul that the decision in Myfan v. Henney that it cites: 1) was

found by the court in AMlan v. Thompson (at pp. 22-23) to be dislingmshable from the
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situation the FDA was addressing in its rcgponsc te the Teva petition, and therefore of no
support whatsocver for the FDXA's position; and 2) that Myfan v. Henney was vacated on
appeal, and rematded wilh instructions to dismiss. Pharmacheniie B.V. v. Bavr
Lahoratories, ne., 276 F.3d 627 (D.C. Cir., 2002). Finally, what the FDA nught or
might not have considered doing al some time is h‘rtﬂ;lemnt, given that the FDIA in
informed Upsher of its entitlement to 180-day exclusivity in January 1999, FDA never
changed its position regarding Upsher’s entitlement to cxclusivity, and Upsher in facl
erjoyed a 180-day period of exclusivify beginning with its commencement of marketing
of Klor-Con 20 on September 1, 20071 and ending on February 28, 2002, See CTF 923-

02E.

1.468.  As indicated by the Teva Citizen Petition, FDA now takes the view that an

ANDA filer thei scrtles and agrees to take a license from the patent holder and to market onty in

the future also changes its certification. (SPX 1277 atq 18; 28 Tr. 6966-57 (Safir)). Sucha

settling ANDA fler, like 2 ANDA filer that liti gates and loses, s, in FDA's view, no longer

cligible for exclusivity. See FDA's Responsc lo Teva's Citizen Petition, at 4. (!X 613; SPX

1277 aty 18}

Complaint Coungel’s Response o Finding Ne. 1.468:

This proposed finding is incomplete and misleading, and not supported by the
evidenee. The cited evidence docs not support a [inding reganding the FDA’s current
positiott on ihe issues, or its willinghess to refroactively apply its new interpretations

regarding Hateh-Waxman Act exclusivily to previeus determinations. See CPRF 1.467.
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1.409.  Although FDA’s decision ot Teva's Cilizen Petition was overniled by a district

courl m Mylan Pharm, Inc. v. Thompson, Civ. No. 1LO1CV23 (N.D. W. Va. April 18, 2001),

FDA appealed the case te the Court of Appeals for the Fourth Cireuit, (CX 1695; 8PX 1277 al q

19). FDA maintains that a sertlement pursuant to which the first filer abandons its challenge to

the listed patent and declines to bring its FDxA-approved ANDA product to market may resnlt in

a loss ol entillement to exclusivity. See Brief of Federal Defendants-Appelices in Myian Pharm.,

fne. v. Thompson, No. 01-1554 (47 Cir. July 25, 2001}, (SPX 204; SPX 1277 at 17, 28 Tr.

6969 (Safin).

Complaint Counsel’s Response to Finding No. 1.469;
This proposed finding 1s incomplete and musleading, and not supported by the
evidence. The cited evidence dees not support a finding regarding the FDA’s current

position on the issucs. See CPRF 1.467.

1.470.  Asstated in FIDA’s brief in the Court of Appeals in Myfan v. Thompson:
The facts here are only a slight variation on the seenario in [C.F.R. §
314.94a¥12)wii)]- Mylan did not lose the litigation but scilded belore the court
issued a judgment. The effect of the setilement and Josing tﬁc patent litigation arc
casentially the same: the patent litigation cnded without opening the door to
approval ol compelmg ANDAs, Thus, Mylan, like the ANDA applicant in
[C.F.R. § 314.94{a)(12)(v1i1}], should be considered to have amended its

certi fication.

Bricf of Fedeval Defendants-Appeflemts in Myiam Pharm., Inc. v. Thompseon, No. 01.1554 (4%
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Cin July 25, 2001), at 50. (SPX 204: SPX 1277 at§ 17).

Compiaint Counsel’s Response to Finding No. 1.470:

This proposed finding 1s irrelevant. The ciled evidence does not support 8 finding
regarding the FDA's current position on the issues, and the FDA’s position on appeal,
which did not resull in reversal of the district court decision, is imrelevant to the present

proceeding, Se¢ CPRF 1.467,

1.471.  As FDA explaingd in its brief before the Fourth Circuit, the effect of such a
setllement and losing the palcnl hiigation are essentially the same. Accordingly, like applicants
whao loge their patent cases, applicants entenng info such settlements should be considered to
have changed their Paragraph IV certifications to Paragraph ITI certiffcations, thus rendeting them
ineligible for 180-day exclusivity. (SPX 204 al 46, 50; SPX 1277 at Y 17). FDA pointed out that
the Hatch-Waxman amendments de not speeifically address application ol 180-day exclusivity in
the event that the patent litigation is settled without 4 court decision, and thus urged the Court to
defer lo the Agency’s reasonable interpretation, which allows market access to other generic
manufacturers, consistent with the principles that guide construction of Lhe Hatch-Waxman

amendments, (SPX 204 at 48-50; SPX 1277 at [ 17).

Complaint Counscl’s Responge to Finding No. 1.471:

This proposed linding is irrelevant. The cited evidence does not support a finding
regarding the DA’s current position on the issues, and the FDA’s position on appeal of
Mylan v. Thompson, which did not result in reversal of the district court decision, is

irrelevant to Lhe present procecding. See CPRF 1.467.
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1472, FDA’s pesition on the Teva Citizen Petition and in the ensning litigation, Myfan
Pharm., Inc. v. Thompson, No. 01-1534, provides a basis for concluding thal Upsher was not
entitled to exclusivity, (SPX 1277 aty 18; 28 Tr. 6968 {Salir)). In 1995, Upsher sought FIDA
approval to manufacture and distribute a generic version of Schering’s K-Dur 20, an extended
release potassium chlovide tablet product. {SPX 1277 at q IE.], Upsher’s ANDA was the first to
contain a Paragraph TV certification for one of the patents listed by Schering in the Orange book.
(SPX 1277 at 9 18). Thereaiter, Schering brought a patent infringement action against Upsher,

-which was settled on June 17, 1997, (SPX [277 at  18).
omplii i inding No. 1.472.

The first sentence of this proposed finding is not supported by the evidence, and is
contradicted by more reliable evidence. The FDA's position on the Teva petition was
found to be noreasonable for four scparate reasons, and application of that position was
enjoined by the federal District Court in Myian Pharmuceuticals, Inc. v. Thompson, 2001
WL 1654781 (N.D.W. V. April 18, 2001, Tr. at 28:7027-31 (Safir). No othet court has
rcached a decision contrary to the District Court in Mylan v. Thompsor. Tr. at 2B:7035
(Saﬁr}._ Thus, the FDA’s discredited position on the Teva petition provides no basis for
cancluding that Upsher was not entited to éxclusivit}r. It 15 also clear that the FDA
viewed Upsher as entitled to exclusivity, and that Upsher, in [act, enjoyed its 180-dav
cxclusivity period. See CPF 923-928. Moareover, thare is considerable evidenee that
Upsher was viewed by lhe FDA and by Upsher itself as having exclusivity, and that.it, in
fact, had such exelusivity. CPF 923-927; CX 190 at Upsher-Smith-FTC-138943

(""Upsher-Smith has six months exclusivily begnming on the first day Upsher-5Smith
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introduces product into interstate commerce, This cxchlusivity relates to being the first to
file an ANDA product againal a product with a patent.™). And the FIXA has cxpressed its
disinglination to apply new statutory imterpretations retrospectively to the subjeets qun’uf

awards of exclusivity under the Hatch-Waxman Act. See Tr. at 10:2206 (Tocl Hoftman).

1.473.  Pursuant to the scrtlement agreement, the parties agreed to a dismissal ol the
litigation with prejudice; Schering agreed to grant Upsher a license under its patent allowing
Upsher's genenc potassium chloride table on the markst in Scptember 2001, five years before
F:}{piratiﬂn of Schering’s patent; Upsher agreed nol to market its generic until that time, and
Schering licensed six Upsher products in cxchange for stxty million dollars. (SPX 92)

‘omplaint Counsel’s Responsc to Finding No. 1.473;

:I'he proposed finding is contrary to morc rcliable evidence. Schenng did not
license six [psher products in exchange for sixty million dollars. Threc categories of
evidence prove that, in fact, Schering paid Upsher $60 million to delay Upshr:l:’s. entry
mto the K-Dur 20 market: (1) the circurnsiances of the negetiations and the
Schering/Upsher A greement itself; (2} an analysis of the license for Niacor-SK; and {3}
the ceonomic incenlives of branded monopolies and potential generic cntrants:

(1) First, the texd of the Schening/Upsher Agreement and the circumstances of the
negotiations indicates payment for delay. The Schenng/T psher Agreement itself
indicates that the license and supply agreement was ;m_l a separate apreement for value
mdependent of the settlement agreement, bul tn Facl thal the $60 million and the

agreement to settle the patent infringement suit wore incxiticably inicrtwined. CPF 176
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{paragraph 11 of the Schering/Upsher Agrecment explicitly states $60 million is for
paragraphe 1-10 of the ScheringUpsher Aprecment, which includes the settlement ol the
litigation, Upsher’s agresment to delay eafey until 2001, :md i1y agreement not to help any
other chailcngers to the 743 patent); CPF 178 (Iﬁr. Hoffinan concedes that the agreement
on its face indicates some money paid for sctilement); CPF 179 {paragraph 3 allows
Upsher to come to market immediately if a conrt strikes down the Agreement {and thus
Schering’s requitement to pay the S60 million)), CPF 181 (paragraph 3 allows Upsherto
come to market il Schering licenses another generic to enter); CPF 180 {paragraph 10
(“foree majeure”™ clause) obligates Schering to pay $60 million o Upsher even if some
unforeseen event causes the license to be worthless). This contemporancous docemeniary
cvidence 15 more relizhle than the self-serving, post-hoc testimony cited in the proposed
finding

There is also reliable cvidence that Mr. Troup asked for money from Schering
repeatedly in order to agree to settle the Schering/Tpsher patent infringement suil. CPF
190, 200, 204 (Mr, Troup demands for $60-70 million to scitle the lawsuit al (he May 21
meeting); CPF 191, 206, 209 (Mr. Troup streszes his need for cash at the May 28 and
June 3 meetings); CPF 192, 194, 200, 206 (Mr. Troup repeats his demand for money to
settle the lawsuit at the June 12 meeting}; CPF 196, 200 (Mr. Troup stressed a need for an
income strearm and up-front paymants as part of a scttlement at the June 16 meeting), CPF
201 (Mr. Troup repeats his need for revenue as part of a sctilcment at the Tune 17
mcetingd.

Mr. Troup based these requested requests for money from Schering to settle the
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* lawsuit noi on the value of Niacer, but instead on Lipsher’s forgone revenues for not
entering the market and the revenue impact ils product would have on Schering’s K-Dur
20 monopoly 1f Upsher entered the market. CPF 200-02 (discussing Mr. Troup
repeatedly sought to replace revenues lost by not being on the market); CPF 204, 212-13
(discussing Mr. Troup requesting $60-70 million 1o end the litigation and basing thal
figure on a pareeniage of the harm that Upsher’s product would do to Schering’s
monopoly), CPF 206-07 (discussing Mr. Kapur and Mr. Wasserstein’s testimony that Mr.
Troup wanted to replace the revenuc Upsher was losing by delaying entry); CPF 214-18
{discussing money requested to settle the lawsuit bused on Upsher’s lost revenues from
not entering the generic K-Dur 20 market).

(2} Second, the $60 million non-contingent payment made by Schering to Upsher
canmol Teusonably be considercd to have been a licensc foe for Niacor-SR and the five
genetic products licensed under the sctilement agreement. Tr. at 7:1307, 1338-39 (Levy):
1. at 4:577 {Bresnahan). The $60 million non-contingent fec was grossly excessive for
Niacor-5SR and the other licensed products, CPF 287-372, Schering’s duc diligence was
sinkingly superficial reiative to indusiry standards, CPF 373-663, Schering’s and
Upsher®s post-license behavior docs net comport with particé’ who had just entered into a
typical licensing deal, CPY 664-72], Schering had previously rejceted an equal or better
product, CPF 722-777, and no other company had offered Upsher any moncy for Miacor-
SR, let alone $60 million, CPF 778-804.

(3} Third, cconomic theory proves Schering paid Upsher $60 million to delay

Upsher’s entry into the K-Dur 20 market. “Therc is always an incentive for the
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monopolist to pay ihe entrant to delay its cntry and for the entrant to agree to dalay its
entry, which harms consumers. CPIF 1150 — 1157, A monopelist and potentzal entrants
have thosc incentives to delay entry even with it is uncerlain. CPF 1161 - 1165,
Uncertain compcetition provides the same benefils qualitalively as certain entry, so
delaying uncertamn eniry harms consumers. CPF 1166 — 1172, Applying the crtexa to
lhese settlements, Schering was a monopolist and Upsher and AHP were threals to that
inonoepoly, Therefore, the parties had the incentives to delay uncertain entry. CPF 1173 -
1154 (applying cconomic theory to facts of this case and explaining how Schering, as a
monapolist, had the incentive Lo pay Upsher to delay ils entry and howe Upsher, as a
polential entrant, had the incentive to accept money to delay its entry). Schering paid
Upsher net consideration for delay. CPF 1185 — 1206 (explaining Schering’s and
Upsher’s incentives to agreement to paymoent for delay, the actions of cach which led to

payment for delay, and that the 360 million was not for Niacor-SR).

1.474.  TDA granted final approval of Upsher’s ANDA in November 1998, See Leatter

from I3, Sporn Lo Upsher-Smith Laboratories, Ine. {Nov, 20, 1998), (SIPX 1277 at § 18:; CX 59).

Thereafter, on January 28, 1999, FDA advised Upsher that it was eligible for 180-day

exclusivity. FDXA’s January 1999 letler slaled that, “[t]he Agency expects that you will begin

comumiercial marketing of this drug produet in a prompt manner.” See Letter from D. Sporn io

Upsher-Smith Laboratories, Inc. (Jan. 28, 1999). (SPX 1277 at§ 18; CX 611; 10 1. 2308 (JOEL

Hoffiman)). Az ofthis time, FDA kmew that Schering’s Tawsuit againsi Upsher-Smith had been

dismissed. but 1t did not know whether Upsher-Smith had won, lost, or what the terms of any
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settiement were. (28 Ty, 7015 (Safiry, CX 611).

Complaint ;uansel’s Response 1o Findine Na. 1.474:

Complaint counsel has no specific response.

1.475.  Subsequently, in May 1999, FDA advised ESI Lederle, Inc. (“ESI) that its
ANDA for gencric K-Dur 20 was tentatively approved, and that the ANDA wonld be ¢li mble for
final approval after the conclusion of the first Paragraph TV fiter’s (Le., Upsher’s) 180-<day
cxelusivity period. See Letier from D. Spom to ESI Lederle, Inc. (May 11, 1999% CX 612; SPX

1277 at 18).

Complaint Counse] s Response to Finding No. 1.475:

Complaint counsel has no specific response.

1.476.  Though the above-described covrespondence indicates that FDDA concluded that
Upsher was cligible for 180-day exclusivity, Upsher’s eligibility for exclusivity would have been
subject to challenge at FDA and in the courts, based upon the reasoning subsequently adopted by
FL}A inats decision on Teva’s Citizen Petition and in its brief in the Myfan casc. (SPX 1277 at 9]
19; 28 Tr. 6966-67 (Safir}). Specifically, because Upsher was no longer participating in
litigation intended to prove that its product will nol infringe Schering’s patent and, until
petnitted to do so under a license from Schering, declined to bring its approved ANDA product
to market, FDA would have applied the same reasoning as applied to Mylan’s settlement and

concluded that Upsher was ineligible for exclusivity. (SPX 1277 at § 19; 28 Tr. 6969-70 (Safir}).
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Complaint Counzel’s Response to Finding N, 1.476:

The proposcd finding is not supportcd by the evidence. See CPRY 1.466, 1.467,
1.472. Moreover, the FDA knew thal Upsher-Smith was not purswing its litigation with
Schering when it notified Upsher ofits [inal ANDA approval an November 20}, 1998 (CX
39 at Upsher-Smith FTC - 087345)(*You also have notified the Agency that on July 24,
19497, the New Jersey court issned a Stipulation and Order of Dismissal officially
terminating the hitigation with Key Pharmaceuticals, Ine.”), and when it notified Upsher
of its entitlement 1o 180-day exclusivily on Jannary 28, 1999, CX 6] 1 at USLO7067
{*“You also have aolilied the Agency that on July 24, 1997, the New Jemsey court issued a
stipulation and Order of Dismissal terminating the litigation with Koy Phammaceuticals,
Inc.™). "I'r. 28:7(14-15 (Safir). Maoreover, the FDA has cxpressed its disinclination to
apply new stalutory inlerprelations retrospectively to the subjecis of prior awards of
exchusivily under the Hatch-Waxeman Act. See I, at 10:2306 (Joel Hoffman). The
evidence therelore does not support ihe view that the FDA would lock favorably on an
after-the-fact challenge to Upsher’s exclusivity based on a party raising facts that were

known Lo the FDA at the Gme it awarded exclusivity to Upsher.

1.47F.  Though the Distriet Cowrt {or the Northern Distnct of West Vinginia rejected

FDA’s position, FNA appealed. (SPX 1277 at 7 19}. Morcover, another District Court conld

well reach a different conclusion. (SPX 1277 at 1 19). Notably, there have been other mstances

i which District Courts have reached differing conciusions on the validity of challenged FDA

regulations. Compare Mova Phavm. Corp. v Shalafa, 955 F. Supp. 128 ({D.D.C. 1997) with
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Grangtee, ne, v, Shalala, 1997 WL 14ﬁ3894 (EDN.LC. huly 3, 1997) and hewood Labs, fic,, v,
Young, 723 F. Supp. 1523 (D.D.C. 1989), vacated as moor, 43 F.3d 712 (D.C. Cir. 1989) with
Myion Pharms., Inc. v. Suflivan, Civ. No. 89-0036-C(K) (N.DLW.Va. May 5, 1989). (SPX 208;
SPX 178; CX 1714: SPX 1277 at 7 19). Thus, Upsher’s entitlement to cxclustvily was far from
certain. (SPX 1277 at ¥ 19).

Complaint Counsel’z Response to Finding No. 1.477:

The second and the last sentences of this proposed finding are not suppotted by
the evidence eited. Thal disinet courts have reached conirary conclusions on certain FDUA
positions provides no basis for conclding that a district count would reach a decision
conirary to that reached by the Mistrict Court in Mylan v. Thompson, holding the FDA s
posilion n response to the Teva petition to be unreasonable. Schering provides no
cvidence as o why the decision of the strict Court in Mylan v. Thompson was wrong or
inconsistent with any other precedent. In fact, no other court has reached a contrary
result. CPRF 1.472. Thercforc, such an inference from this cvidence is mere speculation
as to what theoretically could ocenr, without any support for the proposition thai il had
any reasoniable or substantial likelihood of occurnng. While Upsher’s entittement to
exchisivity was uneecrtain on the dates of the Schering/Upsher selilement agreement and
the Schering/ AHP agreement in principle, as of June I, 1998, Upsher’s entitlement to
exclusivity no longer was uncertain. CPF 924, Upsher’s entitlement to exclusivity was
conlitmaed by the FDA’s letter of January 28, 1999 to Upsher (CX 611; CPF 926}, the
FDA's Orange Book listing (CX 1653 at FTC 0022684-688; CPF 926-927), and the

FDA's graniing of tentative approval to AHP*s 20 mEqg polassium chloride product on
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May 11, 1999, wath final approval subject to the ronning of Upsher’s 180-day exclusivily

(CX §12. CPF 928),

1.478.  No one challenged Upsher-Smith’s cligibility for cxclusivity. (28 Tr. 6970-71,
7017 (Safir)).

Complaint Counsel’s Response to Finding No.:

Complaint counsel has no specific response.

2. The opinions of Complaint Counsel’s Expert Joel Hoffman regarding
180-day exclusivity.

1.479.  The opinions of complaint cuuns.el’s FDA law expert, Mr. Joel Hoffman, are not
credible. Mr. Hoffman's testimony ignored mformation related (o the FDAs currend position
concerning the a].i gibility for 130-day cxclusivily of ANDA filers that setllc patend lawswts, (10
Tr. 2304-07 {JOEL Hoffinan}; 11 Tr. 2378-79 [J.GEL Holiiman}).

Commplaint Counsel’s Response to Finding No. 1.479:

This proposed finding is not supported by the evidencs cited, and 15 contradicted
by other evidence, including the opinion of Schering’s own EX.PET.I, wilness regarding Mr.
Hollman's eredibility. First, Mr. Hoffman’s opinions did not ignore information “related
to FDA s current position concerning the eligibility for 150-day exclusivity of ANDA
filers that settle patent lawsnits.” As discussed above (CPRI 1.467), and fatal to
Sﬂhering-‘s assertions that Mr. Hoffman ignored the FDA’'s current posgitions on

settlements, there is no evidence in the record relating to the FDA s position on this issue,
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either currently or at any time after ils appeal allempting to overtn tﬁc district court
decision in Myfan v. Thompson was dismissed. Second, Mr. Iloffiman in fact explained in
his testimony why the FDXA's carlicr pusition on setllements in its response to the Teva
petition, and in its appcal ol'the district court’s decision in Mylan v. Fhompson, were not
relevant to his opinions and did net need to be specifically addressed in them {Tr. at
10:2378-79 (loel Hoffman) {*T didn’t specifically mention it [FDA's position in iis
rosponse to the Teva petition and in its appeal briel] becausc . . . there was an underlying
premise; namely thal FDA could mterpret the statute in this general way Lo deny
exclusivity to a first filer. I ad;lrcsscd that general point and the fact that FDA’s
underlying raticnale was rejected by the _Dist.rict Court, and there was no need to spell out
the logical mmplications of that for the specific settlement point.”}). Third, Schering
challenges the credibility of Mr. Hoffman’s epinions, even as ils own expert on FD'A and
Ftaich-Waxman Act matters - Peler Safir - has stated his substantial concurrence with
mest of Mr. Heflinan™s concluzions. SPX-1277 at 9 24 {“'In general, I ain in substantial
agreement with pruch of Mr. Hoffiman’s Expert Report and his February 6, 2002
testitnony in this matter. As an nitial matter, 1 agree wrth the statutory framework
provided by Mr, Hoffinan at pp. 2206-27 of his Febrizary 6, 2002 testimony, and therefore
have not repeated that background in my testimony.™ “With respect to Mr. Hoffman’s
analyses of the four questions poscd to him by Complaint Counsel, I agree with his
opitiions on the first and second questions . . . bul disagree somewhat with his opinions
on the third and fourth guestions.™). Finally, Schering ilself cites and relies upon Mr.

Hoflfman’s teshimony as an expert witness in this proceeding as support for virtually every
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ong of its proposed fndings relating to the Hatch-Waxman Act and 180-day exclusivily,
wlich is bizarrely incongistent with Scherfng’s assertion that “the opinions of complaint
counsel’s FDA law expert, Mr. Joel Hoffman, are not eredible.” Given Mr. Hollinan's
credentials as an cxporl in this area, to which Respondenis raised no objections, and given
the deference to, and agreement with, Mr. Hoffman by Schering’s own expert witness in
this area, as well as Schering’s munerous citations to Mr. Hoffinan’s testimony 1n many
of its own proposed findings, Schering’s assertion of Mr, Hoffiman’s lack of eredibility

itself has no credible basis.

1.480.  Mr. Hoffman’s reading of FDIA regulations was inconsistent with the plain
language of the regulation, and FDA’s interpretation of the reguiation. (10 Tr. 2291-304 (TOEL
Hoffman); CX 613; SPX 1277 at 24, 26). Mr. Hoffiman testified that TDA’s cumnﬁ position is
that a fivst ANDA filer who loses the patent litigation is entitled to 180-day exclusivity. (10 Tr,
2291-304 (JOEL [Toffiman), SPX 1277 a1 26). This is incorrect. (CX 613; SPX 1277 at 24,
26). Mr. Hoffinan’s testimony ori this point was evasive and noi credible. (10 Tr. 2291304
{JOEL Hoffman}}). Mr. Hoffman said that FDA’s current position is that a first filer who settles a
patent case agreeing to stay off the market for some period of time is nonetbeless entitled 1o
exclusivity. (10 Tr. 2302-06 (JOEL Hoffman)). This is also incorrect. {CX 613; SPX 204; SEX

1277 at 9 25, 26).

Comiplamt Counsel’s Responsc to Fitdine No. 1.480:
This proposed finding is not supported by the cvidence and 1s misleading,. 1t aiso

is irrelovant. Contrary to this proposed finding, Mr. Hoffman did not 1estify either “that
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the FDA’s current position is thal a [irst ANDA filer who loses the patent litigation is

entitled to 180-day exclusivity,” or that “FDA's cumrent position is thal a first filer who

scliles a patent case agreeing to stay off the markel for some period of tme is nonetheless
antitled to exclugivity.” Rdlher, Mr. Hoffman’s testimony was that he could not say what
the FDA’s current position was:

“(): .. .ism’tit a fact that [the] position of FD'A was rejected in a court suit but that
FDA’s position remains the same today?

A I have no idea whether FDA’s position remains the same after its — after its -- its
statement 1o that effecl was overruled i the court suits,”™ Tr. at 16:2303-04 (Joel
Hoffman).

SOl i

“Q:  And sir, you don’t represent, do you, that your [expert] report necessanly refleets
the opinions, the current opinions, of FDA regulaters, do you sir?

Al Oh, | would - would never suggest that anything I wrote represenled the curvent
apinions of FD:A tegulators, particularly on a subject where thosc OPLIONS SESTTL

_ somewhat subject (o change™ Tr. al 10:2353-54 (Joe] Hoffiman).

A fair reading of Mr. Hoffiman’s testimony makes clear that what he said in his
testimony was that he helieved that a first ANDA filer with a paragraph IV certification
who either lost or settled its patcat litigation neverihelcss would be entitled to exclusivily
“as the luw slands today” {emphasis added) (i e., after two U.S. Courts of Appeals had
clearly held that the FDA’s successful defense reguirement was an improper and unlawful

addition by FDA to the [acially clear requirements for 180-day exclusivity specified i the
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statute, and aftcr another federal Dhstnct Court had held the FDA®s position regarding a
seliling first ANDA filer’s loss of entitlement to exclusivity to be unreasonabie),

Schering attempts to discredit Mr. Hollman’s Llestimony as being inconsistent with
current [I2A rcgulations and policy. However, Schering has not cven presented evidence
as lo the FIXAs current position on these 1ssues. See CPRE 1.467. The evidence Schering
cites only demonstrates that Wr. Hoffman’s views as to the current state of the law, as
interpreted by the cowrts, are inconsistent with the positions that the FDA took regarding
the Teva petition, and that subsequently were found to be improper and unreasonable by a
federal district court. The cited testimony and evidenee do not support a finding that Mr.
Hodman’s opinions were incomrect, and certainly provide no support whatsoever for
asscriing thal s testimony 1s not credibie or is cvasive. Finally, it is irrelevant (o this
proceeding what the FDA’s current position is on the eligibility for 1 80-day cxclusivity of
a settiing first ANDA filer. What ig relevant is the state of the law on this question, as

inlerpreted by the courts, at the tires of the actions at izsue in this proceeding.

1.481. Moreover, Mr. Hoffman suggests that Scheting and Upsher-Smith were aware of

he FDA’s position on 180-day cxclusivity at the fime of the their settlement in June 1997, Mr.

Hoffman concedes that he does not know il Upsher was present at or heard aboul the conference

at which the FDA announced its decision to acquiesce to the Mowi district court desision. (11

Tr. 2358-39 (JOEL Hoffinun)). Mr. Hoffman alse concedes that Upsher was not copied on the

June 17, 1997 lellcr senl o certain ANDA applicants by the FDA. (11 Tr. 2357 (JOEL

Heoffman); CX 602; CX 5%5). He has no idea whether Upsher ever saw the letter. (11 Tr. 2357
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{JOEL Hoffman}}). Mr. Hoffman admits that he doss not know whether Upsher actually received
ot reviewed the issue of the Pink Sheet in which that letter was reported. (11 Tr. 2358 (JOEL
HolTman), CX 605},

Complaint Counsel’s Reasponse to Finding Wo. 1.481:

The first sentence of this proposed finding is not supporicd by the evidence.
Achering eites no testimeny of Mr. Hoffan where he suggests that Schering and Upsher
were aware of the FDA s posilion on 180-day exclusivity at the time of their selilement
agreement in June of 1997. In fzel, nowhere in his testimony does My, Hoffinan state or
“sugpest” amy such thing. Mr, Hoftinan’s testimony does provide evidence to the effcct
that there was informalion available and disseminated to the public and the
pharmaceutical mdustry concering the state of the law regarding 180-day cxclusivity
under the Hatch-Wa};man Act gl vanous times prior and up to the June 17, 1997,

sellleanent agreement. See CPF 905-910.

1.482. - Finally, Mr. Hoffman’s opiniens related to Upsher-Smith’s cligibilily for 180-
day exclusivity arc inconsistent with complaint counsel’s positions in the casc. (10 Tr. 2285-88
(JGEL Hoffman):11 Tr. 2367 (JOEL Holfman)).
Complant Counsel's Response to Finding No, 1.482:
The proposed finding 15 not consisteni with the evidence. Schering’s Counsel 1s
attempting in this proposed finding to basc an alleged inconsisteney between Mr.
Hﬂfﬁﬂﬁﬂ’ﬂ opintons and Complaint Counscl’s allegations on a comparison of “apples and

oranges.” Mr. Hoffinan points ont repeatedly in his testimony that his view that a first
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ANDA submitter with a paragraph [V certification that loses its patent infringement suit
brought by the hranded drug manufacturer is nevertheless entitled Lo 180-day exclusivity
ts hased on his understanding of the law “as it stands loduy.™ See Tr, at 10:2287-91 (Joel
Hoffman). He alse peints cut that the present state of the law on this issus s not the
same as 1l wus at the time of the Schering/Upsher scttlement agresment (Tr, at 10:2291),
and how Complaint Connsel’s statements as to the entitlement to 180-day exelusivity of a
losing first ANDA [iler are “not a bad statement of how things stoed’” “on or prior to Junc
17, 19977 Ty, at 10:2290, Since the Schering/Upsher patent infringement litigation was
scheduled for inal to begin in June of 1997, it makes no sense lo read Complaint
Counscl's allegalions concerrunyg Schering’s entitlement to exclusivity ilit lost its
litigation with Schering to refer to the present, rather than to the relevant time period
durimg which Schering and Upsher were engaged n their patent infringement lawsuit.
There is no hasts, therefore, for concluding that Mr. Hoffman's opinions on the current
slale of the law regarding a losing ANDA liler’s cntillemenl Lo exclusivity are

inconsisteni with Complaint Counsel’s allegations.

3. Complaint counsel has offered no proof of *concerted action™ or “concerted
agreement” regarding the triggering of the 180-day exclusivity period.

1.483.  There is no reference 10 180-day exclusivity in the June 17, 1997 agreement

between Schering and Upsher-Smith. {5 Tr. 9135 (Bresnahan)).
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poriod.

Complaint Counsecl’s Response to Finding No, 1.483:

Compiaint counscl has no spovi fic response.

1.484.  Upsher-Smith did not conspire with Schering to manipulate Upsher’s 180-day
(23 Tr. 5395 (Troup)).
Complaint Counsel’s Response to Finding No. 1.484:

This proposed finding is contrary to morc reliable evidence, and is irrelevant, The
settlement agreement itsell evidences an agreement {(which is legally equivalent to
“vonspiring”) between Schering and Upsher, and which includes their agraement that
Upsher would not be permitted to enter the macket with its generic K-Dur 20 product
until September 1, 2007, CX 348, Contrary to respondents’ after-the-fact explanations, it
is far morc reasonable to infer that the parties to that agreement knew what 180-day
exclusivity rights Upsher was, or might be, entitled to as the first ANDA submitter with a
9 TV certification for that product. In fact, it would be unreasonable to conclude that the
patties entered into their agreement, involving payment of tens of millions of dollars to
Upshcr_hy Schering, and involving impertant business decisions and property rights,
without such knowledge and awareness on the part of both parlies o the agreement.
Moreaver, whether or not Schering and Upsher specifically conspired 1o manipulate
Upsher’s exclusivity is legally irrelevant to whether or not their agreement was
anticompelilive and illegal. Upsher's entitlement to 180-day exclusivity was a factor
affecting operation of the market for K-Dur 20 :nd generic alternatives to it. Upsher’s

cxclusivity was a faclor in the effectiveness of the selllement agreement in protecting
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Scherng’s economic interest in K-Dur 20. The anlicompetitive effects that resulicd .I"mm
the seltlement agresment are not considered lawful or less anhcompetitive mercly
because those effects may have been more eftective in blocking competition due to
circumstances existing in the market in which the agreement operated. The actual and
likely competitive effects of the agreement are attribuled to the parties to that agreement,
whether or not they specifically agreed to manipulate this other faclor i the functioning

of the market.

a. Schering and Upsher never mentioned the Ifatch-Waxman exclusivity
perisnd during their settlement negotiations.

1.485.  During the ncgotiations between Schering and Upsher-Smith, there was no
discussion of the 180-day period. (15 Tr. 3551 (JOEL Hoffman); 23 Tr. 5493 (Troup); 16 Tr.
3R3E-39 (Caamella))

Complaint Counsel’s Response to Finding No. 1.485:

This proposed finding is imrelevant. See CPRF 1.484.

1.480. - The subject of 130-day cxclusivity was never raised in any way during the
settlemant negotiations by anybody on either side of the negotiating table, (15 Tr. 3551 (JOEL
[oftman); 23 Tr. 5493 (Troup}); 16 Tr. 3838-39 (Cannclla)). Mr. Troup has never had a

discussion with Schering about Upsher’s enjoying 180-day cxclusivity. (23 °I'T. 5493 (I'toup)}.

Complaint Counsel™s Response Lo Findi

This proposcd linding is irelevant. See CPRE 1.484.
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1.487.  Professor Bresnahan is aware of no evidence that 180 day exclusivity was ever
discusscd during the settlement negotiations between Schering and Upsher, (5 Tr. 913-14
{Bresnuhan)}. Professor Bresnahan does not allege that that 180 day cxelusivity was ever
discussed dunng the settlement negotiations between Schering and Upsher. (5 Tr. 913
{Brcanahan)).

Complaint Counsel’s Response to Finding No. 1.487:

This proposed [inding is irrelevanl. See CPRF 1,484,

. Upsher did not expect exclusivity
1.488,  In [997, Upsher-Smuth understeod that as a result of settling and not going to
court and prevailing, Upsher lost any entitlement to the 180-day exclusivity period. (20 Tr. 4666
(Dritsas); 23 Tr. 5491 {Troup)}. Mr. Dritsas believed that if Upsher had won the lawsuit without
a settlement, Upsher would have had 180 days ol cxclusivity. (20°Tr. 4667 (Dritsas)).
Complaint Counsel’s Response to Finding No. 1,488
This proposed finding 1s nrrelevant, See CPREF 1.484,
_Thr:: proposed finding is also not supported by the evidence. Mr. Troup actually
testified that he was “unclear in the extrerac as to what the situation was™ as to Upsher's
etlitlement to the 180-day exclusivity period when it setiled with Schering in June 1997,

Mr. Tronup is enly able to provide his “hest guess.” Tr. at 23:5491 (Trowp).

1.489.  On Fcbruary 1, 1999, [psher-Smith received a letlor from the FIrA informing

Upsher-Smith that it was eligible for 180 day exclustvity for Klor Cen M20. {(CX 611; 17 Tr.
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4024 (Halvorsen), 20 Tr. 4852 {Dritsas)). Mr. Halvorsen was surprised upon reeciving ihe letter.

{17 Tr. 4024 (Halvorscn)}.

Complaint Counsel’s Response lo Findmmg No, 1.489:

This proposed finding is contrary to more reliable evidence. A Scptember 1999
Upsher docwnent states that Upsher contacted the FDA in order to requesl and obtain a
revised approval letter that specifically acknowledged Upsher’s exclusivity.

“Upsher-Smith has six months exclusivity beginning on the first day Upsher-

Smith introduces product into interstate commerce. This cxclusivity relates to

being the first to file an ANDA preduct against & product with a patent. Upsher-

Smith contacted the FDA reparding (he need to receive a revised approval letier o

ensure this is ontlined. This revised letter has been received by regulatory,” CX

190 al Upsher-Smith-FTC-138948,

In vicw of the above evidence, Mr, Halvorsen®s leslimony as to his sumpmise at
receiving the letter regarding exclusivity from the FDA cither is not credible, or it is
irrelevant, hecause it indicates that he was not the official at Upsher whao knew about

cxclusivity issucs relaling to Upsher’s gencric K-Dur 20 product.

4. Any Upsher exclusivity is solely the resnli of a change
in federal law.

1.4%90.  The development ol the law under the Hatch-Waxman Act is something that

neither Tipsher nor Schering could influcnec as of June 1997, (5 Tr. 982 (Bresnahan)}.
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Complaint Counsel’s Response to Finding No. 1.4490):

Tlnis yoposed finding 1s irrclovant. The {ssue in this case is whether (he
apreements between Schering and Upsher, and Schering and AP, werc anticornpetitive
and 1llegal. Whether or not Schering or Upsher could mfluence the devclopment of the
[aw under the Hatch-Waxman Act has no bearing on the competitive effects of these

private apreements.

1.491. Commissionet Thomas B. Leary, speaking only for himself, stated that 180-day
“[e]xclusivily is 8 stalutorily-sanctioned assct ol the first generic.” Thomas B. Leary, “Antilrust
Izsucs in the Scttlement of Pharmaceutical Patent Disputcs, Part IT, May 17, 2001,

Complaint Counzel’s Response to Finding No, 1.491:

This proposed finding is irrelevant, and is not supparted by the evidence in this
matter. Whether entitlement to 180-day exclusivity is an asset or not is irrclevant Lo any
1ssue i lhis case. Moreover, the opinion of one individual — in this casc, a single FTC
commissioner - - is not prabative of the truth of the legal assertion, and does not even
Tepresent the epinion of the Federal Trade Commission on that point. Finally, the cited
reference has not heen adiited into evidence in this proceeding, and Commissioner
Leary's statement is niot a [act “not subjeci 1o reasonable digpute in that it is gither {1)
generally known within the territorial jurisdiction of the trial court or (2} capable of
accurate and ready determination by resort to sources whose aecuracy cannot reasonahly
he questioned,” as required for judicial notice under Rulc 201(13) of the Federal Rules of

Evidence. It therefore is not evidence in this matter, and does nol properly support the
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proposcd finding’s claim of what Commissioner Leary sad..

1492, On June 17, 1997, there was substantial uneertainty as to whether Upsher-Stmith
was entitled to cxclusivity given its setilement with Schering, (11 Tr. 2362-64 (JOEL Hofiinan);
NP 1277 at 24,

Complaint Counsel’s Response to Findine No. 1.492:

Complaint counsel has no speeific response.

1.493.  In Novermber 1998, ihe FDA sent an approval lclter lo Upsher stating that its
ANDA was approved. (10 Tr. 2273-74 (TOEL Hoffinan); CX 59). Subsequently, in January
1999, the FI) A sent a2 secand letter to Upsher informing it that it was entitled to 180-day
exclusivity. {10 Tr. 2274-75 (JOEL Hoffinan); CX 611). FDA’s letter to Upsher informing
Upsher that it had 180-day exclusivity was not sent unii! approximately a year and a hall afier the

Schering/Upsher setilemnent. (CX 611).

Complaint Counsecl’s Response to Finding No. 1.493:

Complaint counsel has ne speeific response.

5. Any 180-day cxclusivity could be waived or transferved to a third party in
exchange for consideration,

1.494. FDA has made it clear that a first tiler may waive its exclusivity once it has
begun in favor of any third party or may relinguish its right to exclusivity entitely before the

period has begun. (SPX 1277 at 20, 28 Tr. 6972 (Safir}; 10 Tr. 2351 (JOEL Hoffiman)}. While
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FDA has not addressed the issue of transfer of exclusivity dirccily, such rights could be
transferred in conmection with the sale of the drug product in question or Lo any successor in
interest of the frst filer. (SPX 1277 at 9y 20; 28 1. 6872-73 {Salir)).

Complaint Counsel’s Resportse to Finding No. 1.494:

Complaint counsel has no specific response.

1.495.  The issue of waiver, hﬂwevcr, 18 gpecifically discussed in detail in FDA's 1999
proposcd regulalions (see 64 Fed. Reg. 42873, 42881) and a waiver in exchange for
consideration was specifically upheld by a Court in Boehringer Ingetheim Corp. v. Shalala 993
K. Supp. 1 (.D.C. 1997). See afso Granutec, Inc. v. Shalaln, 139 F.3d 889 (table), 1998 WL,
153410 (4® Cir. April 3, 1998). (SPX 183; SPX 1277 at 1 21; 28 Tr. 6972 (Safir)).

Complaint Counsel’s Response to Finding No, 1,495;

Complaint counsel has no speeific response.

1.496. FDA’s position on waiver has heen consistent since it published iis final
rogulations in 1994, (SPX 1277 at 121}, As discussed in the preamble te the 1999 proposed
repulations:

The agency has determined that waiver of 180-day exclusivity, hke waiver of new

drug exclusivity, is permilied under the act and at least one ANDA applicant has

sueccssfully cffccled a waiver -— A waiver may be particularly appropriate, for

instance, when the first ANDA applicant is sued and, while its litigalion 15

ongoing, a favorable court decision is rendered in a case involving a subsequent

415



apphicanl. Exclusivily would be awarded 1o the [rsl apphicant, with the 180-day
period starting on the date of a final cowrt decision in the stbsequent applicant’s
litigatton. The frst applicant’s ANDA may nol be [inally approved, however, and
the applican! could not market its produet. Under these circumsiances, ihe first
applicant may obtaim a benelit by waiving its exclugivity peried in favor of a
subscquent applicant,

04 Fed. Reg. at 42881, (SPX 202, SPX 1277 at 21).
Complamt Counsel’s Response Lo Finding No. 1.494:

Complaint counsel has no specifie response.

1.497.  The FTC has indicated that a prohibition against waiver or transfer of
exclusivity in patent settlement agreements between pioneer and generic companiss is potentially
anti-competitive. See dnfitrust [ssues in Settlement of Pharmaceutical Disputes, Remarks of
Commissioner Thomas B, Leary (Nov. 3, 20000, (SPX 1277 alq 23; 28 Tr. 6881-82 (Safir);, CX
§14), Thus, not only is waiver ol cxclusivity for considcration parmitted, it may enbance
competition by expediting the entry of generic drugs to the market. (SPX 1277 at 9 23).

Complaint Counsel's Responge 1o Finding No. 1.497:

The proposed finding 113 not supported by the cited evidence. CX 614 {isnol in
evidence.

In addition, in Commissioner Leary’s cited remarks (CX 614) he specifically
states {at the top of FTC 0021565) that “1 also speak only for mysclf, and no other

Commissioner.” Thus his views in CX 614 are not evidence of what “[t|he FTC has
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indicated.™ At best, CX 614 indicates Commnissioner Teary's views or interpretations of
whal the FTC may have “indicated,” rathcr than directly providing the Commission’s
posilicn, .As such, it ix not probative cvidence [or the statement for which it is cited. The
insulficiency of CX #14 to support the proposed finding also undermines the cited
support from Mr. Safiv (SPX 1277 at ¥ 23 {Salir wrtten direct testimonyy; Tr. at 28:6981-
82 (Salir}}), who bases his opinion as to the Commission’s position regarding waivér of

130-day exclusivity entirely on CX 614,

1498, The June 17, 1997 settlement agresment between Schering and Upsher does not
restrict or limit Upsher’s ability lo waive or transfer any 180-day exclusivity to which it may be
entitled. (SPX 1277 at 4 22). The settlement agreement itsclf does not reference the 180 day
exclusivity period at all. (CX 348; 5 Tr. 915 (Bresnahan)).

Complaint Counscl’s Responac to Finding No. 1.495:

Complaint counsel has no specilic response.

B. There Is No Evidence Of Actual Delay Of Other Products Resulting From
Upsher’s Exclusivity

1499 Professor Bresnahan is aware ol no products that were blocked from entering
the market due to the settlement agreement and the 180 day exclusivity mle. (5 Tr. 912
{ Bresnahan)).

Complaint Counsel’s Response to Fiadine Wa. 1.499-

This proposed finding is imelevant. That Prol(essor Bresnahan, or any other
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mdividual, is unaware of any products having been blucked from market entry duc to the
Schenng/Upsher settlement agreement and the “180-day exclusivity rule” is irrelevant to
whether any such products actually were blocked or mmght have been blocked, impeded,
ot discouraged from pursuing any or earlier markel eniry as a result of the agreement and
Upsler’s exclusivity status. Moreover, the evidenee demonsirales that AHP was eligible
for linal FDA approval as of May 11, 1999, and was blocked from finai approvyal until

expiration of Upsher’s 180-day exclusivity. CPIF 843-844, 928,

1.500.  Upsher-Smith is not aware of anvone who is going to launch or who has the

ability to do so aller Upsher’s exclusivity expired, (23 Tr. 5495 (Troup)).

Cn_:smnlainf Counsel’s Response o Finding No. 1.500:

The proposcd Onding is nol supporled by the cited evidence, and is irrelevant.
Mr. Troup is not competent to credibly leshify as to the knowledge of every officer or
etnployee of Upsher. Moreover, whether or nol Upsher knows of any anvonc in a
position to enter the market after Upsher’s exclusivity has expired is irrelevant to the
actual existence of any such firmn, and thus the blocking elfict of the Schering/Upsher
settlement agreement. Moreover, according to CX 1940 af Upsher-Sinith-FTC-138947 (an
Upsher-Smith document dated July 25, 2000, and repeating 1 mamo that had heen
disiributed in Seplember 1959), “Upsher-Smith’s 180-day exclusivity information
regarding the M20 remains the same. Neither Andrx nor BST Lederle will be able to
lannch 20mEq tablets until our exclusivity period has expired” Thus, Upsher apparcntly

had somc beliel that Andrx and ESI Lederle were, or might have been, in a position to
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kmnch their products but for Upsher’s exclusivity bar to final FDA approval of thosc

products.

1.501.  Tlpsher-Smith’s Klor Con M10 docs nol have 180-day exclusivity. (C3X 190, at FTC
138947}, Thus, another company could have laumehed a generic version of K-Dur 10 without
regard to any 180-day exclusivity of Upsher-Smith. {CX 190, at ¥1'C 138947}, Il a company
launched a generie version of K-Dur 10, demand for a 20 mEq version of generic X-Dur would
have “collapse[d].” (CX 190, alFTC 13894 7).

Complaint Counsel’s Response to Finding No. 1.501:;

The proposed finding is not supported by ihe cited evidence., The ¢ited document,
CX 190, 15 am unailnbuled internal Upsher memo which, while it may express the views
of its unmamed author, ot even Upsher’s official vicws, regarding Upsher’s exclusivily, is
not objcetive or necessarily reliable evidence to support the trufl of the propoesed
finding’s assertions.

The proposed finding is also rmisleading and not supported by the cvidence, to the
cxtent that the finding suggests that potassium chlonde products other than generics that
were AH-rated to K-Dur 20 competed in any relevant way with K-Dur 20. The evidence
shows that non-AB-rated products did nol constrain K-Dur 20 pricing, sales, or share of
sales of all potassium chloride supplements, and that such products were rarcly
subsiiiuted for K-Dur 20, despite sizeable premimns in the price of K-Dur 20 over the
prices of these products. See CPF 972-987, 997-1002 (ghowing that K-Dur 20' prices,

sakes, and share of sales increased ammually, and that K-Dur 20's generic substitution mte
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was extremely Jow compared to other potassium chloride brands, despite the large

elfective discount relative to K-Dur 20) at which those geneties were offered).

1.502.  Tn June 1999, Andrx Corporation sent Paragraph IV certifications to Schering in
cenncetion with Andrc’s ANDAs fer 10 mEq and 20 mEq generic versions of K-Dur. (§ Tr.
1707, 1708-09 (Rogenthal), USX 33; TISX 34). Schering did not sue Andrx for patent
infringement. {12 Tr. 2621, 2654 (JOEL Holfman)).

Complaint Counsel’s Response to Finding No, 1.502:

Complamt counsel has no specific response,

L5333, Andrx wanis approval for its AWDA and is working towards achieving
approval. (8 1r. [592 (Rosenthal)}. In October 1999, Andrx’s spokesperson armounced hat
Andrx’s ANDA for its proposed generic version of K-Dur was “proceeding apace.” [S Tr. 1592-
94 (Buoscrthal)).

Complaint Counsel's Response to Finding No. 1.503:

The proposed [ndmp contradicts other evidence. Mr. Rosenthal testified that
once Aﬁdrx learned that Upsher had exclusivity, Andrx’s work on its owm generic K-Dur

20 product “took less of a priority.” Tr. at 8:1551 (Rosenthal). L‘psﬁer’s possession of

the 180-day exclusivity period thus impacted the spoed with which Andrx scught

approval from the FDA to sell its product and thus enter the market as a generic

compctitor,
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settled the patent inffingement suil with Schering. (ssrassesssssssesronnanse: SPX 1207).
Complaint Counsel’s Response to Finding No. 1.504:
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The proposed finding contradiels other more dircet cvidence. Mr. Rosenthal, whe
has been Vice-President of Sales & Marketing at Andrx since January 1999, Tr. at 8:1536
(Rosenthal), iestified twice that he understood Upsher to possess the 180-day exclusivity
period. Tr. at 8:1548, 1560-61 {Rosenthal).

Mr. Rosenthal further testified that once Andrx learned that Upsher had
Exclusf;.fit}n Andnc’s work on itz own generie K-Dur 20 product “took less of a priovity.”
Tr. at 8:1551 (Rosenthal). Upsher’s possession of he 180-day exclﬁsivity period thus
mmpacted the speed wih which Andrx sought approval from the FDA to sell its product

and thus enter the market as a genenc competitor.
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Complaint Counsel’s Response to Finding No. 1.505:

The proposed finding leaves cut velevant cvidence. Mr. Rosenthal testified that
once Andrx learned that {Ipsher had exclusivity, Andrx’s work on its own generic K-Dur
2(} product “took less of a prionily.” Tr. at §:1551 {Rosenthal). Upsher’s possession of
the 180)-day exclusivity period thus impacted the speed with which Andrx songht
approval from the FDA to sell #s product and thus enter the market as a generic

competitor.
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Complaint Counscl’s Response Lo Fi
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The proposed finding also leaves out relevant evidence, Mr. Rosenthal tostified
ihat once Andrx learned that Upsher had exclusivity, Andrx’s work on its own generic K-
Dur 20} product “took less of a priority.” ‘I, at 8:1531 (Rogenthal). Upsher’s posscssion
ol the 180-day exclusivity perind thus impacted the speed with which Andrx sought
approval from the I'DA to sel! its product and thus enter the market as a peneric

compotitor.

1.507.  Moreover, the setilement belwesn Schering and Upsher-Smith allows entry by
Upsher-Smith ;Df both its Klor Con M20 and Klor Con M 10 products. (SPX 92; 26 Tr. 6253
(Kerr)). At the time of the June 1597 settlement between Schering and Upsher-Smith, however,
Upsher-Smith had not vet subrnitted an ANDA for Klor Con M10. (CX 190, at FTC 138548).
Upsher-5mith did not submit its ANDA on Klor Con M10 unlil August 1999, (CX 190, at FTC
138248). Nonetheless, Schening gave Upsher-Smith a license to market that product on

september 1, 2001, (SPX 92; 26 Tr. 6253 (Kerr)). The agreement to allow both Klor Con M1
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and Kler Con M20 onto the market in September 2001 allows Upsher-Smith 1o market both
preducts sooncr than 1t otherwise could have, and is pro-competitive. (26 Tr. 6254 (Kerr)).
Complaint Coungel's Response to Finding No. 1.507:
The proposed finding feaves out relevant evidence. The *743 patent, which covers

K-Dur 10 and 20, claims a particular coating for the potassium chloride crystals, CPF 67-

69 L TR R AR A AR R IR R PR T AR R AR O B Ak kPSP [T T IYTIIT ]

BT PR AR R R A A R S R R el T o B i ko o N

mransssssssssveanesaenense [f T nsher were to huve won its patent infringement suit with
Schering and a court found sither Upshers product did not infringe the ‘743 patent or that
the “743 patent was invahd/unenforesable, this result would have applicd both to
Upsiier's Klor Con M20 and M10 products. |

The proposed finding is also contrary to more reliable evidence, The
Schering/Upsher Agreement was not procopipetitive and was, in facy, anticompetitive.
CPF § 12 {explaming facts and ceonomic theory as to how the Schening/Upsher
Agreement delayed competition beyond what either party expeeted would have happened

in the absence of the agruement, and how it was thus anticompetitive).

V. THE SCHERING-UPSHER SETTLEMENT DOES NOT IMPROPERLY
PREVENT LPSIHER FROM MARKETING NON-INFRINGING PRODUCTS

1508, Prolessor Bresnahan has not identified any other product that was blocked by
the langnage in the June 17, 1997 agreement that allegedly barred Upsher from marketing “any

other sustained release microencapsulated potassium chloride tablet.” (5 Tr. 984 (Bresnahan)).
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Wor is Professar Bresnahan aware that either Upsher or Scherimg had any product in mind other
than the Klor Con M20 product when Lhey drafted their agreement. (7d.). Nor is there any
evidence that Upsher could have develaped anether suslained-release microcncapsylated
potassium chlc_}ride product thal did net infringe Schering’s 743 patent. (5 Tr. 98-’-_1—85, 987, 5PX
1254 at 33-34 (Robbins TH)).
Complaint Counszel’s Response Lo Finding No. $.508:
The proposed finding icaves out relevant evidence and is therefore misleading.
Two other compames both mvented products that each belicved did not infringe the “743
patent. CPF 814-15 (describing AHP’s genarie 20 mEq potassium chloride product and
Paragraph 1V certification that 1is product did not infringe (he ‘743 patent}, CPF 73
{descning Andrx’s ANDA and Paragraph TV certification that jts product did not
infringe the “743 patent). Schering did nol sue Andrx for palent infringement. CPF 73.
The lasl sentence of the proposcd finding is not supported by the cited authority.
Mr. Rebbins (estified only that Upsher thought it had done a “very cilective job designing
faround] this patent, and thai affer it was sued for patent infringement Upsher “didn’t
really at that time think about other ways of designing around” because “there was not a
lot of tﬁﬂught zone into this about investing additional moncy and time to come up with
another design-around strategy and just got thrown into another litigation with Schering-
Plough.™ SPX 1254 at 33:11-34:17 (Robbins IH). Professor Bresnahan iestified only that
he had not conducted any investigation to determine whether Upsher could have made

another product to did not infringe the patent.
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1.50%.  Professor Brestahan conceded thal *if the contract were otherwise pro-
campetitive,” it would be reasonable to rcad the language of the agreement as ruling out a “me-
too product that is simply infroduced under another name other than Klor Con M20 but is, in
fact, Klor Con M20.” {5 Tr. 985 (Bresnahan)). Such a provision would not be anticompetitive.
{5 "I'. Y87-88, 990-91 (Bresnahan)).

Complaint Counsel’s Response to Finding No, 1.509

The proposed finding 15 misleading. Prolessor Brosmhan did not conclude that
such a provision would not be anlicompetitive; he testificd that if the agrcement were
otherwise procompetitive and there were not known or suspected pipe-line products, then
such a provision “might be part of a -- that procompetitive agreement™ (TT. at 3:987); that
1f the agreement were [;mcampetitive, then this provision “wonldn’t necessarily be
anticompettive™ (Tr. at 5:988)" and that, if the rest of the agreement was procompetitive
and no other products were known, then this provision “wouldn’t render [the agreement]
necessarily anticompelitive.™ Tr. al 5:991 (Bresnahan.

The proposed [linding also 1s incomplete. Professor Bresnahan testified that the
¢lause would serve to delay marketing ot other sustained release microencapsulated .
pr:-tassiﬁm chloride 1ahlets until September 2001. He testificd that this provision was
consistent wilh his analysis of the contract as anticompetitive in two respects. First, il
there was another such product or Schering was concemed about the possibility of such a
product, the language gets rid of more potenlial competition that just the competition
from Kler con M20, which was the subjeet of the dispute. Second, it would serve as an

enforcement mechanism for the underlying anticompetitive contract, by preventing
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Upsher from producing another compeling product.

1.510.  The inclusion of clauses in the settlement agreements that affected Upsher’s and
EST's exploitation of products similar to K-Dur 20 for a period of lime are anciliary restraints
that ate necessary for a pro-competitive agreement to be feasible and viable. (24 Tr. 5798
(Addanki)).

Complaint Counsel’s Response 1o Finding No. 1.5(1%

The propped finding is nod relevant and not supported by the evidence. Dr.
Addank) 13 not a lawyer, and.thus cariot offer a legal opinion regarding whether the
agreement was pro-compelitive. Tn additian,, Dr. Addanki’s opinion is unreliable and
incomplets as he did nol define the terms “ancillary,” “foasible,” or “visble;” nor did he
explain how each of the collaleral restraints ho discussed was necessary to achicve Lhe
settlement in theory or in the actual case presented. He merely nsserted his conclusion

regarding this issus. Tr. at 24:5798 (Addan'd),
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