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RESPONDENTS’ JOINT MOTION TO EXCLUDE THE
EXPERT TESTIMONY OF DR. NELSON L. LEVY

Respondents Schering-Plough Corporation (“Schenng™) and Upsher-Smith
Labomatories, Inc. (“Upsher-Smith”™) respectfully submit this motion to exctude the cxpert
testimony of Nelson L. Levy. Complaimt counsc! offers Dr. Levy as a proposed expert
" witness in support of complaint counsel's eliegation that the cense payments from
Schering to Upsher-Smith for I‘iiacor—SR and other pharmacentical products were in fact
disguised payments to keep Upsher-Smith from entening the market with a generic
version of Schering’s K-Dur,

Dr. Levy’s c}mdricnue does not qualify him to give the testimony complaint
counsel has requested, however. Dr, Levy 1s not a cardiologist and is plainly not
knowledgeable about cholesterol-reducing drugs. He has little or no EXpErience in
marketing and no experience in the veluation of pharmaceutical products. He has meager
expéricnce in tn-licensing pharmaceutical products at large companies (since 1983 he has
worked at only one for ftrurtl:an.mmrths in the early 1990s), he has no regulatery

expertise, and no experience in marketing drugs overseas. Moreover, his cenclusion



rests, in large part, on his determination thet the fact witnesses in this case are lying. Dr.

Levy may not opine an the credibility of witnesses or Schering’s intent, however, and his

opinion in this regard must be excluded.

For these reasons, as set forth in the accompanying joint memorandum,

Respondents respectfully request that the Counnt grant this motion, and exclude the

testimony of Dr. Levy.
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MEMORANDUM IN SUPPORT OF RESPFONDENTS® MOTION
TO EXCLUDE THE EXPERT TESTIMONY OF DR. NELSON L. 1.LEVY

Respondents Schering-Plough Corporation (“Schering”™) and Upsher-Srmith
Laberatories (*Upsher-Smith™) submit this memorandum in support of thetr motion to™ "~

exclude the expert testimony of Nelson L. Levy.

I. INTRODUCTION
Camplaint counsel contends that the $60 million (made in three payments over
twWo years) Scharing paid Upsher-Smith for the license rights to market Niacor-8R, a

sustained-release niacin product to treat elevated cholesterol, and three ather

- pharmaceuntical products in Europe cannot reasonably be considered to have been a

licensing fee. Complaint counsel contends that the payments were instead disguised
paymertts to Upsher-8mith to refrain from entering the markel with ils generic version of
Schering’s K-Dur. |

Dc:;mplaiut counsel has no direct evidence to support this claim. The Niacor-SR

product was evaluated in writing by a sniquely well-credentialed official at Schering—an



official who knew nﬁﬂling about the patent ¢ase or its settlement, And every witness who
knew ubout the ticense has testified thar it was a boma fide transaction. Schering will call
these witnesses live at trial.

Complaint counsel plans to prove its cﬁﬂtcntiun through the opinion testimony of
an expert withess, D, Nelson Levy. Dr. Levy witl testify that in his opinion, and
contrary to the testimony of every fact witness in the case, that: (1) the licensing fee wﬁs
“grossly excessive for the value received;” (2) data from Upsher-Simith’s clinical trials
made FDA approval of Niacor-SK questicnable; and (3) the “due difigence™ Schering
performed was inadequate and that the 560 million payment must have been intended for '
something ﬁthm‘ thao the licenses.

As set forth more fully below, Dr. Levy’s experience does not gualify him to give
ex.pl:n tﬁﬁmnny on these subjects. Dr. Levy is medically trained and spent three years in
the Research and Developroent department of Abbott-Laboratories~—a large
pharmaceutical manuifacturer—in the Eaﬂy 19803, However, Dr. Levy is not a
cardiologist and jis plainly not knowledgeable gbout chuleste_m]ﬁcducing drugs, He has
littlz or no experience in marketing, and 1;l-fiﬂ;l.itllllgrf nong in the \-ﬁ]uatiun of pharmaceutica)
products. He has meager experience in in-licensing pharmaceutical products at large
companics (in the seventesn years since 1983 he has worked at only ong such company
for fourteen months in the early 1990s), be has no regulatory t;:xpcl'ﬁSﬂ, and no experience
in marketing drugs overseus.

Dr. Levy betrayed his lack of experienice related 1o cholesterol-reducing drugs in
. his deposition. He testified that liver toxicity, a frequently encountered side efiect of
cholesterol-reducing drugs, is measured by persistent elevations at 1.5 fimes the upper
limit of ﬂ;:mnaj (ITTLN). He was unaware that FIXA and al experts in the ﬁéld, including
complaint counsel s rebuttal expert, Dr. Pitt, agree that the relevant benchmark is 3 times
ULN. As aresult, Dr. Levy drew wild conclusions abon the liver toxicity resulis of the

Niacor-SR clinieal triats. Further, Dr. Levy thought that Schering should be faulted for
. .



not looking al data from animal stdies on Niacor-SR, when no such studies were
required or conducted. And he believed Schering should have rounded up the subjects of
Upsher-Smith’s clinical trials, re-dosed them with higher doses of Wiacor-SR, and taken
biopsies from their Evers before entering into an agreement. Biopsies involve inserting a
large needic through the skin and flesh into the liver and extracting a plug of the liver
itself. Mot surprisingly, Dr. Levy’s astonishing testimony o this subject drew no
agreement from complaint counsel’s other cxpcrt See Pitt Dep. {attached 22 FExhibit | 10
Memerandum in Support of Respondents’ Motion to Limit the Rebuttal Tesimony of Dr.
Bertram Pitt Regarding Conversations with FDA Officials) at 47-49.

Because Dr. Levy’s clinical research experience does not include any experience
with cholesterol-reducing drugs or with the FIXA approval process, he has nothing to
offer in the way of expertise on the prospeects for FDA approval. Aad because he has no
~ experience in marketing or in-licensing drugs for sale cuiside North America, he is
uniguely ill-suited to second-guess Schering’s sales projections and Schering’s valuation
of the rights to Niacor-SR. Finally, his four years of work at pharmaceutical companies, :
most of which oceurred almost twenty years ago, does not begin to gnalify him to testify -
1o what due diligence “standards” exist in the industry today.

Finaliy, Dr. Levy’s opinion that the licensing fee was “grossly excessive™ and
cannot “reasonably be considered to be a licensing fee” is squarely at odds with the
swarn testimony of the witnesses involved in the transaction. His opinion thus rests
heavily on his conclhsion that these witnesses, none of whom he has ever laid eves on,
ate nr::-t.te]ling.the truth. (DNeposition of Nelson Levy (“Levy Dep.™ at 244) (ﬁttached as
- Exhibit I heteto} (I think to the extent that ﬂrlej( meintain this was a license fee for
Niacor-SR, they are being untruthful™). And, balie-:ving that his expetience qualifies him
to opine on Schering’é motivalions, he alse intends to opine that Schering, in paying $60
mitiion, was motivated by something other a desire to obtain the rights to market the

licensed products. See Levy Dep. at 117 (** 1 do not see that consideration being
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anywhere near provided by the licensed products, and so either Schering was in a very
charitable moad or it got something else far it”). Under dispositive case law, an expert
witness may not opine on the eredibility of fact witnesses or on a party’s intent, and Dr,

Levy’s opinions in this regard are inadmissible.

II. DISCUSSION
A, Principles Governing the Qualifications of Experts

1. The Expert’s Ares of E-xp ertise Must Match the Sobject
Matter of His Testimony

Courts have “bread discretion” to exclude cxpert testimony. In re Natural
U.rgam':;.r, Inc., 2001 IFTC Lexis 25 *8 (Feb. 26, 2001). A purporied expert witness must
have expertise on each of the particular matters upon which he intends to render an
opinicn: | |

Even where a witness has special knowledge or experience, gualification
fo testify q5 an exper! alio requires that the arca of the witness's
competence matclies the subfect matter of tie witness’s testimony. Thus,
the courts have frequently precluded a witness from testifying as an expert
whers the witness has specialized knowledze on one subject but offers to
testify on a different subject,

20 C. Wnght & V. Gold, Federal Practice & Procediee, § 6265 at 255-56 (1997)
{emphasis added). See alse Kumho Tire Co. v. Carmichael 526 13.8. 137, 157 (1999)
{“The trizl court had te decide whether this particular expert had sufficient specialized
knowlcdge to assist the jurors “in deciding the particular issues in the case.”™ ), When an
expert lacks the requisite credentials, it is not simply a matter of according less weight to
his testimony—the proper I"Bl".f‘lﬂd}; 15 to exclude the testimony. See M re Air Crask
Disaster at New Orleans, 795 F.2d 1230, 1233 (5"' Cir. 1986) (| Wle recopnize the
temptation to answer obj-:;:.tiﬂns to recelpt of expert testimony with the shorthand remark
that the jury will ‘give it the weight it deserves.”. . . . {but] [t]rial judees must be sensitive
to the qualifications of persons ¢claiming to be experts.™).
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The law is alse clear that the testimony of an expert who is not experienced in the
specific field at issue, but is instead experienced in a more generalized field, or ina
telated one, should be exciuded for lack of the requisite gualifications. See Coal
Resources, ne. v. Guif & Western Indus., Inc., 954 F.2d 1263, 1268 ({iﬂ' Cl]: 1992} (CEO
of coal company with expertizse on development of mining rights not qualified as expert
onl ¢costs and appropriateness of coal preparation plants); United States v. Chang, 207
F.3d 1169, 1173 {9 Cir. 2000) (expert in international finance cannet opine whether
intematinnal_ securities were counterfeit), AdcDonald v. Federal Labs, Inc., 724 F.2d 243,
248 (1% Cir. 1984)-(expert on chemistry of mace cannot opine on mace canister design);
Wilson v. Woods, 163 F.3d 935, 937 (5" Cir. 1999) (expert with 25 years” experience
consulting on fire reconstruction and teaching m.echanical and industrial engineering
cannet oping on auto accident reconstruction where he never taught, conducted studies or
poblished in that field); Barrett v. Atlantic Richfield Co., 95 F.3d 375, 382 (5" Cir.
'llggﬁ}[expert on animal studies not qualified to testify on commelation hetween animat
resuits and human results).’ Courts particularly adhere to this mule to exclude medical
experts where they atterpt to provide an expert opinion beyond their pﬁicuiar fieids of
medicine in which they possess expertise. See Edmmnds v. fllinois Central Guif R. Co.,
910 F.2d 1284, 1287 (5 Cir. 1990) (clinical psycholopist not qualified as expert on

whether stress worsened coronary disease).”

: See alse United States v. Kladouris, 964 F,2d 658, 669 (7" Cir. 1992) {witness with
general knowledge of hydrocarbons not goalified as an expert or chemistry of fire causation);
Firemen's Fund Ins. Co, v, Videfreeze Corp,, 340 F,2d 1171, 1180 (38 Cir. 1976) (geclogist not
an expert on seismology); Joree v Lincoln Efec. Co., 188 F.3d 709, 724 (7" Cir. 1999) (abuse of
discretion not to exclude metallurgist from testifying on health effects of manganese); City of
Hobbs v. Hartford Fire Fns, Co., 162 F.3d 576, S87 (10™ Cir. 1993} (expert with 3D years
expenence in bandling and adjnsting third-party cleims not qualified to opine on first-party !
clamns); MoCullock v. H.B. Fuller Co,, 981 F.2d 654, 657 (2d Cir. 1992} elecirical and industrial
engineer not qualified to opine on adequacy of warning label).

z See also Watkins v. Sciriver, 52 F.3d 769, 771 (8" Cir. 1995) (neurologist nat qualified
to apine on accident reconstruction in case involving paralvzing neck injury); Gaies v. Linited
Stetes, 707 F.2d4 1141, 1145 (10 Cir. 1983) {professor of immunolopy not qualified to review
particular patient’s medical records).
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This rule has also been specifically applied to experts who wish to opine dn issues
of valuation. Courts repularly exclude purported experts who have merely demonstrated
some general experience or expertise, but who lack the specific expertise necessary to
perform the valuation of the asset in question. See Switum v. Tuhoe Regionul Plarming
Agency, B0 F.3d 359, 363 {9”‘ Cir. 1996) (vacated on other grounds) (excluding expert on
development rights transfers as not qualified to opine on market vaination of
development rights. |

Further, it is well established that where geographic distinctions matter, even a
witness with great experience in one geographic area is not qualified fo render expert
opinions on other regions. See Tavlor v. Ouackita Farish School Bd., 648 F.2d 939, 970
(5" Cir. 1981) (affirming exclusion of “able sociologist with a fine academic record” who
had studied segregation in 16 cities but pot the city at issuf:),3 Thus, an expert on the
value of real estate in Califernia would not be qualified to opine on the value of a piece of -
real estate in Massachusetts. -

Finally, supervision of others while in an executive position at a company does
nnt itself qualify a person as an expert on the matter supervised. See Coa! Resourees,

. Ine 954 F.2d a1 1268 {rejecting plainﬂf s assertion that CEQ’s approval and review of
ail coal preparation plant construction and modification during his tenure qualified him as
expert on the costs and appropriateness of such plans; holding “review of plans and

budgets prepared by others differ substantially from the preparation and design of the
plans™ himseif).

’ Ses cfso United States v. Hirschberg, 988 F.2d 1509, 1514 (7% Cir. 1993) (“knowledge of
police practices in Chicago does not qualify Illinois palice detective as expert on practices in
Miami™), Kock v. Gorilla, 552 F.2d 1170, 1173 {8 Cir. 1977) (expert on medical standards in
Dututh cannot testify oo standards in community located 160 miles away).
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2. An Expert May Not Testify on the Credibility or Motivation of
Witnesses

1t is fundamental that assessments of credibility belong to the trier of facl, and are
not 2 proper subject for exper! testimony. See Wright & Gold, § 6262 at 178 (Rule 702
“seeks to preserve the trier of fact’s traditional powers to decide the meaning of evidence
and the credibitity of wi‘mcssa.:ﬁ”}.- See, .z, United Stares v. Awkard, 597 F.2d 667, 671
{'?m Cir. 1579) (eror to aﬂm}r expert to testify on witness” ability to rﬁca]l incident:
“opinion iestimony on credibility is limited to charecter; all other opinions on credibility
are for the jurors themsclves to form™); United States v. Benson, 941 F.2d 598, 604 (70
Cir. 1991) (“ercdibility is not a proper subject for expert testimony ™).

It is equally improper for an expert to testify about a party’s intent or motivation.
See, e.p., Aevotech Resources, Inc. v. Dodson Aviation, fne., 2001 1.5, Dist. LEXES
5546, =5-*7 (D. Kan. Apr. 4, 2001) (improper for expert to testify about intended effect
of apreement, as that was province of factfinder); fn re Diet Drugs Pmdu;t‘s Liability
Litigation, 2001 U.8. Dist, LEXIS 1174, *7 (E.D. Pa. 2801) (“any proffered expert
testimony concerning the intent of AHP or any cother entity (such as the FDA) shall be
exciuded on the basis that the question of intent is to be dctﬂﬁninf:ad by the jury, not
experts”).

B. Dr. Levy is Net Qualificd to Render an QOpinion an Whether the
Rights to Market Niacor-SR Qutside North America Were Worth 560
Million

1. Factual Background
; . & The licensed prodoct. Niacor-SR, a sustained rclease macin
.I'fnnmllatiun being _licwluped by Upsher-Smith was the principal product involved in the
licensing transactron at issue. MNiacin (vitamin B-3) is a well-known compound, which
Dr. Levy admits has valuable cholesterol-lowering properties. (Report of Netson Levy
{"Levy Rep.”), attached hereto as Exhibit 2, at 4-3), Well before 1997, niacin was

recognized (as it is now) as a good complement to statins (such as Mevacor and now
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Lipitor) for use in eambination therapy in the manapement of cholesterol and lipid Jevels.
However, as of 1997, the use of niacin was limited because the then-available immaediate-
release niacin products frequently produced uapleasant side effects. Niacor-SR,
however, utilized a novel sustained-release technology, which, by infroducing niacin into
a patient’s system more gradually, offered the promise of fewer side effects. Becaunse
Upsher-5mith planned to markef Niacor-SR in North Aﬁerica on its own, Scheting and
Upsher-Smith negotiated a license giving Schering the rights to market Nizcor-SR _
outside Nerth America. Thus, the principal fargets for Schering were Europe znd Asia’s
mulii-biilion dollar markets lor cholesterol-lowering drags.

Shortly before nepotiating with Upsher-Smith for the rights to market Niacar-SR
cutside North America, Schering had negotiated with a company called Kos
Pharmaceuticals, Inc. (“Kos™), for the rights 1o co-market its sustained-relzase niacin
preduct, known as Niaspan. Schering did detailed sales projections for Niaspan in the
United States, and concluded that ite sales wourld exceed $100 million per year and that
the profits had a net present value of over $230 million. Market analysts predicted even
greater sales for Nigspan of over $230 million per }:;car, and Kos (then a one-product
company) raised $60 million from the puhlic in an initial public offering in exchange for
less than 30 percent of Kos® stock. Partly because of the fact that Kos® expectations for
Niaspan exceeded Schering’s, ne transaction with Kos was ever consummated.

When the opportunity arose to acquire the rights to market Niacor-SR outside

Nerth America it June 1997, Schering once again prepared sales and profit projections.

The Schering official who performed these pmjéctiﬂns, James Andibert, was uniquely
qualified to do so. He is scientifically trained and had spent seve}'a] vears in Research
and Development inside a pharmacentical company. He was extraordinarily

I . knowledgeable abont cholestercl-reducing drugs, having made them a special focus of his
study and work during the previous six months. He had extensive experience in

sustained-release techinology and in bringing sustained-release formulations of old drugs
-8 -




to market. He was im 1997 a :ﬁember of Schering’s Global Marketing division, and had
experience in markeis outside the United States.

Mr. Audibert reviewed the results of the Niscor-SR clinical trials provided by
Upsher-Smith. He projected annual sales for Niacor-SR of over $100 million after irs
third vear on fhe market—sales which would vield a profit to Schering with 2 net prresent
vaiue of $225-265 million.

b. Dr. Levy’s epinion. Dr. Levy does not question that in 1997
Schering had the experience and acumen to evaluate and market a drup such as Niacor-
SR on a success{ul basis. But he nonetheless renders the opinions that (1) Schering paid
too tnuch for the rights to Nincor-SER,, (2) approval by regulators was questionablie, and
(3) Schering’s due diligence was unusually cursory, and Schering must have intended
the $60 milliun as paymenl for something other than the rights to the licensed produects.
Based on these opinfons Dr. Levy cavalierly concludes that the payments for the license -
reflect either “charity”, “idiocy™ or dishonesty on Schering’s part. (fd 118-19),
¢ Dr. Levy’s Credentials. After complcting his medical
sducation in the 1907 and obtaining a Ph.ID. in immunclogy 1973, Dr. Levy speni exght
years at Duke University doing academic research and teaching on cancer immuneclogy,
neurology, muitipls scleresis and brain control of the immune system. (Levy Rpt. 1). He
does not report having done any research in the field of cardiclogy. He is board ceriified
in aflergy and impmolegy. He is not board certified in cardiology.

Starting in 1981, he spent threz yeﬁrs at & pharmaceutical company, Abbott
Laboratories, overseeing drug rescarch on }ﬂ'\’,ﬁhlfﬁctinns, hypertension and prostatic
kypertraphy. {/d.). During the course of his ﬂ-E[-}DfSiﬁﬂn he could not idenbfy any
instance in which he oversaw or did any research on any nigcin products, any of the
statins, or any other cholesterol reducing apent. See generally Ln;:\f;r Deep.

For nearly all of the 17 years since he left Abbott, Dr. Levy has worked out of his

horne, running a smali consulting firm with two other professionals advising start-up _
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companies and investors, quite unlike Schering, principally on product development.

(/d.; Levy Dep. 99). In respc-nnsc to guestions regarding his qualifications and experience,
the one product that he proflered as an example of a product that CoreTechs, his
consulting operation, was working on was a su-calle;l “Lox Box,” a device for converting
salmon into fox. (Levy Dep. 167-76).

Finally, more than seven years ago Dr. Levy brielly headed the U.S. operations of
a Japanese pharmaceutical company, Fojisawa, wilh no claim that any of the drugs with
which he dealt treated cholesierol or wﬁe similar to Niacor-SR in terms of pharmacofogy
or market prospects. (Levy Ept. 1). After just i4 months at that job he was asked to leave
the company. (Levy Dep. 79-80). Levy has not been empioyed by a pharmaceutical
company in any capacity since 1993, (id al 77). -

Unlike Mr. Audibert, Dr. Levy has no experlise in chulcstem]-redﬁcing drugs, no
experiise i[ll sustained-release technelogy, no marketing or valuation experience, and
absolutely no experience marketing or licensing drugs outside North America. Given his
credentials, it is surprising that I, Levy believes he is gualified to second-guess Mr.,
Andibert’s evaluation of Niacor-SR, and asl_:onishing that he purﬁurts 10 render an opinion
that Schering did not intend the $60 million as a bona Jide payment for the licensing
rights. '

2. Dr, Levy Is Not An Expert On Valoing A License For The Sale
Of Pharmaceaticals Anywhere — Let Alone In Europcan
Markct

a. Dr. Levy is Not Qualified to Value the Niacer-SR
License -

Dr. Levy hus no experience, education or training that gualifies him to appraise
the value of the Niacor-SR license. Firsl, Dr. Levy”s educational and teaching
background through 1931 does not qualify him to evaluate the value of a pharmaceutical

products license, He never attended business schaol, he has not written any articles on
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the topic of valuation of pharmaceutical licenses, and he never took or taught any courses
on the subject. Moreover, Dr. Levy himself admits that when he teft academia: “1 would
not characterize myself in 1981 as an expert on the in-licensing or out-licensing of
pharmaceuticals™ and that he “knew very little about the general area of finance.” (Levy
Dep. 144). Thus, any claim to expertise necessarily depends on his subéaquem work
experience. And litle or none of it involves marketing or valuztion of pharmaceuticals.

Dr. Eevy’s brief tenure at two pharmaceutical corporations many years ago,
where he sepervised research in therapeutic areas vnrelated o cardiology and cholesterol
and presided briefly over the American subsidiary of a Japanese company, does not
pravide him with the relevant experiise. His ex.perie:nce oversesing R&D at Ahhott is
inapposite — experience in scientific research dpes not make one an expert in other
aspects of the business, such as valuation and marketing. See, e.g, Chcmg,. 207 F.Ed at
| 1_?3 (international finance expert cannot opine on whether international securities were
commterfeit). Likewise, Dr. Levy’s ill-starred 14 months at Fujisawa, where he merely
snpervised others, does not gualify him as an expert.. See, e.g., Coal Resourees, 954 F2d
at 1268 (CEO’s oversight of coal plant Eﬂﬂmtiﬂﬂ did. not qualify him as an expert on
construction budgets and plans prepared by others).

D, Lt:\ry’S vwn descripiton ¢f his work history confirms that he is ungualified to
vpine regarding pf]armucﬂuﬁcal ticense valuations generally: -

. He admits that most of his corporate pharmaceutical experience was
overseeing pharmaceutical research departments. (Jd 144).

. He admits that in his roughly three years at Abbott and his 14 months at
Furisawa — his only corporate pharmaceutical work — he never worked in
market research at atl, ]:atJ alone for markets outside of the IS, (Levy Dep.
169).

. He admits that while at Fujizawsa he never negotiated licensing deals

because he “had business development people who had responsimlity for
nepotiating the deals . . .7 (fd at 238).
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For these reasons alone his opinions on the valuation of Niacor-5R do not meet the

He admiis that during his corporate experience any valuation, licensing, or
marketing work was owtside his arca of responsibility and incidental to his

primary research responsibilities at Abbott. (74 a1 97-98).

His CV indicates that he has in-licensed only two major drugs in his
lifetime (#d. 81) and, although in his deposition be claimed to have been
invelved with four, he admits none of these in-licensed dmgs treated '

cholesterol, {Levy Depo. §3-84),

requirements of Daebert and Kienho and Rule 3.43{b).

Dr. Levy, as he admits, is not an expert on lipidology and cholesterol, which is at

b. Dr. Levy Lacks Experience in Cholesterol-Reducing

Drugs

the very heart of Niacor-SR’s techuolagy:

Q:

Sir, is it generdlly aceepted in the scientific community that
the effects of niacin on blood lipids reduce the incidence of
coronary artery disease?

I cap’t say whai's generally accepted. As I said, the state
of knowledge abowut blood lipids and coronary vascular
disease ... changes as we learn more, ond I really can’f
speak o what the current state of knowledge is in ithis
area, 1 think maybe you onght {o consult a guy tike Joe
Goldstein who might be able to give yon more up-to-date

information abowt that,
¥k * *

I don’t represent the scientific community that focuses on
cholestercl metabolism,

{Levy Dep. 191-92 (mphasm added)). He could not name the five drugs, either by brund

or genenc name, that i:ompnsr: the lmmenscly successful statin class nf' cholesterol-

reducing drugs.

The only knowledge Dr. Levy may possess regarding cholesterol is based on his

medical scheol days of 34 years ago. (J&). This knowledge is plainly outdated and an

msuflicient a hasis for an expert opinion on new drugs or the current regulatory

environment and market conditions. See Posado v, Deters, 5 F.3d 119, 124 (5% Cir.
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1993 {excluding expert who had not worked in relevant field in almost 20 years and had
not taken any refresher courses). For example, during the course of his deposition he
recanted a statement in his report regarding current research on niacin’s effect on
chelesteral {id. 186} and ccncedr.:d that he was unfamiliar with “newer” medicat
terminology.’ Obviously, a new drug’s prospecis for FDA approval depend on the
currcnt state of the art. (Md.). Dr. Levy’s research after medical achool did not involve
cholesterol-lowering drugs. (/4. 84, 01, 192). He also has no professional experience
with sustained reiease dmigs or drugs using a new delivery mechanism for a known
compound. {{f B9, S1).

c. Dr. Levy is Not Qualified to Opine on Enropean Market
Potcntial

Dir. Levy also has no expertise in marketing or licensing drugs outside North
America, The prospects for drugs differ armonyg various peographical markets due to
differences in drug pricing, regulatory structuzes, prescn"hing patterns, and insurance
coverage, among others factors. Dr. Levy does not disapree. See Levy Rep. at 16.°
This is ﬁuikjng because not only is Dr. Levy’s deneral experience with valuing
pharmaceutical drugs marpinal at bast, but by his own admission he has virtually no
experience in the Eurepean market. In his deposition he admitted that:

. He has no sales or marketing expentence for pharmaceuticals outside
North America (Levy Dep. 87).

. He has never been substantially invelved in filing a new drug application
in any Eutopean country. {Id 251-233).

4 Dir Levy was unfamiliar with several eommon acronyms for the liver enzymes at issuc
used by lipidologists and cardiologists, such as ALT and AST. “AST is a term I must admit is a
newer term from when I went 10 medical school, so 1 don’t use that temm very fluentiy.” (Levy
Dep. at 11). “ALT is the newer term, and its an analogous comment to AST.” (fd at i2).

g Indeed, one of Dr. Levy’s criticisms is that one member of Schering’s internal review
team, Raman Kapur, was the head of Schering’s ULS, generic pharmaceurical business, rather

than a Eurapean expent, (Levy Rep. at 14).
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. He has never done a licensing deal or sought a licensing partner for a
pharmaceutical product to be sold in the European market. (14 238}

» He has nol even consulted with anyone having European market experiise
regarding this case. (/d 125} -

. He 15 unfamiliar with the European drug approval testing requirements {id
253) ur the acronym for European drug applications. (fd 98).

» I1z belisves that niacin products are available over the counter in Europe,
{Levy Bpt. 13), but was unable to name any such producis. (Levy Dep.
127).

- His knowledpe about the availahility of niacin in Europe in 1997 is “based
solely on the deposition testimony he has read in this case,™ (Jd at 128).

In fact, it is apparcnt from these admissions that Dr, Levy's knﬁwlc:dgu regarding
niacin in Europe and European markets and liconsing genermltly is based on what he has-
learned from reading depesitions in this case. Knowledge gained through work as a
witness, however, does m:-‘.g count toward gn EXETBH’;-S credentials, 29 Wright & Gold, §
5265 at 248, Im:le;d, courts routinely exclude expeﬁ testimony where the expert is
metely interpreting the deposition testimony of the witnesses, For example, one court
exciuded an expert who relied “almost exclusively on his interpretation of deposition
testimony” to reach his conclusions becanse in so doing the witpess *does not serve as an
expert, but seeks te supplant the role of counsel in making argument at the tniat and the
role of the jury interpreting the evidence.,” Frimavera Familienstifung v. Askin, 130
F.Supp. 2d 450, 528 (S.D.N.Y. 2001).

In sum, Dr. Levy simply lacks the r:xpértisel to cvaluate cholel'stﬂml-rcducing
drugs or te value any drug for marketing either here or in Europ;:. He pleinly lacks
expertise to opine, as he does, that Schering personnel must have boen “flaming idiots” or
“Blithering idiots” (Levy Dep. 119, 242} to value Niacor-SR’s Europcan potential as they
did. Without knowing the range of reasenable values for a license for Nigcor-5R in

Eurcpe, Dr. Levy’s conclusions regarding the license agreement are unsupportable,
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3 Dr. Levy 1s Not Qualified To Render an Opinion chnrdiné
the Likelihood of FDA or European Regulatory Approval For
Niacor-SR
Dr.Levy is similarly ungualified to epine regarding the likelihood of regulatory
* approval of Miacor-SR in 1997, His lack ol expertise is demonstrated not only by his
iack of qualifications regarding U.S. approval of cholesterol-fighting drugs, but also by
the jarring fundamental errors in his description of Nizcor-SR and the applicable FDA
standards. Further, in his deposition be effectively admitied he was uninicrmed as to
basic European regulatory approval matters. '_ﬁccordingl}', his opinion that Schering
shouid have concluded that the side effects of Niacor-SR raised questions regarding FDA
or Exropean approval is neither correct nor aldmissible.
~ At no point in his brief corporate pharmaceutical career did Dr. .Lwy ever have
substantizl invalvement with issues related to regulatory approval. His three yearsasa
labﬂrﬁiury researcher did not invelve interactions wi;:h any agency responsible fﬁr drug
approvals. Levy Dep. at 251. And his cuﬁsu]ting wﬁrk out of bis home over the past 17
years has not focuvsed on FDXA drug apprﬂvaj' wsnes. See id at 99-103, 139-61. Dr. Levy
never worked for the FDA or a regulatory ageney in any Buropean country, and does not
claim to have shepherded any cholesterol-fighting dmug remotely strnilar to Niacor-SE,
or, indced, any other drug, through the FDA approval process. 4. at 251,

Dr. Levy revealed his ignorance of European regulatory approval pracedures
during his depaosition. He was unable to identify any instance in which he had substantial
| personal invelvertent in the filing of an NDA in the European Union on any produet,

" much less a sustained-release product. (Jd 251-52). Although he mac_le much of the
pharmmacokinetic testing reiquired for Niacor-SR by the FDA his report, in his deposition
he admitted and that he was unfamiliar what pharmacokinetic study or data Europesn
regulators wotld have required tn 1997, (Jd 233). In fact, he was even unfamiliar the
acronym commonly used in referring to European drug applications (“HRD”). (Jd at
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98). Plainly, Dr. Levy is not qualified to opine on the likelihood and timing of approval
of Niacor-SR by European regulators.

Moreover, Dr. Levy’s opinion regarding _the likelihood of regulatoljf approval of
Niacor-8R depended on his views on tﬁé: drug’s potential liver toxicity. That opinion
rests primarily on data received by Schering showing that as part of its clinical studies
Upsher-Smith already had lested Niacor-SR for liver tﬁxich}f and found that some
patients exhibited elevated liver enzymes at the level of 1.5 times the upper limit of
normal (“ULN™). According to Dr. Levy, this would have pn:clﬁdv:d FDA approval and
would have caused the FDXA 10 require further tests.

Not uonly does Dr. Levy lack any professional basis to opine that FDA would
reject a drug at the low 1.5 ULN threshold, the evidence is clear that he could net be
more wrong. Liver enzyme levels of 1.5 times ULN cause no concern at FDA at all.
Indr::t:d_. the subjects in cholesterol drug clinical trials, such as those conducted by Upster-
Smith on Niacer-SR, can and do _be,'g:'n the trials with Jiver enzyme levels of up to 1.5
times ULN, FDA told Upsher-Smith the relevant standard was 3 times ULN and this is
the standard the FDYA used in evaluating all the other major cholesterol reducing agents
(including the blockbuster statins).® See June 29, 1993 record of telephone
commmmication between DA ann;i Upsher-Smith (Upsher-Smith-T'TC 093036-7).

-Mnreuver, other experts in this case who opine on this issue, including Complaint
Counsel*s rebuttal witness Dr. Pitt, confirm that the rclcvant.standm'd ia 3 times ULR
See, e.g., Pitt ch 5: Horowitz Rep. 14-15; McVey Rep. 11, In light of this record and
the total absence of evidence that “other experts in the industry™ {or the FDA) uses Dr.
Levy’s 1.5 times ULN standard, his opinion regarding the ITDA approval (and therefore
the reasonableness of the license agreement) should be excluded. Kiomho, 526 U, at
157,

€ Cholesterol drurs which cause Hver enzyme levels to exceed 3 times ULN in some percentapre of

patients may nonetheless he approved. Davidson Dep. at 89-92. FDA recommends liver enzyme
monitering fir such drugs.  Horovitz Dep. at 150-93.
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| Indeed, Dr. Levy made several other strikingly erroneous assertions regarding
FDA approval. Based on his incorrect assumption that 1.5 times ULN is the relevant
standard, he assumes that Upsher-Smith shonld have conducted invasive liver biopsies of
the test patients (Levy Rep. at 8) as well as further testing at twice the previous dosing.
{Levy Diep. at 44-45). These speculations on his part are again at odds with standard
pracace and the opinions of the other medical experts in this matter, including Dr. Pitt.
(Pitt Dep. at 12). Morzaver, through questioning it became clear that his basis for these
conelusions was not any experience with the FDA, but that he was simply extrapolating
from what he as a “general ]:‘rrst»:ti1’:i+::+n|:>1*"."I would do for a patient with elevated liver |
enzymes. (/4 at 36}. Finally, Dr. Levy even asserted that Schering should have
reviewed the animal toxicology results for Niacor-SR because such tests are required by
the FDYA and would be informative. In fact, hclnwever, such tests are not required for
known compounds (such as niacin) and no such studies bad been conducied. Thus, the
basis for his conehusions is not properly tethered 10 reality and, as the Suprerne Court
cautioned, “nothing. ..requires a district conrt to admit evidence that is connected to
existing data only by the jpse dixir ofthe expert.” Generaf Electric Co. v. Joiner, 522
U.S. 136, 146 (1997).

For these reasons, D1;, Yevy’s conclusions regarding the approvability of Niacor-

SR are fatally flawed, and thus his conelusions regarding the reasonahleness of the |

license agreemf:nt- is without foundation and should be exchuded.

C. Dr. Levy Failed to Use Reliable Methods and Principles in Reaching
His Conclnsion as to Yaluation of Nizcor-SR and the Other Licensed
Products :

Even if Dr. Levy's credentials were sufficient to gualify him on the valuation of
pharmacesutical licenses, his methods and conclusions fail to meet the standard of

! It does no1 appear that Dr. Levy has been a general practitioner for ar least two decades.
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reliabilif}r Daubers, Kumho, and Rule 3.43(b} require. Indeed, although Dr. Levy
purports to opine on the reasonableness of the license agreement negotiated by Schering
and Upsher-Smith, he rejects the standard measure of asset valuation used in the
pharmacentivzl industry and finance generally, 1.e., discounted cash flows (net present
value). Having done this, however, he fails to perform any quantitative valuation of
Niacor-SR, let alone the other pharmaceutical products Schering licensed.

As part of its internal process for approving the Niacor-SR license, Schering
performed 2 detziled financial analysis of the valuve of the drug to Schering. As partof
that analysis, Mr. Audibert concluded in & June 17, 1997 memorandum that Niacor-SR
would produce profits fo $345 million in its first five years of sales. (SP 1600035-36}.
Mr. Avdibert’s documents have been produced, and he has stood by his vajvation
thronghout both ef his deposiiions.

Dr. Levy nonetheless opines that the license fees “cannot reasonahbly he
constdered to have been a license fee (Rep. at 3), or, as he stated in his deposition, “there
is o way in hell that 360 million was a license fee.” Levy Dep. at 116. Yet nowhere in
his repart, or, for that matter, anywhere else, does Dr. Tevy provide a calenlation of what
he belieses the Niacor-SR license was worth.

The use of net present values (NPVs) to determine the value of a license is a long-
estahlishe:i practice in the phaﬁna::eutical industr. See Deposition of James Egan ([ormer
Searle execniive) at 12 -13 (describing use of discounted cash Now model Lo delermune
whether NPV of prodnct made it a good candidate for in-licensing). Indeed, every
cconomic expert in the case agrees on this point.

Dr. Levy’s explanation for why he did not perferm an NPV evaluation here,
however, is contrary to the accepied practice in the pharmaceutical industry; *T find
classical financial analyses — let’s just be more specific, net present value calcutations
— 1o be very unhelpful in almost every situation, and particularly in 2 situatton where the

product itself is not on the market or is not yet marketable.” Levy Dep. at 179. Although
- 1T .



acknowledging that NPVs are widely used and requested, D, Levy flat out refects using
NPV anatysis; he even states that in advisiog clients with start~up or zew products, his
vommparny, CoreTechs, does not “present to ourselves or to potential investors any
valuation numbers.” Jd at 177. Tellingly, Dr. Levy also concedes (perhaps because he
is aware he is far outside of the industry .;:Landa:ﬂ] that not preparing valuation numbers
“may sound strange . . . and . . . it’s somewhat unusual in this industry . .. ." I

Where an expert’s opinion deviates from the majority view, he is obligated to
ghow that the alternative method he suggests is einployed by at least a recognized
minority of within the field. Se& Daubert v. Merell Dow Pharms., fne, 43 F.3d 1311,
1318 (9th Cir. 1995) (scientific experis might be permitted to testify if they could show
that the methods they used were also emploved by “(at least) a recognized minority of
scientists in their field.”). Moreover, where an expert claims to be applying principles
and methods in aceordance with standa.fds in the field, but reaches a eonclusion that other
veluation experis would not reach (here, that NPV is useless), the trial court shoutd be
skeptical. Fed. R. Evid. 742, Commitice Note (20{{ Amendment) (“[Wlhen an expert
purports to apply principles and methods in accordance with professicnal standards, and
yel reaches a conclusion thal other experts o the field would not reach, the trial court
ma}r' fairly suspect that the principles and methods have nol been faithfidly applied.™)
{citing Lust v. Merrell Dow Pharms., Inc., 89 F.3d 554, 598 (91h Ciz. 1996).

D.r. Levy's report cannot meet this require:mcnl.nf Rule 702. He simply does not
propose his own method of evaluating the value of the license agreement, Jet alone _
provide a quantitative valuation uf‘ the license agreement. Instead, his opinion is Exactl}:'
that — his perseonal opinion. Ewnr a cursory review of his report reveals that his is not -
relving on any ubjﬁc:ti\rf: or industry stundard, but rather his own gut feelings:

* The due diligence would “fall immeasurably below that T have ever
encountered . . .” (Levy Rep. 3).
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. “It is inconceivable to me that any pharmaceutical company would spend
anything approaching $60 million . .. * {fd 3).

. “Summary of My Perception of Niacor-8R .. . (fd 13).

. “It is sty opinion that Mr. Audibert was quite junior to handle by himself
the due-diligence . . . % {Id 14). '

* It was “strange 1o me” that David Poorvin wasn’t involved in this license,
(d 14).
. “In my experience™ it iz “almost unheard of” for a pharma company to

pay “$60 millicn in non-contingent payments,” (J4 25).

These statements in his report articwlating a personal rather than industry standard,
combined with Dr. Levy’s resort in his deposition to unsopporied and often inflammatary
rhetorie, rather than reasoned analysis,® only further demonstrates his unfamiliarity with
the standards prevailing in the i::du_étzy at the tima the lcensing agresment Schering and
Upsher-Smith in June 1997,

D Levy’s reliance on inexact conclusory statements, which are based on has
personal reactions, and his failure to perferm the analysis that is standard in the industry
is simply another reasen Dr. Levy's opinion should be excluded. See Nevarre v. Fuyji
Heavy Indus., Ltd,, 925 F. Supp. 1323, 1329 (N.D 111, 1996) (finding an expert winess™s
atfidavit inadmissible as it “includes nothing defining the “reasonable standard of care’ in
the industry, much less any information showing that Fuji failed to conform to such a
standard.”™). As he does not offer an alternative indusiry standard for valuation, Dr.
Levy’s testimony “supplies nothing but a bottom line [aﬁd] supplies nothing of value to
the judicial process . ..." Id at 1329 (internal citations and guotations omitted).

Beganse Dr, Levy’s opinion is not based on any reliable principles or methods but rather

® During his deposition, in the guise of analysis, Levy offered a vaviety of epithets and pcjorative
corclesions about the lcense agreement and the work of the pharmaceutical employess of Echering-
Plough. See Lovy Dop. at 11% (opining one possibility is “they’re just flaming idiots”, referring to
Schering employess); &l at 242 (“blithenng idiots” as a potential view of Schermrg employess); id at 2.3
{3560 million wes an “absurd” payment); i at 246 {“$60 million was so absurd as to defy belief™); & at
116 {*thera is no way in hell that that 360 million was a licenae fee”); 7d &t 115-16 (*This behavior [the
transaction ] was so out of the notm for anything [ had ever experienced, I had ever hazrd of, and I ¢ould
ever coneeive of ocourring that the picture to me teemed ntterky and totafly inexplicably ridiculons.”),
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unsupported and conclusory opiriens which do not assist the Court, his expert report
should be excluded.

D. Dr. Levy Is Not Qnalified To Render An Qpinten On The Credibility
Of Schering Witnesses Or Schering’s Intextioas In Entering Into The
License Agreement

Dr. Levy concludes that Schering witnesses, “1o 1}.1&. extent that they matntain that
this was a license fee for Niacor-SR, they are being uniruthful.” (Levy Dep. 244). See
alse id. at 246 (“there’s dishonesty somewhere™); id. at 247 (“thay have been untruthful
in their testimony throughour this matter); id. (Q: “Well, you said you’ve reached the
cunclﬁsinn that. there was dishonesty, correct?” A: “Yes ™); id. at 249 (“I don’t know how
this plot emerged and how this process emerged. What I know is it doesn’t begin to meet
a basic smell test, and where the errancy has iis root, I am net able to testify.™)

Expert opinion docs not assist the trier of faet “if it draws inferences or reaches
conclusions within the jury’s competence or within an exclusive funetion of the jury.”
Nichols v. Americem National Insurance co., 154 F.3d 875, 883. (8™ Cir. 1998). In
~ NMichols, a iasychiatric expert testiﬁe& as fo the “psychological credibility™ of the plaiotiff
in a sexual harasement case. The expert testified that “recall bias, secondary gain and
malingering” influenced the plaintift’s testimony. /& The Court held that the expert
“used these terms io indicate that [the plaintiff™s] version of the facts was inconsistent and
changed over tme and that it was tainted by bias and desire for financial pain.” /4 at
£84. Recause these were “inferences™ that the jury was rcqui.red o draw, the Court
excluded the expert’s n;’:ininﬁ on the grounds that it “Iimpermissibly instructed the jury on
how to weigh . . . evidence.” Jd |

Similarly, in Securities and Exchange Convmission v. Lipson, an accourring
expert offered an opinion that the defendant would not have traded stocks on the basis of
liis company’s internal reports because the: defendant believed that those reports were
vnretiable. The court refused to admit this testimony because “all of [the expert’s] years
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of training and experience as an accountant . . . do not specially equip him 10 divine what
Defendant truly believed about the reliability of the reports.” 46 F. Supp. 2d at 763. The
court characterized the experts’ ppinions as “at warst, rank speculation™ and “at hest, . . .
credibility cheiees that are within the provinee of th;a jury, not [the expert], to make.” fd
Cf In re Dier Drugs, 2000 U8, Dist. LEX1S 9037, * 22 (“testimony of an expert that
constitutes mere personal helief as to the weight of the evidence invades the provinee of
the jury”™y, DeJager Construction, Inc. v. Larry Schieninger, 938 F.Supp. 446, 449 (W.D.
Mich. 1996) (expert’s opinion excluded where experi selected portions of record
supporting client’s position and then opined on credibility of witness staternents).
MNathing in T, Levy’s background qua]iﬁe.s him to give “expent™ testimony to the
effect that Schering witnesses lied in their depositions. To the extent his opinion is based
on his hﬂliei_' that Schering’s due dil:igence f‘.:..“ﬂ below some “standard™ in the
pharmaceutical industry, it is iimdmiﬂsible: Dr. Levy has been out of the industry for far
too long 16 render an expert opinion on this subject.
| To the extent Dr. Levy’s opinion is based on his belief about their credibility, he |
must ntot be permiited to render it at the hearing. The question whether Schering
witnesses are teiling the truth is one for this Court to decide for itself. Dr. Levy is equally
unqualiified te opine on Schering’s motivations in entering inte the license agreement. In
his deposition, he testified that, based on his belief that Schering grossly overpaid for the
rights to market the licensed products, Schering must have hgen motivated by something
else. Levy Dep. at 117, When asked what qualifications he possessed that would render
him an expert on Schering’s motivations, he cited his (:xperiﬂ;ce in the pharmaceuticat
iﬂdl.l.stfjf. b{7A
Dr. Levy's beliefs abowt Schering’s motivations must be excluded. The intent or
motivation of a party is a matter for the trier of fact, not experts. In Aeroiech, for
example, an aviation consulting expert proposed to testify that the parties’ contract

negotiations demnoastrated an intent to establish sn exclusive brokerage agreement rather
- 22 .



than the sale of an aircraflt. The districl court excluded this testimony, on the ground that
it “would speak to the effect that the parties intendad their agreement to have. Thisisa
task mors properly performed by a fact finder.” Jd.; see also Salas, 980 F.2d at 305
(“nﬂnnlusufy azsertions regarding [& defendant’s] state of mind would not be helpfultoa
jury, {and arc] aot admissible.”). Dr, Levy should be similarly precluded from testifying

about thg intontions of Schering and Upsher-Smith and cntering the heensc agreement.



OL CONCLUSION

Because Dr. Levy has no specialized knowledge that will assist the Court in

understanding the evidence or determinin g the disputed factval issues, his testimony should be

excluded.

Dated: Jamary 3, 2002
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John W, Nields, Jr. 7
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

American Home Products Corporation,
a corporation

)
In the Marter of )
)
Schering-Plough Corporation, )
a corporalion, )
)
Upshier-Smith Laboratories, ) Docket No. 9297
a carporation, )
}
and }
)
}
)
)

ORDER GRANTING RESPONDENTS' JOINT MOTION
TO EXCLUDE THE TESTIMONY OF DR. NELSON L. LEVY

The Court finds that the background and experience of complaint counsel's proposed .
expert, Dr. Nelson L. Levy, de not gualify him to offer his proposed testimony in this matter.

Accordingly, IT IS HEREBY ORDEREL that Respondents’ joint motion to exclude the
testimony of IIr, Levy is hereby GRANTED, and Dr. Levy shall not be permitted ko testify in

this matter.

D. Michael Chappell
Administrative Law Judge

Dated: Jamary 2002
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NELSON L. LEVY, Ph.D, MLD.
November 20, 2001

SCBIRETGPLDUGH & UPSHER-SMITH
MATTER NO. DG’QZS'?

[i] TH BEHALF OF UPSHER-EMETH LABORATORIES:
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4 FRAMK PANCPOLILIE, Aftamey p  MR. SILBER; That's fine, Do yo0 want us oo

w Wt ACas.illF &t have copies made now or —~

H| 1 Thirteand Sired, KW, o HY MS. SHORES:

M Suta 800 South B O I we cowld wy chis, Di. Levy, if you could

I Washingten, D.C. 20005-3805 - M refer o the one that we've marked, and then if you

M 202} BZE-3E10 @ find thar you oeed wo look at the one that you've
f“} e teritten an, maybe you could dafer ehat issue,
:: LSS : pn At Fine.

v Flchard DNCioo b B Chkay, If you could tarn to page 8 of your

of : pa ceport. Dr Levy, does page 3 of the report that you
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#  NELSON L LEVY, PhD,MD ™ up of the pages.

§ 2 witness, called bor examination, hayiog beco Hovt
y doly swarn, was examincd and restificd as follows:

a EXAMINATION

8 BY MS. SHORES:;

u O Please staic your pames fior the record.

m A MeisonL Levy,

1 Q: And what is your hame address?

» A: 1381 Concoed Drive, Lzlee Forear Hlinals

g G045, _

1 {Lavy Deposition Exhibit Nomber §, Expert

71 Report of Nelson Levy, was marcked for idequification.)
b ] BY MS, SHORES:!

4 @: Dr.Levy,I'm showing you what's been marked as
1y Levy Exkibit 1 for identification. I se¢ you have

1 another gopy of what appcars o be the same document in
1 Eront of you Is that correct?

1 A Yes.

1. Q: Docs the copy of the repon in front of you

4 Canlain 3oy handwrinen aongations?

1 A: Idon't recall. I have circled 2 fow things,

{1 thac's all,

M M5 SHQBRES: [guess [ woukd ke o havea

copy made of this.

®m MR SILBER: Qlcay,

m  HMR CURRAN: Likawise,

m MR.SILBER: Do you wany us oo just tuit 4 SOpy

m of the whole thing?

g MS.SHORES: We might as well since we may run
(] iogn this issue more than snce, I we could fust go cif
pa the tecozd

by (A brief recess was @ken)

[ {Levy Depositon BExhibd; Mumber 2, Expert

ps Repart af Nelson Levy with handwritten annoarions, was
oo aorked for identification.)

o BY Ms. SHORES:

1[1:} G Dir, Levy, 've pow mupced as Exhibic 2 w0 your

1w deposition the angarated version of your teport, which
i I think will he!p us cnormmonsly.

2 Looking at the lefi-land — the note that

&y appers io the middle of the peee on the lefi-hand

=t side, can you read ehar for che record?

@t A: “Also headache ar leasi one —" hmm, 1 hnne_stly
s can't rezd My own writing — "ai [east one somethintg ac

age 5 -Page 8 (4
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ty afl doses ~-~ obt, "ar least one AE,” that is adverse 1 Ar My opinion is as stred ic my report.

@ event, “at all doses in 30 percent ™ B [ Well, do you apree with thiv starement?

m @ Dr Lewy, is thar a page number reference? M A Of course [ agree with it I wrote it

M A: Mo, that 80 rifers to 30 parcent. M @ Okay. There's 2 mble thar 2ppears above thar

m  Q: Okzy.So, when you said befors thar there was = Which lines in this tabie reflect the increased

m nothing gn this page bur page number references, that # incidence of the glevation of liver erzymes?

M WA T e, right? . M A The lines — well, there are sevem] actuzlly.

m A [ma litrle uncomiorabic saying it wasn't m Directly, the secord and third lines from the bottom

m trize. t was cerminly not meant wo be misleading, @ rofor o that, b ziso lines oac, two and gire were
py Q: Well are there — I'm sorry, ie might have o heavily concerned with the hepatic eazyme elevarions.

trn been misleading, is that whar you sid?

A A I said thar Iwould now chamoerize i 25

pa being unmroe. T think chat's 2 hir of 2 pojoratve

{4 pesspectve. It was — there are annotatons on e —
(9 mast of dhe aanortens on the page refer to page

(o mymmabers, and thar is the exceprdon. Te
p Q@ Wel, let's look o the rght-hand margin aiso

(g inabout the niddle of the page. Are those gage nuober
(3 refereneest

=1 A Trs.

@y O: So, whers ir saye "Abnormeal grester than

2 1.5." thar's 2 page number referenoe?

=y A: No, cher refers to the sandard of abnormalicy
w4 that was applicd to that colurnn.

g Q@ And wndernezrh thar, whar docs icsay?

i1 Q@ Ckay. Referzing o the second and third lines
13 om the bonom, whar f5 SGOT7

{3 A: That's one of the tmnsamirmses, which ig an
(4 enzyme that's found in hopatc cells.

(| QDo you know what SGOT soands fory

pm A Serum glimmic-oxaloaceric rmnsantinase, T

n7 broliree,

g 2 What gboue AST, do you keaw wiat that stands
]rm for?

g A: AST is @ term thar { must zdmir is 3 newer term
gy from when [ wenr to medical schogl, znd so T don't
@ roally use thar torm very Tuenxy.

En G So, you don't konw wiat those lemers stand

foar fOTF

e Al I —Tacrnulty don't,

Fagae 10

tm A “Pitr used 92.°
@ Q: Is that a page number reference?
A Yes, s,
W @ Oktay In yonr c2port on this page or fust
m genesily, you point o2 number of conceMs you sy
i cxisted regarding the mfcty of NizcorSR. Is that
M cerree?
]  MR. SILBER: Misstzres his repor, objection,
m  THE WITHESS: Ir's cormect thar — i's comeox
pa rhar [ refer 1o a aumber of advesse probiems with
miy MizcorsSR
= §Y U5, SHDAES:
on  0: And do those include safety ingues?
pa A They inchude some sfery issuss
s Q: I says tight at the top of this pege that
o9 thers are 3 mumber of copcorns regarnding the safcty of
(11 Miacer3R. docs i not?
pi) A Thyr's comrect.
pg O You sy in — where ir's bolded in letrer (2]
ey about the middle of the pape thar mast significant was
rip the incressed incidence of the elevbon of e
@ citzyines i the hiood of paticnts taking Mizeor SR I[x
(2 thiet comoot? -
o A You'ns reading cormectly.
re O Wl is thar your opinion?

Pag
m A Oty What abaut SGPT?
@ A That's another — gnother tansomjnaze enmyme
o found in feer colls,
# Q: And can you —
& Ac And thers, it's pynovic. The P is pyruvic, and
m it's serumn — [ prestome tae's glutamic-pyruvic
@ traAnsaminase, but ' not ceain of thae Ir's
& embarossing, actually having yred these — Hiis
o actettym for 40 years, never redly to have chought
(rq abouc what it specifeally mands for
pn Q: And what abour ALT?
@ Az ALT is the nower werm, aizd it's a0 apalogous
(1% cowmne to AST,
i Q; Okay. Which of these, whether you refer o
na them as SGOT — why don't we go with the termas you're
'\ more famfliar with — which of these is considered moare
nr indicative of lbver toxdcity?
nn Ar I can't imeltigently respond to that. I have
tryy mever considered oo of thoss enzyme clevations (o be
vl mare imporam than the odher.
@1 G Is 3 parlent's age 1 Aeicr in liver fancrion
B Test resules?
20 A: Yes, in my experience there are — rhers 2ot
r4 toyriad fzctors thae can lead o the -~ o enzyme
F4 €levations, and these tests are rneant a3 sorcendng
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Paga 13
¢ tess Thoy're associated with beparie toxicity bue
4] are found in — gh, for instzoce, trawma ot the lver,
M traum? w the musculamire, In some glder paticots
[ chene ars wasting condidons, for instanoe, that &
@ lead to releass of enoymes nor fram the liver but from
g muscnlarare partcularly, since we bave sucha
m predominant mass ¢f musculature in our bodies.
m @ 5, i thar a question, that age i3a factorin
@ liver funcrlon test resudts or it can be?
A My ansorer is there are a myciad of things, and
ar 1don'e think age, per s¢, is — if a3 importzit a8
13 some of the coaditions that ooy be associated with age.
1w Q; Okay How about 2 person’s mce?
w A I don't koow the answer ta that queston,
8 O Qlay, How abour a person's body wefght?
g A Idon't koow the answer to that question
in either, .
1% O How zbwut a petson’s gendet?
m A Idon't know the answer tn that icher.
w @ How abour a persen’s coosumprion of alcohod,
i zay the night before they gt testcd?
;A That st defindtely can lead o enzyme
m Elevarinna.
w @ Ckay How about if a person exercises ar works
= out prior by being tesced?

Faga 15
m G Dkay.
@ A Ithink thet in geneml, when conducting
m patticulzrly 2 shortrerm sudy, the pmose priudent thing
& 13 do 5 to exclude all medicatons sinec there are —
@ there are myviad drug intemetions that cowld eccur,
i 20d many of theic have nor been fally characierized,
Fl becanse cach doog is pot studicd in concent with cvery
@ other drug, aod so the s2fest thing, if one can do the
B frizl chis way, is to exclude all medications.
g & Ckay.And other than Tylenpl and acemminophen
un — those are the same thing, is chat cored, or 3
pa they different?

i Al Juhoson & Johinson mught think othorwrise, ot —
Ing O Fair enough.
ps A: — if one assumes that the peneric

1 scemmingphensare manufactivedto the same standzrd as
17 Tyleool is, they are the same thing,

pe @ Okay. But other than thase, can ¥ou 0ame any

e pardculay ones that are Eogwmn t9 have some effect oo

po [bect etoryrpes?

= A: Yes, toradol & an enzyme - is an analpesic

&= that does thar. The opiates in geocml are not to oy

e knowledge associated with any focrm of hepanotoxicity,

P4 and so that excludes, you know, 3 bacge auether gf the

Ex anzlgesics. '

. ) Paga 14
@ A Thatis — that s somewhat controversial,
7 When I went to mediead school and even when Iwsa
= pmofessar, it was goeaerally accopeed that heavy —

& hesyvy wonk and heavy cxercise could lead 1o cozyme

A/ elcvarions As [ understznd it Row, thene ans peoplec

g wha don't feel a8 cormformble with thar assumprion.

n  Q: Oiay Hoor aboue if the person was aking some

& sort of pzin nedision? _

® A: That's 2 mrher ambiguous queston, because

a there are — thare arc cenain pain medicadons that

1] arc assuciated wich hepatc enzyime elevations, and ic's

7 w1 pecessarily related to their analgesic activity,

9 It's — it’s — {ris relaved o their having an effcct

4 on the ver. I mean, the most commonly recognized

1 example of that is Tylenai or acetaminophen.

7 0O Okay. Well, far me ask the question this way:

7 If you wete designing, you know, a study and you wanted
q to connrgl for the cffcct of medicarions or at least

n keep 2 recond of whar the paticnts had taken (o0 — 50

i a5 1o know whether the encyme glevations hat pou'ie

1 $ceing are the result of what you'ne studying or

1 samething else, are there penticular medications that

1 you wonld weat 1o conuol forf

1 A Yos, theoe are medications that are kpown to —

. Foge 16
it € Can you tell me where che dzta came from that
(] Appears in, again, those samc two lines of Yo repod,
@ the ones eadtle d Elevaton of Liver Enzyme?

A Yes.all of the dara in thar charr I beiieve

(] e from the — an exhibit thar was armchesd to

gy several of the depogitions, and [ belisve it was —

m amoag other things, it was Exhibit 2 oo the Audibers
& deposition, It's this document codthed Upsher5mith
o Laboramories, Inc.

pm G And dhar's your persanal copy of thar document
{111 thzt you bawe before you?

AL I'm por sure [ iznderstand the word ‘pcrm&zi."
1y It is my copy of thar document.

t4 O And does thar contain your handwritten noes?
st A lwrote a — just a couple of things on the

19 ¢over I don't believe there are 2any other notes in

oA dir '

iy MRA.SILRER: Lairma, we'te chviously willing 10

gy Tec you look at the documents. I you want 1o check
2 what intes are in there, you can da it yoursalf

pit MR CURRAN: I definitely wanr o check any

= doctmenrs that may have underinings of 20NGALGNS Or
my other fooms of the witniess’ ootes,

gqa  MS. SHORES: Well, perhaps at 3 — when we ke

1 Truman, such as acetaminophen.

29 a break, we can check irand make 2 copy of it if ir's

age 13 - Page 16 (6)

Min-I-Scriptd

For The Becord, Inc. (301)870-8025



pLA-CPY W TN S B IIE £ . DS L LU TV

MATTER NO. DU92G7

WNovember 20, z

Paom 17

I necesszry, hut for now, 1I'm going to mark a clean copy
@ of the doewment Levy Exhibit 3.
P {Levy Deposidon Exhibic Number 3, Upsher-Smith
W Tanpvative Phantaceatcals Since 1919, was marked for
™ idenficaton.y
| BY MS. SHORES:
m  Q: Can you tell me where in Levy Exhibit 3, which
m [ believe is the da package that UpsherSmith gave to
i@ Schering prior o the Niaogr Geanse, the dasz in the

el — in your cham thar reflect alevated lver enoymes

i carte from?

t A: Yes, i wras SPO160C9T .

pxt O Okeay And what level of Inver enzyme

n« elevarians do these dzea reflece? Apain the ones that

1A AppEar in the two lncs of your tabic on page 8

ner referming wo elevared [ver eoeymes.

n A Idam't undermznd your question.

g Qi I'moving o endersand wrhat level of lver

psy =nzyme slsvarions these nombers refer oo,

gl Ar These numbers refer m 2o elewipon of 1.5

Fy tirnes die vpper limir of normeal.

m @i Okay. [s there a m=son why you focus on 1.5

R tmes the upper limit of noonal?

A Yes, Iview the SGOT and SGPT messas

20 screening reses, I you will, we can persoralize this

Pag
{4 the bile acid sequestrants, a class of drugs thar are
/&t referredl 1o as Bhreres, and thea the nicodnie
M Acid-relared drops,
W O Can you rame — how retny reductase inhibitory
m are there on the madoet now?
®  A: Many. I don't know the oact rumber.
& @ Can you mame any of them?
m  A: Sure. Amdrvaserrin, you know, is probakly the
| mose commonly weed one,
it & Does that kaee a beand nage?
t1yi Az Lipitoe,
pa  Q: Cian you name any others?
ty  A: Yeah, proeascarin,
04 Q: Does thar hove 3 brand name?
luﬁr A: Yes, it does, and [ — I don't ustally refer o
tt41 drugs by their brand rame, I'm embarrassed mo sy in
11 front of the branded pharmaccutical companies here, so
1 don't know,
v Q: Okay Aoy others?
rr A Thore are several others. Mevacor
gl Q: Docs ther have g generic name?
e Al That is — actmalty, I betieve that that is its
py brand nome, and I belicve its generic rame is probabiy
@ rnevastarin, I don't know,
g @ Anyothers?

Fage 15

m for a moment, IFyon or § were to go for o physical
i exarinating where they do 2 chemisery bacery, 15-20
g tests, and if you wers o brve an SGOT or an SGPT =t
m zfl above the upper kpuc of pormmgi, i woald be
m flzggcd, and what thar woald mean, depeading on the
wm magmitude of che slevacion, i that if it wene a
m iclathrely minor elevadon, ie would siprmal the
m physician to regiear the test If it were a greater
m almvarion, he wemiid most Hlely sefl! mepear the test,
(o bart it wountd sigrral to him to lock farther, pechaps 1o
1 do a liver biopsy or some ocher explomarory action on
v you ar mg in the coume of your physical examination,
(| amd I vicw this as the same thing,
pa Unformusrely, we were prosented very ligle
pa fdam in this package from DfpsherSmith, T can't say
te wrhertier chis represenss 2 mndtitode of teas on che
n7 same perienr It most likelr represents a single teey
(ap on those patienis, And o, [ think that one io nsing =
{A SCresning vest, as this is, showdd ose a fSirky
FR sensidne indicxtorn,
Rl &@: Can you tct me how many catcgorics thene am
e of lipid-dowering drugs?
=R A I wmuld say there are four major cATegories.
e O And what are they?
2 A HFMD-CoA reduckse inhibitors or the staties,

Faga ;
i A: There aoe many ochers. I just don't — you
@ know, off the top of my head. I don't rocall the names.
R & Okay. How zbout bile acid seqmegmranrs?
W A The — )
@ MR SILBER: Whar's the question?
® M5, SHOHES: The question is, czn he meme them?
7 THE WITNESS: The oaly onc that | can name iz
m that ctcgrry is cholesymamine, witich Has many — ic's
@ a generic drug, aod it hay many brand rmames oow, and T
rm redly don't knosr all the beynd names.
[ BY M5. SHIRES:
llﬂl Q: Do you know which — what the mame of the
rn pioncer dripg was?
pep A I'we jusr forgomen.
9 Qr And can you think of any ether bile acid
e Sequesttams cther than cholestymmine?
o Af Icanmot, oo,
m @ Glay, How abouor flbrzres, ¢ you paore wiar
o drees fil in that caregory?
e A Clefibrare is ] think the ore which at least to
@ e is most — is most promirently knewn, and § won't
Er venture @ guess on the others,
Ry OkarAnd is —
kv A: There arc others, though,
2 Wi Amd s clofibrare the generie mame or the hrand
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m pame? - . i upper linmr of aortal is a problem for Niacor. Is that
W Az ITbelieve thar is the generic name. & Correch

m QO What arc — [-want a 45k you about the side @ A: Ididn't use those words.

W effccs of each of these classes, Let's start with the W O Well, what words did you usc?

19 reductase inhibitors of the stating. Can you telf me 51 A: Iszid that those dara raised 2 heightcned

9 what the side effects are associated with swcins? K Sensitivity in me as I looked ar those daes and

m  A: The statins have been recognized as pretty 7 prompred me o have concern —

m <lean drugs that have rekavively fow side effcos. m o Q: WelL T thanks you said —

@ Thcy are — they have been studied fora long time in ™ A — that these drugs may be hepamotoxic and

i rany patients, a0d, of course, they'te raken ng would definitely have promprcd me e seek more

11t chronically, and I doo't think there are any prominent ni infornaton.,

13 side effccts that appear frequently with these drugs. A Qe Lehink you said, referring back to page 8 of

1 [ belicve thae they bhawve been reponcd 10 cuse M3 Yous repott, that, in your opision, “such crryme

wi beadiche, and then when one loaics at the PDR, thercare |4 rlewations in patients mking NiacorSB, wouwld have

ty — there's a whole litany of things that have been ra alered any pecson Erniliar with drug toxicicy issucs
t8 associared with them, bur I don't think that any of Fe (o the scong possibilicy thar MiacorSR was a

17 thosc arg promineat and fequent side effects of these p7 hegarowoxic (e, mxic to the Ever) drug ™

1 drugs. ; pe I thar orue?

m @ Amacg the limoy of things that have becn 1t A I'mvery comformble with thar statcment,

m assaciated with the stetins, is hepatoroxicicy one of P O Gleay. And in chat scnrence pon're refercing m

1 chem? r1] the datz showing enzyow elevarions at 1.5 times the
2 A Heparowxdcity, per se, s ot what I would jea upper lirnit of normad. Is chat cormece?

my characterize a5 having been assoclated with the ra Az It's corrcer chat that statcmcne Tefcrs (o

w smtins The smtins have hesn assnciared in a very @ those dam and the overall picture thar was seen with
8 small number of patients, a2 dose-relared elevation of = this drug that I3 reflecred in the mbie. 'S not

Pegse 22 Fages 24

4 hepatic enzymes, and these elevatdoas have — well, for m just the enzyme elevations. It's that tiese cnryme

# instance, with Lipitor, where I have mone reccorly @ cl=vztions wers among the clemsants thar were associated
a looked ar the dara, ac the — ar the 1¢-milligram dose, & with the patients having te either drop the dose of the
4 for inspzace, the Incidence was metely 0.2 percent, It M drug doring the clinital trials or to remove themselves
5 was 0.2 pereear 2t the 20-milligmm doge. it went up ® from the ial altogether,

9 to 06 pervenr at the 40-miflipram dose, and at the - m  Inother words, these cnzyme elevations were -

n kighest dose, it was approximately 2 percent. And this M perceived by the patents and/or the physiclans as

¥ refers o liver enryme elevations, and a3 of thes: mi significant cnongh (o akter the course of the padent's
A clovationy wore — werg mansient and were reversible. m participation in the tial,

H 5. I don't logi ar that as l:cpat'f:tﬂxicity. jtm G But the — fmim your point of view, the

n @ And when you say — you gave me 4 coupic of i clinically significant information with respec o -

» different percenmpes, 0.2 percom an 26 milliprams, 1 uz liver enzyme elcvations is the dara that shows 1.5

A think you said 0.6 percent at 449 millprams and 2 irm tirncs the upper limir of normal?

y percenae ar the highest dose. o4 MR, SILBER: Objecdon, missates his

a A Umdhoam. ' (150 Destitnony.

1 0Q: What do those perceatages refer to, what level e THE WITNESS: Yeah, I — that's not what [

1 of Uver enzyme clevation? 1A s2id. 50 [ mean if you would like o — to give your

1 Az The fmction of paticno in the clnical 1y OWR eSHMARY, pou'te mors than walcome o do thar.
1 sudies that showed these cozyme clevarions, i Thar's not what T said.

1 Q: And do you know whar [eve! of enzyme elevations B BY M=, SHORES:

1 Lhose pereenmges refer 10? In orher woids, how many @1 Q: I'm just asking you 4 question. You can

1 times the ypper lintir of apenxml? ga coret me if I've misstarcd your testimeny,

1 Arldontrecall char number. = MR SILBER: He just restared his testimony and

1 Q:Well, you say the dam that's reflected in the @4 the basis for his testimony.

| daw package showing the enzyme elevations at 1.5 che ey THE WITNESS: I chink that counsel bas spalen

age 21 - Page 24 (8 Minl-Scripis For The Record, Ine.  (301)876-8025
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Fage 25

ot for me in thar regard,
. BY MS. SHORES:

Q@ Well that's not exzerly the way things are
#l supposed o go.
g Is there any other fine ic your table on page 3
® thar has any ather level of enzyme elevation gther than
m 1.5 times die upper limit of ooomal? .
m A I this mable, rhere s mo other inforomoion
&t peflecter], :
v Q: Is chere anywhere else in your repon whens
rt there's any other level of [ver enzyme elevation other
g than 1.9 Hmes che upper limit of normaly
iy A: I dom't eecall in my — In moy report mefemming
i to any acher daty specificatly on char — on that
(1§ THAITEr. .
wa  O: Qkay. But you're not backipg sway from your
p7 smrement thar those dat gave you concern. Is thar
(g righ?
pg A I's correct that I felt wizen [ wiote the
o feport and I feed, a5 1 sit here voday, thar the
incidence of enzyme sicvations ceflecoed in this mable
cauge me considerable eoncern and sill do.

O Do yat knpw wiiat the dam for some of the ocher
lipid-knwrering drugs — fat's take che smanrs. Do you
know what the datz for the smtins show with respeet

Bage 28
how many incidences parients expericnecd in dic
clicicat iiafs of lbver eozymc elevanon ar 1.5 times
the wpper kit of noropd? I'm oying o ger at wir
you compared this dama o

d: Well, anwr you'te asking e tw questions, IF
you're asking me dircoily what — o what I compared
these dam and what led &3 my conclusion, I think I
respronded o it carlicr, In my gpinion, a a-
physician, as a sciendst, 25 1 person who's conducred
clinicai rrials, 25 a person who's evicwrd many, meny,
many clinical teialg, chese liver enzymes 1o me are a
[ e sorsening test, and if they are efevared ar all
n® above the upper limit of mooral in ooy Sgeiffisane
tay fimerion of patienss, they absohurely slerm = t2a
ps porenial cancern and @ grave concerf abou e
Har possibility of there being liver maicity,
i1 They don't by themseives speak oo the prescnee
im of liver toxicicy. They dlert Aoy oogene pirysician in
no 1oy apinion o the possibiliry thar lver toxjeity
o exists and showld mendare o thar ciimea] ressercher
g or physician further invesipation.

En [ Cicav, Do yoo know whar the comparable dam are
=3 for the soitins?

@ A A5 testifled carticr, I lenow the data thar T

s rekuted 1o you, and 1 do't recel] what stamdand weas

i

ERE

BAFIFIIABEEFE

=

ns}

Fag
i1 wsed in @rriving at thiat percenmpe of patients in e
= - clinica] erial,
W O: Okay. 5o, you don't know what muliplicr of
(4 upper imit of oormazl those pencentages that yon gave
@ me eacdicr reflect?
m A I'would repoat wiiar I juse said.
Fr Qe Well, I'm asking you to answer the question.
i I'm fust iying te understand your testimony,
m Ai Ido not recal] what standard way veed to
ne; acTive ar the percentages of patiencs wdog Lipiror
1w that had clevations of their hepatic encpmes.
na O: Okay, S0, when you szid thar Lipitor showed,
ny for sample, 2 percene of patients experiencing lver
try efzyme elevations st the highest dose, you can'’t tell
ps mc whether 2 percent of the paticmts experienced liver
ver enrymie clevations at 1.5 umes the vpper lintt of

nn normal or two tmes the upper imir of noermt or three
rnm times the upper limit of normat, Is that right?

per  MR. SILEER: Cbjection, misstztes hig

P tesnimeny,

mnt  THEWITNESS: What I'2 sxy to you is whar I

= Sid before, is thar candidly, I doa't care. I'm

m looking — [ spco my ume looking at thesc data, not
gy Comparing them to anodicr sitnatinn, another dreg.

= In may opinion — aod [ wilf repear this — that

Page ;
1 the enzyme clevarions e the level of 1.5 percent the
@ wupper Bmir of normal i signiffcant enough to me chat
B [ would ot have fadled to insist thar furthers
W inforrmatios: be garhered on this marer
2] BY ME. SHORES:
m & Do you koow what the exclusion criteria wese
m for Upsher's clinical trials for Mincor on the issue of
m fver crryme clevatigns?
= A: Yes, [ believe thae ar Izast in on= of the
1 &linical trigls, the —- [ don't reeall sering the
(1] inclusion criceria for both of thetr pivota] oials,
izt bt I do recall seeing that at least with one of thosc
pat clintcal trials, they purposeiolly excluded paticars
py that bad enzyme elevatons gocater than 1.5 times the
119 upper {imit of ngrmal.
i G 50, does that oern that thers cotid have been
fn patents in the trial wha even before they toak Niaoor
oo had fiver cnzyme elevarions of 1.4 ritees the upper
ta ligaat of aortnzl? -
oy Ar I wowld — [ would repeat thar they excluded
@1 patients with enzyme clovations grester than 1.5 dones
& che pgper limit of normgl, Whar depree of floxihiticy
2 they used in appiving thar standa;rd [ can't — [ can't
4 51y I don't know whar they wouid have done with
B9 someone with 2 1.4 (meg the upper Emit of normal.
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11 One can assuse that 2l the physicians fallowed che
@ protocol, bt [ can't know dar,
G Well, ler's assume they followed rhar scandacd
i soictly and thar they exclurded peopie with 1.5 times
m the upper limit of norma! and greater and incioded
@ people who dide't have enxyme elevatons ac thac level,
7 Waould that mean that paticnzs at 1.4 tincs ¢the upper
& Emit of normal wald have bean included in the stady?
W MR.SLBER: Ghjectdon, incomplee
1o hyparkericsd.
g THE WITNESS: By your hypothetical, if you're
5 assunaiog that the motocal was adhered o strictly, |
13 paticnts conid have becn incleded in this sindy with
W enzyme ciovatons 1.4 tmes the upper tindis of normal;
15 Bowever, the disriburion of those patients would have
1w} heen randam and would have heen inbach the placebo arc
t contol groups 25 well 25 all che various dmgc-
s groups,and therefare, cae would not have expected to
wy see & dosecelated increase in the percentage of those
xy clevations in patients niking NiaeorSR,
tiF BY NS, SHOREE:
®m Q: Can you explain why if 1.5 dmres the upper
m limit of normal is in your view evidence tat strongly
W sugzests liver darmge why the studies woold include
¥ people up o 152

Page 30
1 MA.S!ILBER: Objecton, missates his
A testirony,
x  THEWITNESS: Yis, I — you scem panticulardy
# interested in mischaracterizing what e said, and
g that's — if you epjoy doing it, Il be kappy to —
[ BY MS. SHORES:
n O Well, please correct me. I dos’t nocan te
g Dschdracterize i1
o A No,Tdid ogc sy thar an cozyme slovation of
a 1.5 dmes the upper Limit of nommal definitely conmotes
1 Liver woxdcity. Ive said, and Tl sy it apain, that
2 this test (5 2 screening tost, It alens me and it
3 should alerr anybody clar looking at tdess datz for the
1 possibility of there being hepatotaxicity associated
3 with this drug, :
31 @ A soong possihility, 15 thar correct?
7 A Ifyou — o soong possibility I'm por
y uneomicrmmble with,
1 Q: Well, you said it in your reperr,
1 A AsIsay, 'm nor uncomfonable with char at
y all.
y O Gond. %0, 1.5 timnes the opper lim:r of noemal,
Y in your viaw that's indicarive of 7 srrong possibility
i that there's liver damage, ¢orpect?
1 WAR.SILBER: Chjection, misstates his

Page 31

N Cestmony,

B WS SHORES: I'm just asking a question.

e THEWITNESS: That's not correct. There isa
srong possibility that an elevavion of liver enoymes
associdred with 1.7 dmes — an enyyme elevadon 1.5
tmes the upper mit of aormal could be associmcd
with lver rosxicicy. )

BY MS. SHORES:
£} Qlay, Do you think you'tc in the minority of
exprerts who consider 1.5 timcs the upper limit of
pormal (o De the celovant benchma rk?
A: Ithipk thar T am in the distinet rmjoricy
Iy since winmaly every physicizn in America, certainly
(v those thar weng to the medical sckwols and tesidence

- |t ominings that I acrended, would use an 5G0T o SGPT

i\ clevatioh omotly 2 [ satd, thac if it were elevared

111 atall above the upper limic of narmal, iU aguld be

iy fagped. It would sugzes to the physician tharaz a

(7 minimam he o she repear the test, and iF it waons still
P clovated, even minimatly elevated, acd consistentty 5o
4 after epaar pests, would prompe that physician to kook
=3 for an explamtion.

R Q: Wodd i surprisc you to learn thar the FDA

I=4 told UpsherSoith thar it considered liver function

@ tes at thoce timey the spper bmic of ocnel, at

Page 32
1 secoessive eleysrions of that, oo be clindcally
t signifcant?
| A You're sekiog me o very different questicn now,
W O Yep

® A And B you'te asking me did it surprise oree that
o the FDA set 2 smndacd of theee Hraes the upper limit -
m of oommal o connotc she presence of liver wxicity, 1
™ am ~— oo, it doean't surprise me, They'ne using the

m st differently from the way Iam usieg it in this

o regrd

ml @ In what way are —

tm A Isaid [ any using if 4% 2 screching test. What

iy 1 tried to do in reviewing these data is 10 put myself
p4 in the position chat MrAudibert was in when he Hsc
1= saw these data and tried o speculats as to what [

pe wowld bave done in that position, and that is 3 veoy
7 different position from that chat the FDA Sces when iz
8 secsa compitation Of data apd has to make 3 decision
p= on those data.

pnm Tome when [saw those dam, and hence, when [

B wrots this report, i sid to me that witkour guestion,

By without one ot of question, having seen thosc data, I

= wanld bave demanded more information and a mare

4 cxtensive elucidadon of those slevations befare [

= wald have coasidered moving forwand inany wiy.shape
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(1 ar G with this compound.
@m & IFMoAudibert had considered the rolevant
@ benchmark o be spccsssive elewations ar three dmes
ur the upper limit of normmai 15 opposed o what you
A consiiered to be a red flog at 1.% woald he just be
m Wwrong?
rr A in my opinion, he would be wrong,
m  Q: Arc you Emitiar with Dr. Bertmam Pit?
M A Yes lam, .
pm O Would it sorprise you oo l=am thar be
o1 comsiders successive alevarions at theee ones the
pa upper linkt of mocmna! to be clinically signiSeanr?
tn A No, I've nead his repor, aed I would repear o
{4 you that [ vicwr these cozymic (oS0 43 2 scnsiive
(g screen that should he putsued if chey'te ahoarmal IF
e D, Pize or Me Audibert chooses a less sensitive
7 indicator in this kind of serecaing modality, then I
gy would ask you w have chem defend thar. I would choesc
fsr 2 differeng stapdard,
pr W Gy Well, you sxid Mr Ardibert would have
ey heen wrong iF be had chosen a differenr smndand.
A A IDhe -
mn MRE. SILBEH: Misstares his testmaony.,
pt THEWITNESS: — {f e wers 1o choose the
rS smndard af three Soes the upper limit of nornml as

Pag
0l of hepaketoxicicy.
m & Well,che FDA js charged with derermining
e whather or oot g doeg is safe, Is that cormect?
“ A Yes they am
@ CHooy And are you srying diey'ts oot being
# conservative enough if they forus on thres gmes de
™M upper lintt of normai?
m MA. SILBER: Objcction, misstares his
@ besomony.

r M5 SHORES: 'm just asking = question.
o THEWTTNESS: Thar's nne what I szid.
nay BY M5, SHORES:

O I'm just asking to oy o undesstand where

o4 you're coming from here,

g A: The FDA is faced with a dat set and must metke
(%4 the — must draw the conclusion ag w whether a drog is
Iom or is nor heparooxde, and they have chosen thar

tm smodacd, That is 2 more conservative sexndard than

Bay rhee one thar I would chioose that's one 20d 2 balf imes
f the upper lmir of parmal, beczuse I have the hoxry,
@1 as 3 person who is going ta make the decision 1o

e license 4 drug or not Ucensc a drug, to ask for

ex additional infermation. [ don't have 1¢ Eocose that

i drug. I don't bave o cke the chanee tat thar dorg

2 would be hepmmtooic,

Pars 34
it the screentng chreshokd that woold bave ked himoto scck
® additicoal informazion oo this marter, I would consider
A him wmong

L] 8y M3. SHDRES:;
m & Ard whar abowt Dr Far?
®  A:Iwnould sy the same for Oe Pig If he were

m to hove ugsed the seandzred as thres times the upper

m limit of tormzl ro alerr himsedf to the possibitivy of

™ thers being liver toxicity prescnt and o prompt him o
pra kook far addidom! infommrion, wene he o that
(11 context G have nsed the standard of 3X omes the apper
=7 limit of normal, [ wonld think be is heing — T weoulred
o think he 23 b#ing incorrect

py  Q: And the FDA woeld have becn incormect, toa, if
st they had fooused on ven or chree times — successive
n# clevarions ar two or three dmes the upper limit of
P mormal, they would be wmoog? )

pE AT Mo, the P is using ic in s differeor manper,

19 The FDrA hasto make the judgmentad to whetherthe drug
pm is hepapioxic, and they can't go hack and — they cn
i mndste addiviona) studies being dooe, bat they can™

2% 3o ok and sirnpiy do rhose stedies, and they have

=y chosca a stendard that is ar 3X to conoote

fest hepatotaxicity, and thar's a differcor patter foom

ps chuosing x sizndand that nouid suggest the possibiliny

Paga :
& Does the FDA —
A: I pan axk the sponsor of the sudy for more
m itfermation, and [ would choose o do that were I o be
¢ faced with those data, just as I would and as any
W physiciznin America would wore he Bced with an ereyme
| clovation one and a half tismes the upper limit of
m nomml Were you 10 2o in for your physical
M examdnzron of [amd to have an SGOT or SGPT al=mtion
w of the mmagnitide that I'm defending, that is, oae and 2
i half imes the npper limifr of norma!, your physictan or
1) mine would seek thar test oo e mpeated, and i it —
3 if it consistently was etevated, be would or she woold
(1% scck 3 cause and zn expiamation of that elevation, znd
erq I would expect no less in my revicw or amyoae alse’s
[y moview af 2 porencial In-licensieg caodidate.
mm 13 Going back o the FDA, did you — vou rmighr
7 have misspoicen or I might have misheard you, I thought
1y you s2id their smndand was more conservative than
(18 yours,
e A; Their smandard was mooc conservative in terms
e of idemifying & compound 25 being bepatowndc. 1
En mean, they 2re not witling to abel 2 compoend s
BN hepatotoxic unless it bas this elevagon of 3X upper
R4 limit of nerretl. They ate bring conservative vis-z-is
=R the wishes of the indusiry. They nuty be being — they
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i wold be being [ess conservative if one looks ar it i these Lver biopsics?

A from the pdicr conteax of identifying potencally m A [ would sxperr 1o s2r some addicional qlinicat

# hepatowxic agents, m dzm penerzied on patienss whe were dosed with

# & 50,do you think the FDA i5 [ess conservative 4 MiacorSR and liver biopsies obtained Ideztly, 3'd

m than you are in their concern for identitying .| @ like w go Back to those paticnts that had had the

P porentiaiy hepamionce agents? @ enzyme elevations and examine the ¢ourse that chey had
i1 A That's oot what I sald. There it'snotz i m following the study and also scek te dose them again

m suestion of tdic FDA'S concern or lack of concera, It's m and biopsy them zgain, biopsy them.

¥ # question that the FDA has a different charge fom ™ Q: So,2g1i0, how would you axpest someone wha was
1 what [ would have in making the decision o in-license oy considering an inlicense 1o accomplish that? Would
11 3 compound, aed the other parameter that you arc o i they demand that of in this cse Upsher, chat ;h';;y Bg
15 congidering in amy of this diseussion is the frequency 2 and porform these liver biopsics?
15 with which these kind of elovations appear. 63 Ai Yes, it would be quite reasomble o ask the

W O [just haven't goen there yet. - |ow Licensor w do these kind of studies. This class of

1q 5iill on pagre B of your report, it says — and g drugs, sus@ined-elease nizein eompountds, have been

w ['m teading from che boaom of the paragraph labeled te associated vrith quite significant tiver toxicity, not
17 (3}, “Such dara would have mandated a dewiled 7 just enzyme elevations. Likewise, ticodnic acid

13 ecmimanon of the effects of Nmcor-SR on the Liver i'm itself hag been associated with fulminare, serious

tm prior to amy consideradon of indicensing the drag. tin hepacotoxicity, and knowing that, one would have becn
x Such deziled sxamination in oy opinion would have @ and shauld have been very careful with the in-Gcensing
1y included, a1 the lezst,™ and then there's a linte (5, pv decision on angrher member of this very class, and it

2 “Examinarion of ver biopsics in pancnta wrearcd with g2 is in that context that I would insist upon the

m MNiacos5R." ey azmstduonsness thay Pve deseribed in this ceporr.

w  What doesa liver biopsy cnrail? P Q: Wauld you expect that the FDA wouwld have ©

& A: It enmils — rhe most Erequent liver biopsies »s required Upsher to perfurm fiver biopsies of the

Fagu 34 : Fage 40

1 are needle biopsies, and it would enail placing 2 b1 paticots in this clinical xial? : :
7 small tredle o tosar in the liver and withdrawing a g A I's my cpinion that che FOA would have

= piece of tissue and examiniog it ander the micoscope. m Iojected this dmye based on the damm char it bad before

4 O How docs it — can you just deseribe the m {t and wouldn't have required them to do 2nything

8 procednge? I mean, haw docs it wor? How does thc 51 further, just simply would have rejected the drug and

g needle get oo the liver? Lo F irsiseed thar they go back and perform more pivotal

N1 A: The patent is given loca] anesthetic. The [ tizls.

g 2rra is surgically prepiped, ics cleansed, 2nd a needle. m G Lat's asswne that the FDA differed with you an

% — usttally I used an 18-gauge necdle when [ did this, m what these data show and that they wouldo™t bave

o and people use larger oocs, but 18-gauge Is sbout the boy cejected the drug based on the dat that you sxansined.

1] fizc noedic thar's used co pive an intctmuscular 1] Let's just assume that

a injestinn, and it has o metal plunger that gocs down na A Uiehom. '

a through the bocer of the nocdle, This &5 infected — nm O Would yor expect that the FDA, befors approving

1) this is pushed throngh the skin into the liver, and n4 the drug, assnping that that didn't knock it our by

a then the plunger (s withdrawn, and it pulis a smalf na itself. would ask Upsher to conduct liver hinpsies?

it picce of tissie wirh i, pe MA. 5ILBER: Objecton, incomplete

n  Q: So,the needie scmally, it goes through your o7 hypothetical,

i fesh o5 your — I eean, through your skin, through. o THE WITHESS; { wowd sy — ket me undergizod

% your flesh, and then mkes out a little piece of your i what — whar your hypotietical is.

a Lver? Ly BY M3, SHORES:

1 A: Thar's corrccr. @ Q: Okay.

1 @2 Is the paticnt awake for the procedure? pn A Amlcammect in sssuming thar you're ssking me

4 A Yes, = whether — wers the FOA to have been unconcemned abour
! Wi Now, how is it thar you would expect scmeone i the elevacions in iiver enzymes, then had asked the

1 who was considering an inlicense ofNiacorSRda * g sponsor to conduct Yver biopsics®
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M @ Umrhuem, before approving the drug, yeah.

m  A: [ wouid say char thar 15 o me a bizarme

m hypothetical, because cemzinfy if the FIA Tad no

m concerns abour the liver enzyme elevations —

m Al —-I—

i A — I don't think thar they would reqoiz 2

M parTy 12 do a Liver biopsy.

;g Q: Maybe I misspoke. [ don't think Tasked }ruutu

m stssume they kad o concemns, [ asked you o dssume

g that they dissgreed with you and your view that diese
p1 dam alone were sufficienr grounds to reject the drug,
pa bur let's my ik gave them some eoacer IF they were
i concerned bur nor conceroed cnough o eject it out of
i hand, world yoo expect the FOA ipask Upsherre condect
g Liver biopsies?
mg  MA. SILBER: Objectinn, misstates his
jin estmony, incomplere kypetherfical.
i THE WITHNESS: Would you mind mpesting thar
i hypothetdes| again?
) BY MS. SHORES:
py O Suore, sare absolutely.
=] e asking you o — you szid, [ think tha in
= yaur opinion, the FDA would not have approved Niacor SR,
ra bBased oo these dam.
9 A: Lo me respond to that.

Fage
1 THEWITHESS: If the FOA were to bave [onked 2t
@ the daz that I ssw, that is, all these eoryme
@ elevations, the — the high incidences of withdrawal
 [roin the study 20d dose reductions, you know, in the
i@ pivotal oials, iF chey were (o book at thar whole.
ret picture 2nd were still, 1o paraphrase vou, I betieve,
7 o0 the fenee about this drug, thar ix, oncerain which
i Wy to Bo, there are mmany directons that they coald
g have mhen. .
na  In my opinior, the FDA looks at this drug —
hu | wiould look at this divg and Iooks at any other dieg
na hetore it with a risk-beoefic analysis, 2nd they wonld
tn notleok af this liver toxicy information in
o isohton. They would look at the bencfit thar this
ity drug offers to the paiient commmnity 2nd then try 1o
g make 2n aascasmenras t¢ whether the adversity produce:
o by the dree or patengial adversity produced by the drug
g is worth the risk,
e I think when they looked ar the whole panoply
(20 befiore them coneesrning this dJrug, they woald have catne
149 o the coaclusion char this drag is sinply aot wanh
my subjectng the populice 1o the risk of hepatoroxieiry.
[ BY M5. SHORES:
pq W: And now I'm jus asking you to assume chat they
R didn’t form that conclusion based on these dam,

m  Q: Ckay, I thoughr thar's whar you szid 'We
E can =—
m A: That ix whar I said When I sty "these tH,”
w there are arher datz thar wers provided, and then were
m datm provided at the higher standard as well Thers
m were dam provided for the 115 sudy, [ believe i wax,
o7 on all three dases pius the immediace relegse at the
m higher mandard that you alluded to before, and that is
m three thimes the npper limdt of norasl.
tw O Ui
H1 A And even ar thar sezndard, the incidence of
pz lover touicity was in my opinionr considerzbly tao high
03 for the FDA o0 have considered approviog this diug,
4 G Okry,and I'masking you 1o go with me a little
ps bit hese and assumc that you're wreng abour that, okay,
i assume that those dara wene aor suficicor in and of
o leself for che FDA (o roject the drog They soifl wers
(e interested in s Had ¢oncerns. Bant didn’t oejoce it
(s out of hand,
A Um-hum.
g1 Q: Would you then expect, befort appraving the
g drug, that the FDA swogld require Upsher o eomduet
=R liver l¥opsics?
o KA. SILBER: Ohjection, incompicte
s hypothetieal

|

Fag'a F)
i them were suifclenr concerns indicaed by the dim o
@ make them want 0, a5 you put it, seck father
& nformacon. Would thet include asking Upzherts
t conduct liver biopsics?
& A Thets are — if your hypothetical wene, indeed,
K 0 ave been operadve, that is, if they were oo e
@1 bee, if you will, on the fence abowr this drug
m wisa-vwis the enzyme elevadon dam aod odher dam,
w there were vafous parhs that they could have takern.
[y One of those wouid have Been o meadate that
11 the sponsor conduct 2n addidonal trial thar wonld
pg inchide dosing patients and perfiorming liver biopsies.
oo There are other paths as well. They couwld have and
4 probabily would have srongly considered maadaring rhar
ns the sponsor perform additonal pivoral trials.
18l Far [nsrance, mking -— dosing paviens at
(v higher — at higher lavels of the dmg, recognizmg
(s that this weas 4 dose-relned sff=ct and thar the
ay Behavior of the patient populitinn s offen Ry ke
pA more of the droug then is supparted by the lbeling, and

(1) 3 to afford themschees 3 manzin of safery, 2 Smple

=1 thing rhat they wiould have done or cotld have dooe
iz would be 1o have mRndated an addifonrai pivaral trial,
teay thris time dosing the pedenrs ar, soy, 3000 or 4000

mm milliprams per day as opposcd to the upper Lot char
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ty they used of 30030,
] Thers ars vzriows things thar the FDA could da.
@ [ am quite eanfidenr that they would have -— thar doing
4 morhing is por pae of their alternodves They
[ absolutely would have bad their sensitvity raised
m because of these dots and they would have mandared
@ that the spoosor do something, Whetdher liver bioprsics
= would have been one of the things that they sould have
m muandated i possible, -
1 @ Would you cogycet thai liver biapsics were done
an lo the clinical crizls for stating?
1z Al [doa't koow the answer to that guestion.
m G Would it sicprise vou (o lcarn that there was
u] pever a liver biopsy done of any parient i any
1% clinirattrial fora stating

w A It wouldn't surprise me at ail that ver

1m bigpsies were not pedformed in patients with sttins,
wp G Oy )

1M A Fora vacicty of [easans.

o Q: Why 5 that?

a7 A Firsrorfall the incidence of elevared enrymes

= in these patients wzs considembly less, Seconrly,

B this was 2 class of drugs thar was perceived aga

W brealctbrough in the treatment of byperdipidemia And
15 again, oo the risk-bensflt continuum that T spoke of

Faga 4T
m  A: Ldoa't think rhey made it that far, bur 1
fa don't kbow the answer g that,
et & Okay.
m Do you want oo take a shon break?
= MR.SILBER: Surc,
®m (A brief recess wus raken) .
ol BY MS. SHORES:
w & Drlevy, can you identify all of the materials
@ that you have sprcad cur before yow?
ny A Yei [m confusing moyscll fiere. These arc
tn both capies — I blicee identical copies of the dats
2 package thar weas given to Mr Andibere wien he was
(% evaluatitg the Niacor opportunity, and this onc is the
1ty onc that I brovghe with nae, and this is the one that I
i9 belicve is a clean copy that was provided 1o me,
oo Qi Okay, and just for the tecod, you'te refectiog
o7 10 what's boon mmatked as Levy Exhibits — [ boheve
ri thai's —
1@ Az This is the — the clean copy is marked a5 Lavy
s Exhibir 3,
ri Qi Levy Exhibu 3.
= Az And chis one & marked as Audibert Exhibir 2.
Ry This w2s net — this s not ag exhibit to ey deposition
2+ a3 Faras I underseanel it '
R Q: Chay okay

 Pagads
1 cadigr, the stados wonld have — would fot have
;A clicitcd the level of advetse offert seasitivicy tRar a
W drug of lesser nport would.
9 O [rhink eaclier you referred to — and I'm
R going o get in trouble for mischamoterizing your
5 tesimony, 5o please cOrmect me — you s2id something
7 along che lines of given the past kistory of this drug,
y these dara would have — and the gizcin now ['m rajking
% abour — chese dam would hive caused you concern,
o Wit [t history e wur:f:rﬁugm?
1 A Ididn't s3y he [rast —
1 MHA.SILEER: Objecton, mischamcterize his
B testirmemy. :
y  THEWITNESS: — history of this drug.
q BY MS. SHORES:
g @ Icold you [ was gaing to ger it wrong.
n  A: Lsaid the past bisrory of that class drug, the
n sustaiped-relczye mootnic acid.
n  Q; And whar past history was there for the
1 sustained-reieise picotinic acid?
i A There were various srtesnpes to pmduce 2
1 Susrained.relsase picotinic acid preparation that ace
g alluded o in the lremonne,
y 0 Were those everthe-counter products ot

1 prescription products?

Fage 48

A I'm getring confused with these documents.

e I And just so ' claar, the ope that you're —

FL in your right hund bere, that is 2 copy of, again, the

W UpsherSonith data package that conmins at leist some
= handwriten notes of you. [s thar right?

& A Yes.maam

G Ok

m  A: Lcr's see, this is a copy of my commens or che

e expert ceport of Walber Bratke, and i conmins no

pe Dandwritten mmrks cxcept for the Ber thae on e Lase
(et page I civeled the words "eompany's historical

p2 Gcensing pracuces.”

on @ Okay,

oM A Ler's see, this is 2 copy af Dr. Bongam Pin's

vy febubal repor, amd it contins oo the @ble -~ e

bl only addirinmi owackings that I placed were the page
i dumberd referred o for cach af the nombers in his

) table.

g O Oleay.

ga A: This is 2 printout of the front page of the

EH subscriber version of the Rocombinapr Darabase that Me,
f= Boaic referred 13 in his expert repor, where he uwsed
1 the free version diar doesn't lave this demil, 5o, [

g tfwought char i char fine of questioning were 1o have

e emerged, [ could have shown you how those darahuses

age 45 - Page 48 (14)
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i1 differ There's no nmrkings on that. i from chat depostion,
@ @ Okay @  Ibclcve thar's everything.

m A This is 4 able of the Schering agreements that
u were aliuded to in M. Bratc's repon and conmin
W various markings highlighting some of the elemens of
# those apresments.
m  This iga prinrout that we derived fom the
wr subscriber version of the Recap Daabase referring 1o
m Genome Themprutics, wich was anc of the liceosing
1y deals, where I smply weoicd o fdevrity and
pt chamaceecire the various oypes of past payments that
(a3 wern made.
0: And thar conzing some notes, fight?

b1y

ne  A; Thar conmains some notes,

pa Q: Yep.,

e A: This is the sme prinoma frarm that same

darabase regrrcling another agreement. This was the
Myriad Genetics. .

Q: And some notss on that doegment, as waetl?
en A There are some notes gn that,
ety Q: Umdium,
En Az This is s tzble, again, lisdng the 23 other
&Y AgTCCInCNly — aT nunvSl:hll::ﬁng azreements thar were
mn atfuded to io My Bratic's repon, Thers ane o aacks
pst on that =bile.

e
(L]
(o

@ Qi Okay And are there any other marerls thar
¥ you brought with you wday that you feel like you mmy
i feed to refar po?
m A Mo,
@ M5 SHCRES: I think tased or thar we e
m emtited to copies of those, I don't nred 1o interrup
® the deposition now to have thetn made, but —
no MR SILBER; As I stated off the record, the
[ pogivion thae T'm serdog fnk is chat if he needs o
ra refer to onc of these documems todzy fo response o
13 your question, we will provide thar, ard my position in

. |t It — and someone eive may be helpful o clatify this

5 — i I understand thar ay the deposition of Greg

{14 Brown, who was oa the Upsher facy st there w35 some
1 dispute zbout some nares chat he had at his deposition
tim that were oot provided to counscl, and —

e MS. BIERL: They were pmvided wo covnsel.
lex MR SILBER: They were provided to counsel?
R M5, BIERI: Yts.

= MR.WASSERMAN: Yes.
1;:11 MR. SILBER: Ar the deposition?
g ME.BIERL Yes There was a disagrecment over

whether they should be,and they were, in Bt

Fagne 50
p L Clay.
@ A:; This is Exhibit 1 fro Mz Andibert's sceond
R depositdon, and ic is the material oo Miaspan. There
M arc no ourks of any soot in this.
O Okay,
m A This is 2 printour froem the pages of Gacdman
o amd Gillnmn 's Textbook of Fhoammacologyr that relate o
My nicoripic aeid
m O Okay.
et A: This is 2 rarther unesable copy of the
i1 Physicans’ Desk Reference enoy regarding Miaspan,
tg unusable becauss it's — the xerox dido't pick up patt
3 of the fagt and so I aan't n=zd it
re @ Oktay,
s Az Bin thar's swhet ie i
pe Let's see, and fingtly, this is the oranscript
v e Audibert's secand definiton —
v ME, SILBER: Deposition. You said
nm “definition.”
ma THE WITNESS: Oh. I'm sorry.
21 . BY M5. SHOAES:
= @Q: Thar's all ripht.
A Audibert's second deposition, and the only
241 notes it it coneins are on the front pzes whene I
1 Surmimarize spme of the — my commenrsind recollections

Pags
1 provided ro counsel. He wasn't relving on them, they
B worne juskt n oot gf him,

o1 MA.CURRAN: And be's 1 nnnparty fact witness.

W MHA. SILEFR: Olay, and doesn't have 2n

= aorney-clisnt relztionship in the same way tho Dr.

) Levy docd, and that was the rexsem [ was mising that

1 and that was the basis for my position, I thar's

@ iecorrect, I don't have a proilem providing these

(&t roRrermds,

ey MS. SHORES: Olzy, well —

1 MA CGURRAN: Your colleapue did gert the

pa nraterials He zioo gor an ol comment, b —

a1 MA SILBER: ! kaow, I koow, I certainly heard

(14 about that, bur you teil me how you wan: w proceed. I
19 czn have someotc now whils we continue make copicsof
ra these docwesemes,

pa  ME.SHORES: Thut would be terrific, 2nd then

(i i Task a question that — I hope [ don't de this —

[+ that you need {0 refer (0 something thar's out being

R Copied, we wiil just pur it off and pick it up when

=t they come back, .

e MRA.SILAER: Okay.

Ry MS. SHORES: Okay?

=4 MH.SILEER: That's appropiare.
g (Witness confers with counsel.)

Frm At ammoa



NEYSON L LEVY, Ph.D, M.D.
Navember 20, 2001

SCHERING-FLOAGH & UPSHER-SMITH
MATTER NO. D927

Pago 53
m  THEWITNESS: This f5 more consistont with your
i@ cursent Bne of questioning, 50 —
=] BY MS. SHORES:
W Q: Okay, right, and Lehink [ can predict that we
@ arc going to be on that for a litde bit.
K Agsin lam going to get in trouble again for
M mischararterizing something you said, bt I chought you
m said somecthing zbout the dats for sados, thatthe -
i liver snzyooe elevaions were shown in the case of
w Fating i he reversibBie, Is that tighy?
1 MR.SILEER: Objecrioa, missttes his
I testimony.
1w FTHEWITNESS: I ciom't think I said that As I
W understand the fiver snryme clevations on the statns,
vq from mry readings in the Physicians’ Desk Reference and
19 anorher amalogous publication, as weell as the textbooks
1 of pharmzcoiogy, the elevatinns — the hepatc enryme
it elevations seen with the grarins are sean very
 infrequently and are revessibic when the — when the
mn drug Is sopped, and actually in many cascs cven when
m the doeg is comipucd, the coryoe clovations reneit
Er | BY M5. SHORES:
w O Okav.And why iz reversibility important in
u} yonr apinion?
5 A Beversihiliry, per se, [ think has to be

Page 55
m 1 How about any lipidlowering drugs do any of
(@ thos: fill in thar catepory ocher than che nidcins?
m  A:Ibelieve thar the — there's recommendation
@ thar the satins — the patieors on the satins be
& periodically examined for clevations of liver snzymes,
i andd rhe Ghmates as well Idon't — I don't chink
m that the bil= 3cid sequesttants have thas
m rectmmendation,
@ : Qkay.And in the Gisc of the starins, do you
o know whether the labeflag or the PR, whart level of
(11 liver enrmyme elevarion they refer ro there?
ttm Az [don't recall and T don™t hawe in front of me
1y the printour for any of the smitins figm the FDR, and 1
4t denr't recall what sandards of cneyme clevatioo they
4 USE.
v G Would it surprise you (hat if, ity the Case of
(171 the stating, the leve! of liver enzyme sicvation thac
[a e labeling and the PDR indicate 35 three times the
e npper imit of nocmal? '
e A: [Fyou're asking me whether it wouwkd surprisc
@i me, [ dea'tchink it would sutprise me.
ry  Q: Okay So, it woulda't suprise you that
&= according v the FDA, the relevant stzodard is three
[24 times the opper Emit of nornxl, aot 1.5 cimes che
R upper limir of normal in the case of drugs wherne you

- Page 54
0 qualiied. Reversibility can mean thar there was
# hepate damxge being caused, and thiz hepatic danage,
7 upon stopping the drug, was fepaired, thie bver Baving
4 the capacior — I puess iUs onc of the very fow orgios
A in the body that bas the capaciry for selfrepair,
| It also can mean something even less
n significaat thao that, and thar's thar the seryme
5 clevations thenielves were uarchited to amy sort of
1 hepatotoxic cvemr aad weat away for a variery of
3 rezscns,
4 Okay. Are thers cases in which the FDA has
z approved drugs — weell, let me sixike that, I'I start
4 that over.
n Are there cases in which you cin preseribe and
1 wie & divg wed monipee the Yver enzymes of the parient
1 and then simply remove the patient from the drug when
7 you sec that ccowring?
g AL IS very fimgjuen that thie FOA will mandate in
1 the labcling thar paticms be periodically foliowed
A with Depanc enxymes and for he puwpose of ideotfying
1 in the soreening omdalicy oo which [ aituded befone (he
1 possibility of there being hepatotoxlcity and thet=by
| alering the physicizn D scopping the drug or reducing
| the dose of the drug i the course of the patients

. Fage 56
o mightwanctoremove them fromthe drug ifthey show —
iz A: [ think again, you know, if I may say, { chink

Rt you're mischarzcrerizing what I'ta Seying.

M O I'mJust asking you o oew guestion, that's zll

m I'm rying to do.

tm  A: [ don't think thar | sid that this would —

m would you aund repeating what you just said?

m  Q: Swre, U oy aod [belleve it wasjust a

W pootly phrased question and tmaybe Il improve on it

iy Ithiek you said thar there are some drugs

rin where the labeling or the PDR indicates that you should
{1 moaitor therm for increascd liver enzyme activicy and

oy remave chem from the drug, 2nd my quesdon was, wowld

]uq it surprisc pou that In the case of stadns, whar the

na PDR says is you should do 50 when tie pailent

119 exprericnces SUCKCRSIVE £levations ar throe time che
It upper ot of normal 45 opposcd (o somes lower

fig rnalriplier?

rg  MACSILBER: Cbjection, misseares his

[ TESHEONY.

gy THEWITNESS: I don't undgrstand what you mean
=3 by —

e MS. SHORES: [ didn't eefer w his cestinrany.

py  THE WITNESS: — by *wouid do 5¢." What do you

| being rreared wich thar drug,

k2 medn by “would do so°?

age 53 - Page 50 (16)
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] Page 57
MS. SHORES! Can you read the question back? -
(The recard was read as folows:)

)

[F|
2] “QUESTTON: I think you sard thar these are
up Formie drogs where the labeling or the PDR indicates that

m you should moaitor them for incrmeasod liver encyme
W activity 2nd emove them figm the drop, and my qnestion
m wis, auld it surprise you thar in the cise oF stating,
m what the POR says is you should do so when che patient
M &xpericnces successbve elevadons ar those time the
na upper limit of nooral a3 opposed o some Lewer
p1? mulriplicr?”
12 BY MS. SHORES:
ty  Q: By “doing so,” I meant remove the prricnt from
iy the drug
ng A Would it surprise roo that the FDA has suggested
18 thar padenss e rmmoved fom the doug when they have a
pn pemsisient elevardon of the hepardc enrymes ac a level
(o ere=ier o three tine e gpper limit of normal? I
po wantd s2y thar that doesn 't serprise me if thar's the
g eniTy, because remaving the perdent from the drug,
ry merticuiarly a drug that is a primary mode of therapy
= for a very sericos condidon, remworat of the patient
ix Fom the drug is a Sidy significant medical decision,
o and =3 the — the FDA ks said — the FDA has looked ac
= this in 2 — agexin, 3 Askbenefir Bghion, saying thar

Pags 58
p) 4 persen wAith an elevated choiestermnl, with 3
= bypeddipidemic sonditdon, who's on a seaein, isat
@ greater risk Being removed ffom the smtin and
W sufferiog the hyperipidemic condidon than he or she
M may be fiom loss signilicant elovatons of liver
® COXYORCE, :
] Impiied is chart this pagest would comdooe oo
®m he mooitored, sav the patent with an slevation of
# liver enzymes bur 2t 2 lesser degree than the thrre
O fEmes upper [Emit of normzl. The prosnt, under I
1] helicws prudent medical care, would be montitored and
iy perbmps monitorcd more Ecqucntly, and the course of
ry the padent's hepetic frection would be foillowed by
p# this physictan.
15 For instance, the elevaron of IS ensymes,
e a5 ['ve s2id ooy rimes this marming, ia the sereening
o woul. One would look at the patent for clipical signg
pa oEany hepatic aberrancy, For insmner, is there the
o presence of janndics or some of the other symproms of
Ea heparorxiciry apparent? There are mytiad chings thar,
@ agais, 3 physician can 2nd shevld do in the face of
i hepatic enzyme elcvarions thar fall short of simply
ey fmoving the paoenc oo 3 drog that the parient
2 heeds.

R Q: Okay Would you expect, then, inthe PFDR or

Pag
m the Iabeling for statins that thers is some guidance
R dabout what to do if the patdent shows elevared liver
® cnzymes on the level of 1.5 rirnes the upper imit of
normal?

Al Exruse me.

2 Sure.

Az I neced my Clatitin.

I'tn sotTy, would yon please repear tha?

Ot Surn. My question was, would you experst, then,
in the FDE ar the labeling for a starin thar there
would be some guidznce as vo whata physicianshould d
if a patient on the diug experienced clovated fiver
enxymes an the order of 1.5 times the npper Wit of
(W] RorEl?
ps A: Idon't — the PDR js not a rexthook of
ti8] Miedicine The POR doesn't offer guidelines for
v physicians in the proper practice of every Soet of
ma medicine, and [ — [ thiek that by suggesting that
fm liver earymacs be monitored on paticos @idng these
@0 medications, the assumptinn is made thar physicians
en wilt usc those dama in a prudent manner aod would wse
any abnomal Aboramey Soding as one of the
9 pfameciers in the evalearien of this patienc’s
e weilbheing, .

p% O You maid in your report that one of the things

‘Paga i

1 somehody or anybody considering a liccnse of Niacor

m would have dooe is to ook 21 the reversibility and che

m persisrence oF the erzyme elevatons

W A! Yes [ helicve I said that.

@ Q: Is that right? Qimy

m And you FEukt Schering for not having done

@ that Is thar righe?

A Mo, Idon't belicve I Gt Schering for mot

g having dene thar, There was provided some laformarion
P i this datz set frown Upsher reganding the
i reversibilicy, and 1 think char thar informagon in ooy
13 opinion should have been more thoroughiy examined, 2nd
nm it — as [ belfeve wouid have been required by the FDA
tt4 and to me would have been required were [ to have
nA beensed the doug, additional piege) rrizls showld
el bave leoked vety carefully at the reveribilicy or lack
tn thereof of these enzymecs — of these cxzyme clovarions,
pg G Wi did the infiovimion in the datz thar
s Schering was given show on the issue of reversibility?
2n  MRA.SILBER: Fee!l free 1o Iock ar the document
B if you need to.
=t THEWITNESS: Yas, please, if I may refer to
= that.
=

41
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Ry @& Swr, pirase,
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Pags &1
pi A Them is at@ble in heoe, (Document review.)
m Q: I can help, you pdght oGk ar pages 9210
m 93
#  A: Thzok you, (Further document review) Yes, I
% believe on page 93 — yes, on page 93, there were data
m mefecring o this issue,
@ And did it show whether the enzyme clcvﬂuuns
m were reversible? -
m A These dom were actnally of some conrcemmn 1o me.
1 The andwer to yows queston is [ don't think one ¢an
1) tezlly ik about the reversibility from — fmorm chese
1y dara. This i5 the sort of incompicteness o which 1
111, Wis Teferring in my report.
W O Oloy is —
15 A What - what the — if one simpaly Iooks ar the
18] Agure on the — the lower of the tog Bpures on thar
17 page, it s2ys that 48 patients returned to within
w1 Ikborarory nocmal mnge, Gne nerpmalized on a full dose
wt and completed the study. Formy-eight poraalized afer
x the sudy medication was disconriawed —
n  MR.SILBER: I think ir says 44,
m  THEWITNESS: I'm sorry, 44 noromalized after
= the sudy medication was discoatnued prematarely or
w) due 1o study completion. Theee normalized on a reduced

_ Page 83
m M5, SHORES: It's ar the borom of page B.

m THE WITNESS: I didn't say that thar's not

R impottint, [ want to logk ar the whole panaply of

(4 hepatic effccrs of chis dug when the drug is wed as
9 it will be wicd or would be vsed in the clinical

m SeHing.

m BY MS. SHORES:

m  0O: Olay, but that's what's referred to in the

W reoaindezr of that scntence, righe?

Iy A Well, you're tking qut of contexr dhat — &

(1 part of that sentcnce,

nn Q= [am?

pg  A: What that whole scotence says is, *“Examinarion
4 of the reversihility and persistence of che enoyme

18 clevations, Le., do the cnzymc clovations disappear

i after the drug is swopped dnd do the enzyme — da (he
07 clevations persist with prolonged administrzgon of the
hm drup?” And che second half of that sentcnce, that i,

1y “do the elevations persist with proiooged

ta administraton of the drug,” is that o which [ was

pif Aluzding cadicr and which wowdd be important 1o oz io
23 4 patient who Is going to nocd this drug for the

fq duration of his Life.

pe  Q: And that would have been more imporean: o you
25 to show than the issuc of whether they disappear after

5 dose and conplered the study.

_ . FPrge 82

| What I would bave preferred to sce atd whiat

A concerns o 15 pecpgrizing that NicorSE is o chrondc
a medicadon thar must be given for dhe W of the

4 farient, in contras;, for instinge, (0 An acEe

5 medication, like an entibiotic, An anthintic, if

8 given for, ;ay, 3 two or three-weelk period causesa

A mansient elevarion of liver emeymes, dnd rthen those

g liver cozyme elevations go away after the dryg is

7 withdrawa, it's of no real consequence, because the

3 paticm; only needs this medicadnon for thres weeks,

1 Thiz modicarinn anest be given for the Lifc of

7 the parent, and 30 it doesn't sobve anything to have

¥ to withriraw the patient from the medicarion for the
-y [ivet enzyme elevations oo semit What [ would have

5 proitrred to scc is the normetiztion of the byer

) Paga 84
o the diug i sopped?
. WA, S BEA: ODjection, misstares his

M testimony.

4 THEWITNEES: [ didn't muke any valuc judgmcat

221 Qa —

[ _BY MS. SHORES: -

m & Pmasking you now. _
m Al = on whar i3 more impormane £ think that
| it's one incornplete piece of the puzzle that the enzyme
o ¢levations do or don't norpalize when the drug is

(1 stopped. Another piece oF the purzle is whethar they
trm do or doa't normmulize when the drug is contnually

b dosed,

4 Q: And the picce of the puzle with respect 1o

(s whether the eozyme elevaoans disappear siter the doug

1 enzyme clevations while the paient continues an the

7 dreg, and this happens with other types of medicaticns,
| BY MS. SHORES;

1 @ 50.in your repont where you say thar someons

- 1 considering 2 Bcense showld have examined whether the
| enzyme ¢lewitions disappear afrer the dreg is sm ppcd

1 you now think that's nor imporeant?

A: 1 didn'c say —

o iy stopped, that picce was in the dae packays Schering
07 had, right?

ity A Would you repent ther, please?

hs  Q: Yeah. The piece of the puszle showing witether
e the enryme elevations disappearcd after the druy i3

1 mopped, that iofracion was in the dpra Scherng had,
lka carrect?

] e A s, those duta would be the least demanding

' MA. SILBER: Are you cleasr o where she's 2« smndard 1 apply 0 these gnzyme clevations,

| pnung to? e 2 Okay.
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M A And to me, of Br leas significance for che
@ rcasons I said before, bocanse this drog is going 10 be
@ chronically used.
O Ioied ro ask you that question, and [ gnt an
| objection,
i | Okay, if you would tuen to the top of page 9 of
M yaur report. You say that anybody considering an
o ip-license of Nizcor5R would necessarily have had to
m condirer a derriled examination of the hisoparhology
by pestiies foen 2nimel texicology studies doee priur 14}
i the clindea] wrials,
o Do you scc chat 2t the 10p of tmpe 9 of your
Iy eporT?
(4 A Yes, I do.
g O What gddirors! informorion would that hawne
pw piven somehody considering an indicenss on NizcorSE?
it A: Ax § - 25 [ think ['vz tded to indicare, the -
16 enzyme elevatons in a clzss of drogs that kave been
pa exocited with significant liver toxicity atcrt me to
@n the need for all the addidonal infoomation I can get,
pi1 Amiong the body of addiona| information realisticaily
En rvaiiahis i me are those d2ta aluded ro io this
tn demiled svamination of the histoperisiogy results ffom
1 apima! toxicology smdies dune peior to the dinfcal
9 trials,

Paga 66

@ Okay And I guess I'm trying to get 20
@ undersinnding of what tie xnirmd toxicology tests might
m have showm, if you could just give me in exampie of the
[ — what yon Rawet been looking to =2 in thar dar.
m  Ar Weall, thers 2re ary number of things thar i
m could have shosen IF the znanml toxicology studies
[ wers ontirely clean, i the anital wxicalopy scodles
wr had shown o entyme elevarlons, if the examiparion of
. ® the histopathology in che s and dogs io which these
ra sudies presumably wore dong showed no effect on the
mif b, it would have been encormging.
g @ Okzy
{1 A: If, oo rhe other hand, it had shoom the
(# opposite, if there h2d been the same somt of coymie
ne elevations or more seen in the apimals and if the
is Rispologic sximinarion of wsscs fmom thess amimals
17 hed showm actuel epartic nocrosces or gther aspects of
pe Reparctoxicicy, it wouid have beea 2 very — a very
pe negstve Inding, you know, for (hese drugs.
ry O Okzy What do the histypathology sesulrs fooi
) the znimal toxicelogy smdies an MiaronSE show?
2 A [ have no idea Those dzi were gever provided
zm either 12 me or o Audiben as fer as | know,
Bet @ 5o, you don't koow whether the dam thergin
1= would have been encoucaging or discouraging?

m A [ have absnluely no idea.

O Would it surprise you to learn thae there

M wersn't any anime! roxicology studics poformed?

W A: I'm going to be flippaat in this answer The

@ conduct of resezrch by UpsherSmith was so abysmal t;
m nochiog would suprise me

[ & 50,43 your expert spinion that in order o

m Bt — well, let me fust ask yoo. Is it your expert

M opinior that in order 1o got approval of NiacorSR,
pe Upsiier would hawve bad vo du aeimml wxicology studles?
lon  A: Itis my experience that in order to file an
7 investigiomi aow. doeg 2pplication, an IND, in order
iy to commence clini=al ¢rials in burtans, cre would havs
bra to provide histopaithologic daim in that IND, and heace,
na thosc type of sudies would have begn roguisice,
e Q: And that's mue ¢ven for known compounds like
07 nmacin?
rm  A: This was not a known compound. This was 1 newr
va dosage form of 2 new delivery system, and it was being
ter filed as 3n NDA. a new drug application, and that means
ten that it is considered a pew — 2 now compownd and I
= don™t think would e excused from these wxicohogic
ey requirenisnts,
4 Q: 50,ir's your exper testimony here poday that
=9 the FDA would have required anirnal roxicedopy srudies

Pamga

1 ©of data fren them befare approving NizeorSR?

tr A: [ would have bean surpriscd i€ the FOA would
A 10t have sought precinica! wordeology studics for this
# kind of produer.

i & Clay. In your repor you aiso point to what

W you characierize as the high incideace of Mushing as
M something that would have discoeraged = potential
¥ licensor. Is that righr?

m A Are you — ire you refermiog bo some —

ra O Yeah, page D, letter (), middle of the pape.

tl AT Yes [ seeir,

p3 Q: Bzzed on the informmition that Schering had at
7 the dme, wisat was the incidence of flushing asociated
4 with NiacorsSRk?

pe A I'beliewe I cite thar in oy repedt, i I mmay

18] Tefer 1o i,

nn G Sure.

rm A The aoverzll incidance of flughing wag 57, 8]

(o and 87 percenr respecrively forche 1000, 1500 and
e 2000-mifligram doses of Nacor SR —

Ry Q: And you're referring 1o your repion there wlien
R you — '

En A I'm referming 10 oy teport, yoF.

ry G What page. sir?

s A: That's the table on pape 3.And those data, in
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g3 turn, were dearived foom the data sct provided o

@ Audibest and oo foe alluded to before, I belicrs ifsat
@ Exhihit = Levy Exhibic 3 —

W Q: Three I Bolirve, ves.

A —andic's page 00085 of thar.

m Q@ Olay And on page 0088, you're referring 1o
m the top line in the rable that apocacs at the wp of
m the page?

m A I'm refomring (o the vpper of the oo mbles
g and the top line of thar table thar is Ested a5 —

11 noder the Severity column, overall Ialss have in oy

17 table in my report. oo page 3 of my repon, apother

g line dealing with fheshing that's gntitled Fhoshing

14 (Severe), apd those murnbers also are derived fmom this
15 2ble, and the numbers were 62,53 and 63 for the thres
10 doses of NizcorSR.

t7  Q: Okay Youn'te fnmﬂnrltnkenw:ﬂﬂ(ﬂs

1y Niaspan?

wm A *Familiar*isa —isatermthar I —

xp QI don’™ want to map you intg —

AL — wouldn't be —

W O — szying something thar you don't waert o

m Commit o You haore heard of it?

w A ] Beard of Niaspan, and 1 have looked at

W fome inforinetion ot Nzspan.

Page 1
m A Idon't know bow much money it calged.
@ O Okay Assume thar it sold shoue 20 pereent of
i ies stock and saised %50 million in its IPO, okay?
# Az Umhum.
i Q. How much would th.a: make the whale company
m worth?
m Az Thar'sa — a sirange caloulation.
m e Iris?
g Ar Because selling pant of the company in an [PO
no docs nor mean that the whole comgany would have sold
1w for fve times thar,
ha O Well, okay. Do you know how much mancy chat
0¥ thc marketplace was -+~ Or amalysts were estmating diar
by Xos was worth in this fme frame?
s Az The — the answer to that is oo, [Ldon't — I
e have noccead any anglysts' repors on Kos,
A O: Okay. Would it surprise yoo to learn thar
(8 people were sstinating thar Kos was m}rth about a
1A guarier of a milllen dollars?
Py Af I opce agdin don't want i appear unduly
my flippant, but Iam fairly Gmiliar wirh the
2y machinations of the ivcitmeot banking comumunity
e vig-a-vig P05, and I really don't ¢are one fick whar
R4 Yaluation they d3sign to @ company whose 0 they arc
iz bawking,

Eega 70
1 : Okay o fct, you sty n your repoT that it
x had distincr safery 2nd performance advantages over
A MlacorSER.
y A Yes, [ belicve Isaid that in my report and
q sl focd that.
. Q: Okay. Do you kitow what its overall incidenee
7 of flushing was reported o be in 19977
q  A: [believe that the gvemll incidence of
5 Auzhing was abaut the same as that cired io my tahie,
A abour 835 percent,
n & Do yeu kow —
4 A Ydon't recall whar dose of Miaspan thar uumt:n:r'
3 came from, It was probably the clinical dose of
y Mspan, which is 2000 miliigams per day,
1 Q: Okay Inany event, you oecall thar the
1 ovenll ipcidence of Aushing of Niaspan was similae ra
1 thait repored for Muacor?
§ A The overall incidence of flushing for MNiaspan
¢ 2nd MNiacor [ belicve wens similar
1 O Qkay Arc you aware that Kos mised some moncy

- Fage T2
(r & Do you know — well, wus Nisspano che main
& product in Kos' portfolio at the tme?
A A Nizspan was one of Kos' products, a5 1
M uoderstand in,and I don's want w ey 10 letve the
@ Dmpression thar [ have done moch ifany, rezding on
m Niaspar or Kos. Most of what [ know comes from having, .
A reviewed various depasitions and the resimony refared
i to this, I bave pot mysclf read any primasy
B informangn provided by Kos or i analysts.
o & W, bascd on Mr. Beil's depositon, for
61 cxample?
tz Al As 1 onderseand it, Koy was presenting m;::lf
3 as 1 plarform company, thar is, rot a singte-praduct
b Coiprany. Kos was presenting itsclf a5 having a
ns delivery mechanigm thar cogid be applied to a variery
(e of pharmaceutical products, the first of which but noc
jiun necessarily the aply of which or the mast valuahic of
pa which was MNiasgan,
e U: Are you aware thar Kns expects thar Niaspan
saies this year will be abour 3100 oullion?

A: Would you ask that again, plcase?

1 in an [PC, in an infdal public ofcring? |

1 & lam peripherzlly aware of Kos' having done mn O Are you aware thae Kos aonicipates o us

g thit. mw sales of MNiaspan in the year 2001 will be aboat 3100

1 0 Do you know howr much monacy it raised in its 2 millgn?

1 IPO? A D've reviewed oo sdfomestion oo the current

ape 69 - Pape 72 (20) Mia-1I-Scripts For The Recard, Inc.  {(301)570-8025
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111 sales propections of Maspan, so0 I —

a G Well, given that it has an owerzii incidence of

m Hnshing of 88 percent, would it surprise you if I wers
M4t el vou char ie's going o =0 $100 millien worth

@ of Mizspan this year?

i1 A I you'ne telling me that that s a Bct —

m O Asmme it .

M A — orz — wodld it surpirise me that a drug

% that is A susiinedaelease fonn of nicatinic zeid that
ra <ae be given ooce a day at begddme chae has a
o neghgibie incidence of hepaomtaxicity and is an corcy
ng immo a markerplace with, you koorar, over $10 hiilion
ita aanuzl sales, thae [ would tot be surprised chat Kos
p Ccould gather that level of szlex in the United Smtes.
tst Qr BEven i it had an ineidence — an oveml]
m incidance of fleshing at 3% prreem?
un At Even ifit had an cvenal! incidence of flushing
at 88 percent, I don't find that o be surprising,

Q: Okay. Turning back o prge § of your repor,
in e nore thar appesrs under the zble, you say thar
i€'s reasonzhie to use the 2000-millipram dosage of
MizcorSR as a comparzmor ko immediare-relea o atacin.
Why is thar?
A: Ther® are mulriple reasons why, The
200 milligram dose of Miacor waa the one that I would

BEHEEHES

Pagw 74
it focused upon, First of 21, thepe wers ooly oo
[y pivoig) ials performoed on this product. The ather
| pivor trial compared the D00aligram dose of
My Mizcor-5R to placebo. Tt didn's do mny of the other
E daoses. It didn't do the 1000-milip=m dose, ic dido't
ta do the 1500-milligram dose, it only did the
t 2000-milligram dosc.
m  Secondly in its other pivoral ¢rial, the
ter active contmot — et me back up. The s pivorsl
trial, the one o which [ afluded first, was 2 placebo

ra
(1) comrml izl

nm Lk Right,

o Ar And thers, the only dose of Miacor that was

o osed was 2000 milligroms.

ny O Righe, [ think pou s3id that

1w Az Ia the second piwoal toal and the only other
(7 pivirtil tnial that was pertormed, the acdve conmml —

there was no placebo control — the active conwol was
2000 milligrams of immedizre-releass nimcin
Theretore, the only valid statisticai conmprarison that

@1 can be made is in the Arer welal, the anly dose that

ez as offered was the 2000-mp dose, and in the secong
=¥ trial, the only valid comparison §s betwecn the two

iz 2000-muilligram doscs, the immed@ee-release

(25 2000milligram dose ind the suseined-clease

18]
£+
2

Pags

bl 2000-millipram dosc. $g, to me, it was Jogical to

= focus on that comprrison.

m @ Is thar rue from the sendpoing of both

M cfficacy and safeoyd

™ A It's very much true From that perspective,

m because one of the things that I cerminty would look

M at,and I know my colleagues at the FDA zre morme than

t imermsted in looking at, {s wo assure that the safery

m adwantages and the effctcy advenrages of 2 candidare
twy drug are compared agzingt the relevan: comparators.
trir 50, it would be very nice for a drug company — and
na indeed, they often try, that's why che FDA issg
0 alerved to it — to Iook at the safety informmtion on
4 one dosc and the efficzcy irformation on znother dose,
ua 3 higher dose, and thar's 2 firty obvious 2nd
e unzceeptabic way to look ar these dat.
nn @ Do you have an opininn whether or not the FDA
g would have approved MiacorSR if #t wore shoovn o be
o= effective 2t the — aed safe at the 1500-milligrarm
P doszpe?
et A You're asking mc a hypotheticai, I betirve, (o
122 say that would the FDA have approved Niacor$R ar 1500
=3 miilgrams if it were shown ta be safe znd =ffactive 2t
|ret the 1500-milligram dose,
= O Yezh,

Pags 7t
fu At Aod [ think thar the answer to that ia
ta possibly, and agin, going back 1o the risk-benefic
M analysis that we spoke of before, one has o ook at
@ the clinicat necd for this compound, and since Miaspan
® wasaiready bofore the FIDA and, indeed, was approved
w zbout 3 moth and 3 haif after thege dam were exammined
m by Schering. I believe that the FDA wouild have locked
M not just at whether this diug was bewer than — in goe
® way oc another than iomrcdixte-release uimcin, it wowld
ng have had {0 have passed che moster of whar the new
o1 sodard would be, and 1 think that would be Niasparn,
ra  Q: 3¢, you think the FDA would have compared
p% Nizcor o Miaspan?
e A It would hove eonsidered i in its — in i
re evahation Again, iv's 2 risk-benefit anajysis —
na cvaluation, a0d if thers weare a0 aftermarive char did
N7 not pose as much g oo the paticn: populaton, then §
tey think they would siay weith that alternarier agd ot
e allow another tiskicr compound on the marker,
wy G Is it fir w0 compare Niacor and Nizspap {n the
@I Rbsence of headwo-head rials?

B Al IS i fair?
En O Yep
et Al Ithink ir's fair to comprre the compounds.

p8 One would be lipwied in what pne could do wich the

FrarThe Bemaned Tam f2n1ve=n anra
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tn resules of that companison. For insmoce, withgur a i Is that consistent with your recollectnn?

hrad+o-hiead comparanive trial, one could not uye these
| dama in promotion, sa that, for insminge, if Nospan
{q wers 1o — waite o be superior wa Macoc and both were
| 2pproved products, Mizspan ¢ould net make the ¢laim
it that it was superiar sricss it had been comparcd in the
7 same trial
m G Okay
m A Thar'sa different cmegtion from whether the
aoy FDA would look 2t both these compounds in the whole
M) paneply of thoge matters that it ¢onsidors in fovicwing
a2 a drug Likve this
Wtk Okay. Do you knew wiat the primary end potot
1 or primary ohisctve of the 115 stady weas?
1] A [don't recall whar the primary indicarns —
tq the primary end points were of tkag study,
1 Q: Okay. Is it your opinion that there's
14 something abnorma?l abour the way thas Schering did whar
19 you refer o as (he duc diligence on Niacor-587
2 A To say that Schering's due diligencs was
2] 2betrant is 2 momrtnensl onderstatement,
z L Okay How [ong has it Been sinee you've served
1 A an exrcutive in 2 major pharmacenticzl compaky?
n  A: Socven yors.
w & And wherg — what ph:rmaccuncﬂ COMPAy wis

B A No.For some reason — I've never seen this

R articts before, bur  brought Ted Qdiang into the

[ Conmpany, 50 I was thers well before him and this is —
& FOU know, i mlking ahour boch of us in the same —
= you kpow, it the same rime,

th O Do you recatl whar month you stirced?

w A Thelieve [ staneed io March. I don't recall,

m bucl believe [ started in March of thar year,

0 Q: Aod when did yon leave Fujisawa?-

tn  A: I believe it was -— I belicve it was May or

0g June of the snbsequent year.

nm  Q: Not Jaouary?

4 A Sdon't — I don't — I just don't recall, but

(8 1 theughe it was May or Junc.

e G Well, ler's go with what your recollection is.

jom A Okay.

ry  Q: That would put you there about 14 monrhs. Is

oy char rviphe?

et A: Fourteen-15 months, yes.

R @ Why did you leave Fujisawa?

ra A v asked by Japanese cmnagenicot -~ Fujisawa
ex was the Motk American subsidiary of Japan's chird

@4 largest pharmacendcsi comprny, which is Fujisawa

rs Pharmaceutical Company Limited and aimostimroediaraly

Pagu 7B

m thar?

A; Fujisawa Pharmmaceutical.

Q: And what wils your positicn thete?

Al 1 was the presiden:.

: Of the enrire fcompany?

A Yes,

0 And whar geogmphic territory did thar
company —

A All of Nocth Aoerica,

@ How long were you fherc? Hﬂwlnngw:rtyou
1 president of —

A: Ahout 2 year and 2 half.

Q: A yezr and a half? When werne you hired?

A: In cady "2, and I left in mid-'93,

(Levy Deposition Exhibit Number 4, PR Newswire
Rrlcase, 6/25/92, was madked for idenriflcanon,)
BY M5, SHORES:

Q: 1d fice to show you whao's been mmdici as
1 Exhibit 4 1o your depositior,
1 A Cleay,
¢ O This is an asticle dated Juae 25th, 1992 of PR
4 Newswire it appears to be, 2nd it says in the thisd
4 paragraph which consists of one sencence thar, "Nelson
1 Lovy, PhuD,, M.D_, becamic president of Pujisaws
1 Pharmzcentica! Company unit in May."

& %N & o % dosm i H

E|
|
L
3
L
n
1

Faga B2
1 uponmy being hired in the company, 0 ur parcntcompany
@ recopnized that they were going to be losing 2 far

A amount of money, and I was asked 1o do & major

W reotganioition of the — of all of the staff, and thac

@ enmiled my having to fire over 40 percent of the salcs

| orce.

Iy Oaoc of the things of which we were very proud

@ was the fact thar we were able to conducs this rather

m dmaconian exrereise, reorganize the sxles farce, and

by then in that very brief period get the remaining

1 salespeople so highly motivated and organized, et

& <etera, that their sales acrually were almoest rwice

tt4 what the entire sales force had buen poor o my having
4] 1o ler 40 peccenrt of themn go.

s In the course of thar ! made a personal

g committaent to he sales Farce ar 1 mestinge that

pn gathered them all cogether that the lav-offs were dver,

5 that we bad been theough hell and that it wasn't goiog

bt to happen again, { had also prior to emldng that

PR COMMITMERT 0(en 4 Comntitment frommy bosd, who was

En the vice-chairman of the company, and I said I'll do
= this, but I don't want 1o do it again, We'll do i

Py ance,and we're done,

[T In e very next budper cycle, which was about
re six monhs Lter, the top managemenr of Fujisawa

age 77 - Page 80 {22)
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Fage 81

(17 Limired décided that we could cut the males force
@ again. I zmid I would oot do that until they had made
A draconizn ¢urs o thoir own erganization. And (Fat was
4 not accepmbie, and s we zgreed (0 par under those
s TCTTS.
@ O Wera you asked to leave?
m A Yes, Twms, .
p G Tom szy in your fEpoIT —
m A Well — well, lor me qualify char. T was not
pa asied to leave. I was wold to do whar they woid me to
na o, that s, ;o by off another — T puess it was
o2 anocher 30-somre odd percent of the remaining sales
rrm force, and I said 1 wouid mor do thar, and I wax given
{14 The choice of cither doing it or leaving, and 30 I'm
ps oot ure how — it wzs — jt was a voory mutuxlly
nm agreczbie endegvor Unpleasane, howevear,
1 O Ofeay You say in pour peport thar you while
(R Pou Welt at Fajisavd indeensed for nmjor dengs, Was
e it four or reo? Your CV savs twr, that's why I'm
am asking yow
2y A Ob, well ic's a question of what's mapor io
rosponding o that I would —
en @ Well. your report s2ys four mzejoc, fight, 5o —
g A: Yes, it does, and [ doo't rec2ll whae my CV
s says. [ acrually im-licensed 2 few more than four, 2ad

Paga B2

m when [ — you koow, when [ s3id that, T — U'm not sure
3 what I wgs thinking of {0 terms of what "oetjor” i I

ot <an tell vou what they — you know, what they were and
W we cint decide pgether what is rmjor and wha is ooz,
g G Sure. Mo, your OV xryd two major, your report

= says four major, and [ — yon know —

M A Sore.The diups werr — one wis a dozg called

w N -motancthyl-arginine, which I perceive as a very

m major ceopound, ae least it lgoked thay way ar the

pa dtne — . .

ntt MR SILBER: You may want 1o spell diese 15 you
tz EO along.

rm  THE WITMNESS: Oh, do I have m?

[ BY MS. SHORES:
s O We can probably take care of that after.

s Ay Okzy One was Imumn whirh was a drg thar we
(17 got from BurroughsWelicome, Anorher was cpidural

pa cloniding, and — [ct's sce, the — I'm trying to think

pr which oue [ wouid Imve considered che fourth major,
pot brcause rhere wern a number of other ones. [ would say
1] the adennsine cardinpiegia was pobably what I was

o referring o,

(= O Let’s seer ownich the Nomooamerhyl-arginine,

g A We might make it sugier on ourselves if we

@R Feter to it as MNMA,

. Page

o Wz NMA, that's fine, TI probabiy SCTETW At up.

@ 0.

P Whar drug — whar did ther toesr?

@ A: This was 2 vory cxciting compownd. It — it

@ had the potcndal 1o amcliomts the — in it5 simplest
wr sense the side cffects af 2 group of drugs that are

7 used principally in cancer thempy called the

ur interleuking, -2 being the principal member of that
M group, and as a class, these ingeriepkies 1end 1o cause
e wery dgnificant fehrile rezctions and adverse
1] reactions thar rmke the drogs difficed: to e, 2nd the
ra coxdminisirartion of NMA seemed to tbhrogzee those side
ny effecs and Ipoked 1o have 3 vety exciting shortterm
o4 uss '
v The more exciting medizvmternm and longerdcrm
e potendals of NMA Ly in their abiliry o obvie the
A dae damage char is associated sl heart atmcks and
(s with strokces, and this is what the meal upside for this
mm drug was and what had me particularly exairad.
Py U Did &t oreat cholasterol?
@i A: [don't think that was one of the — one of the
Pz potenual uses for it,
= Q: Okay, Did any of these dmugs thae you
24 inlicensed when you wore = Pojisawa et
= cholestem?

Fags 8
m  A: No, none oof thase four, There was 2 drug,
@ actually a statn, that wes diseoversd at Fujtsaws
i Umited in Japar and I w2 imvolved with die
#l out-licensing of thar drug, but thar's not one of the
it encs that [ included in the four,
® O Okay. Did any of the oacs you included in the
& four involve susmained-roicass techaology?
w A The mason ©m hesimring is that we Lzrer
m exzmincd some suszined-release formafarions of these
fe -~ of these compoanrds afrer they had been indicensed,
{1 ated I don't believe that they were in the
v sustined-release Forrt when wee ficsy Indicensed them
iy The ocher arca of hesitatlon was that oac of
pn theye diugs, which I don't think I lisced 2 moment sgo,
s was z drug called amBlsorne, which was a liposomal
It§ formulation of 3 — of an aoc-funga i agent called
tm amphoteticm B and lipesomg] formnlbons can be
p viewed as a sustainad-refease mechanism,
e Q: Al right With respect to all of chese drugs
tzv that you inlicensed when you were ar Fujisaas, were
' they being licenged for sale in Nocth A merice?
= Ar Yoo,
EY O Okay
R Az Weli, some were for a broader territory than
Rl Mol Americz They all were Bor Nomh Amersica,
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p1 G Well, did the licenscs that — the inliccnscs
& that you were involved with, 4id wou evaluate them for
@ sl ourside of Norh America?
w A No, my responsibiliry was not fo — 0ac
M consider texnitorics quside of Morth America, but
M licensing in my expericnce is always dooc as a ecam,
@ It's pot, you know, 2 onenan show And when we would
m consider lirensing 1 compound, we would aiways consult
m with our Jaganese collmgnes and with our European
p collagurs. Fujisawa had three principal subsidtaries.
p1 Ooc was mine, Nonh America; the second was in Bunope
pz headguarmered io Munich; and the thind, of course, was
fa) Japan.
a4 e wouid always, you koow, talle with each other
15 and share our informaton with cach other, and gur
8 market was such, that iy, the North Armerican market wrs
w7 such that wee wors able 1o licenss a cpmpound simply Far
1w the Mocth Amcrican raarker, regardicss of whether it was
1n golng vo be sold in Japrao or Eumepe.
on Th comverse was pencraElly not oue, et i
=25 would have beren snnsual for a product 1o kave been
za licensed for the B11, for Eumpe, without somee interess
zq having been exprosscd either by Japan ar us. It our
=) company, beczuse we were 2 Japanese — had 2 Japanese
& parcht, ecrtzinky Fujisawa Lirnited would considar

Fage 57
1 0z Bue ler me just add Abbor and Fujisawsz, in
@ either ofthose jobs, did you have any sales
{9 responsibiivy for products outside of North America?
M A: Lhad no saics responsibility at either Abbor
m of Fujisawa oussilde of Nooh Anwrica,
i @ You sayia your report chac you — within this
1 Iguess pow we'ne saying it's 2 14 monh period of tme
m thzt por wers at Fujiszwa, that pou flied an NDA for
# Prograf. Is that correct?
r Az Yo, the Aagship of Fujisawa was a drug that
(17 ar chat dme we eferred ta as FK-506, which was an
13 immuposupprossant dree, énd the Arse Indicacion that
g wee s it was the pse of FK-506, Propraf, in Liver
w4 transplanrarion, and thar NDA was filed.
s Oz What stage was thar product in in terms of
ns clinical testing when you first starecd at Fujisawa?
na Az The rmason, again, chat ['tm heaanng in
py answering that is hac before [ became president of e
i company, I had had a ioeg association with Fujisaoa and
@i with LyphoMed, its predecessor befiore that, and 5a 1
pi rexlby had been imvolved with FE-506 from the mime it
mm wad in the aboratory, before it entered clinical
£y trizls,
R4 O Iscc,
= A [Ddon't recall exactly where it was in the

Fega 86
i Inliccmsimg a compound oaly for Japan, bur thar was
mr somewhar uonsua) bocaiuse it's a Jafanese conipany.
m G Bid yoo personzliy bave any responsibilicy for
# sales of pharmaceuwtical products aueside Noth America
& when you were at Fujiszwa?
m A Mo,
71 O How sbout 3t Abbort, any responsibility for
" g sales of pharmaceutical prorduces oucside of —
m A When Iwas ar Abbott, I — you koow, T had —1
o dict oot have the saies or marketing organiration unger
il ooy acgis. I — you know, the R&D erganization for
7 which I did bave responsibility —

O Sure.
" g A — was wordwide.
g G Sume,
a A W were the only one,
1 @ Ckay,but you dida't have any cxpericnce in
7 selling pharmeceurical products gurside of Nocth
T Ameticd.
1 Al—I—
g & Persosnally.

A: — when I was 2t Abbetr, [ bad —

G Na sales pesponsibilicy ar all.

A: — ng personal responsibility in zales and
1 mearkeling, pericd.

Fage 48
tn condnuir of clinical wials when I joined the compary.
2 [ehink chat when [ amived at dhe ¢company e wers
m finishing ¢p our three piveral trials, We had done o
i pivoral trial in Europe and we had done two in this
% country, ard I believe we were finishing up thosc dat
i boonsse the dama were 311 cruached under oy aegis.

M Q: B you fled the NDA before you left or were
m asked o leave?

m A [ belisye so, yes. it was cither filed before

e [ Jefy or it owas complerad. it was written before [

i1 left, and may not have been sent to the — you know,
(7 sexit o the FDA, you knowr, hefoee I left I just dan't
pa recall thar,

pe  &: Aad your reesllecton is you left in May?

pe Az I belicwe 50, yes.

119 (Lovy Deposition Exhibat Number 5, Lexis-MNexis

7 Trade & Guvernmment Memos, 913/93, was marked for

) ideodficarion.;

el BY MS. SHORES:

pa 4 I'd e to show yoo what's being marked a3

rn Exhibic 5 to your depositinn.

@ A This s2ys Sepromber Ist, if ' reading it —

=3 or the week of Sopromber 1sc, and that doesa't swrprise
e oe. As L said, I wasn't sure whether it was fifed

2% while T was sl there or che wricoe and 50 on was
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m compictcd. I khow [ eviewrd the completed MDA and,
2 you know, it — i probably went throngh odher Ievels
m of revizw and so0 on before it was fimally shipped off
W to the FDA. I mcan, zecording o thix, it wasn't filed
@ when [ was there, znd [ don't dispurte ic.
| G Okay Can you explain why it wok foor moachs
m I i were finished when you left before it was fled?
m A There wasaz lor of rview, Thers may have baen
m some additinna! darn that were — that were accrmed.
it There may hate been some gonestdons thar were mised by
ty — by the Japancse, There may have becn some questions
o3 that wers mised by the FDA.Thor o 50 many mcasons
nx for not wanzing w fle the NDA.
[l e alzn had, if I pemember correctly,
it considerzble discuision zhout whether we shouid do
pe whar's called a roiling MDA Sling or nor, Wich a
o7 rollitg NDA filing, onc submits par of the -+~ a part
v of the dara and gers the review going znd chen sebrmits
b the cost laper That has cettin perils, and 1 fust
= don't remember whar sirategy was followed,
G Okay Prograf wasa 't a sustyinsdselegse
.= formulition, was i?
= A Mo,
v % Okzr.and ic didn't involve applying any sort
ga of & now drog defivery tochaology w ic o a kmoen

Fage 90
il compound, did i
E A It did in 2 sense, becanse the solubility of

A the product wis somewhst of a pmblem, and it required
o same diffienlr fornulation. It was nota

m stinedaelesse formniation, bur the oml form of the
m praduct did requeire more than just mucine formukarion
s,

m & How much did Fujisawn iovest in the developmem
m of Prograf? '

ra A T wonid onty be gressing at thar number at this

v poinc I don't imow wizrt the @] imeestmenr of

(2 Fufisaos weps

ty O Canyoo give me a mnge?

o A As lonp as I'm not held in any way — in2ny

n® way to the accum@cy of dus, beeause it would be a

(g little more than 2 guess.
1m0 Well, is i —

i MR. SILBER: Obiscrion, calls for speculation,
[N ] BY MES, SHORES:

Py £ — isit mote than S50 million?

27  A: Ibelievc that Pujisawe spent morne than $50
Fx million,

R Q: More than $100 million?

(24  A: T juost don't recall now. [ mean, I'd rather

i@ nor, you know, engags in idle guessing, It was

Page

I cestinly the major component of our RAD hudger Wia
@ T — the part of the picture thar == 0 which I was oot

A privy is how much wrs spent th J2pan, and 1 knew whar
W wag in ny budget, bt Twasn't the only budget, nor did
™ I have atvy review of access bo what the Eurppeans werc
e Spending,

@ O And do you know what the saics for Prograf were
m afier you [afg?

M A: Only indirectly, from, you kpow, friom
118 conversations M've had with my firmer colleagues and
[ friends wio 2o sl thers,

pa B And how mach i3 it geming in saics?
x A Progaf is doing quite well in recent yeIry,
hs and its sxicy are gpproaching 2 bilfion dolizrs,

ng  Q: And that's annuei?
o A Yes _
v Q:Your OV 1 think indicaces that you Sled thioe

rm Ni3As when you were at Fujisawa, What were e otfier
{et rwo? :

Rl A: Onc was for adenosine use in — wiat did we

Eu call it -~ Adcnoscan, and the second was fior epidurs!
= clonidine,

m & And did either of those invobes

ea susmined-felease technology?

s A: Mo, rthey did oot

Fage 5
@ Did cither of those invelve aeamoent of
g bypercholicatcrolcmia?
W A No,they did por,
M @ Aside from your [4emonth reaure ar Fojision,
M how Jong has it been sinre you were an exerutive at a
m pharmaceuticai company?
M A [ bave nor been an executhve at a
# pharttocentica! company, per se, since 1993,
mt @ Allcighe, Bo, the only — weld, I'm asking
e you, how long — If you put Pujisaws to oo side, how
It ong has it been since you've worked ata |
(2 pharmacoutical company as an employee?
Iy A As in emplovee?
He Q@ Yepo
tma Az T'we not been zn employer of 2 phammaceatio!
be company since 1093, '
lim @ Putting chat aside, how long befome that? I'm
(i gring ckwards in (ime.
(15 MR SILBER: Whar wuas the Lst pharm ceutieat
e job before Fujisawa?
Pt THEWITNESE: ['ve oaly had rax jobs in the
PR pharmacevtics industry: One wus at Abbott, and the
ten other was at Fujisoea.
4 BY M5. SHORES:
= Q: And bow leng were you ar Abbor?

CraThea Bancad T an FEaATiN-n ana- - _
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M A Theee and — three and a half, three and 2 o discovered, and I don't know when Takeda discovensd

m thind yezrs. @ them

M Q: Oy You say in your reporct that whea you

M W at Abbott, you led the geosformmation of a

i moribund reseacch program. Whar do you mean by
¥ “maribund"

M A: Abbat's — Abbott was a grear company, and its
™

Ll

1

R&D had been veryunproductive, and Abborthad managed

through superty rmarkerng and sales and inliceosing to
tlinve a% a company, but the pharmmaccuricat rescarch
11 componeot of the company had nor discovered a single
2 ooopanetd thar oade it oo the macketplsees in 22 yeirs,
1 Licewige, the research organizirion had become — weell,
1] unproductive ¢erminly but demomlized and il thought
m of within the company community because of ks
oy pooproductivicy. Thar's what 1 pusan by “meriband.”
m @ Okay. Whar drugs dld you discover when you
-1 were gt Abbott? . S
i Az One iz coiled terazngin, that's the generic
w aame it's knowm as Hyirin HYT R [ M, wes one, The
ny second was & renin inhibscor, It wvas an
= anthyperensive, and I don't pecall what they mased
m it becawse I (efs before they named it. It had a
w; Aumber when [ was there. Biaxin, which is one of ¢dweir
% very hig seliers now, it's an anthiotic,

m  G: Okay, but the athers were discovered when you
#) were at Abbon?

B A Yes, znd thers were some others Thess was

K angthar form of -— we had a — an anticpilepsy diug,
M an anticonvulsant that was cafled Depakene when I
m arrived, and we discoversd 2 more effective dosage form
m of that called Depakore I mrean, it had 3 — it

pa actually had a susrained-releise elernent oo it.

o @: I'm nor going w belzhor all of these given the
pzt shortness of time, but Iet's taks Biawin, When was

tay that approved?

4 A Baxin was approved I believe in gbour 1598 —
D5 probabiy abour 1986,

nm 0 5o, 1991 wonld be woang?

11 A: Tthovghe it was approved befors that,

oy O Wit about Ritonavir?

pr A: Biwcoavic was approved in che late cighties, 1

a believe,

@ G Notin 19967

ma Az Idono't think s,

G What about — what abour Hyeein?

4 A Weil, Hytrin had ten lovels af apprenval,

Ry O And whar —

Paga 94

] Let*s ser, there weis 4 — $what oo called a five

7 lipoxygenase inkfhitor, erhich wad 2 newr class of

7 anti-oflimototy drug. There was a quinoline

a ardbiotic, a Brst cousin of the very funous drug now
g Cipre or dproflesacin, and this drug was actually —
« afer [ left was approved and was subsequently

7 withdrawm from thic market dure 1o a series of deaths
% thar had sumwised the conrpany, They hadn't had the
a chres 10 thar doring the ofinical trizfs and the drug -

7 was approved and subsequenly withdmw.

N Lat's sme, did I zay Ritonavie?

g : No.

2 Az Weil, Rimymavic was the HIV prormase inhihinor

i that was discovered when I was there. Then we had 2
1 joint venrure which persist with Takeda, which was
g callcd TAP Takcra-Abboi Pharnmeraticals, end thers
1 were — we conducted the Clinical rescarch on several
5 ofthose compaunds, although those compounds wete not
q discoversd ar Abbotr, chey wert discovercd at Takeda,
t bur were develeped by Abbon Nook America,

1 O And all of these drugs you just mentioncd weze
{ discavered when you wert at Abbore?

I A Yos, Well, the — the three oF four Takeda

| drugs were not discovered ar Abbon. They were

| discoversd by Takeda's tesearch, and ey were

Page 95
11 A: It was approved as an anchyperteasive io about
m 1984 Ithink — .
Al Q@ 1987 docso’r sound sight?
W A: Oh, it was well before 1557.And It was — it
& was — I belisve it was == i wis pot loog after [ had
m leit the enmpany when it was actually approved. And
[ then the exciting approval came soveral years later, [
m don't recall whether it was the [ate eipgheies or eady
m tinctes, bt that w=2s the lndicaton for it use i
tm berdgn prostate hypenmophy, BPEL
B Q: Were any of these drugs approved far sale
(12 cuside of the United Seres wheo you weze at Abbat?
px Ar [don't think any of those drugs wers approved
p whesn I was ar Abboit anywhere, [ was only at Abbotz
s fiora little ever thres years, and we discovered them
1ig during thar period, but the — the eliicul trials were
11 completed and the NDAs Aled after [ laft.
pm 9: Okay.Asd you don't recall any Eurppean
per cegularcry Alings for any of those dougs while you
pm were at Albon?
U A Not for sny of those e had a varisoy of
=5 Eurnpean filings thar were done during my period there,
|y but they were on indicense candidates and differenc
Y Josage forms and this king of scuff,
R Q: Were you involved in the indicensings of any

age 93 - Pagc 96 (26)

Min-U-§ riprth

For The Revord, Ine.  (301)870-8025



SCHERING-PLAMIGEH & UMyCihE-Si0iH

Ll it L, LY I, Pikir,

MATTER NO. DO929T November 26, 20
- Page a7 Page
It of those? i A Did I ever do it personally?
@ A Yes I was -~ [ was very formunare st Abbor. A O: Yes.
& [ have 3 ot of gradtude for my period there The — m A No.
w 1 think the compary was gratfied to sec same vimiity M  Q: In your roporT, YOIk 5a¥ You beezme the CEQ of

M in i@ rescarch oganizeton, and I was ghren eredit

1 for it and as a conscguence of dize, I was given

@ exposure 10 atfier elenwens of the company that reily

m wrere ot under iy asgis, becaose [ think that they

® perceived me asa personr wha ntight be abie to po heyond
[y running B&D,
ot Cne of the most enjorzhle intergetions was with

pa 2 guy named Frank Bammes, who was the V2 of Liconsing
(3] and business developmenr, and prior 1o him, althaugh
g4 the man unformunzoely passed away shortly after [

b¥ arrived ar the company, w2s 2 goy namead Frank rving,
v4) who was Frank Barnes' pradecessor. 5o, Frank [ad me,
{71 and, irr Bce, he god I have heen pood friends gnl he

nm passcd awsy a couple yeary agy, and be jost decided he
i WAl going m show me — show me the mopes, if you will.
r2m He 3ort of took me untder his wing in the

5] licenging arena, 200 then there was afso a practical

FR clement to it, becuge alt of the lieensing

) oppormeaicies, once they got pasr Frank, had as their

2y first swop ooy shap, and 50 Prank wanted inpan from me
& 2nd from varigus poople with more specialized experdse

@ CoreTechs Corporztion in 1984

m  Ar Yes, that's sorreer,
f D Who was the CED before thar?
i  A: [ founded the company.
®m Q: Oh.And who were the officers of char company?
pm A In 19847 T was the only officer.
1 O Who 2re the offfcers ooy’
ra  A: Now there are two other officers.
oy @ And who arc diey?
r4  A: Excusc me, oo is a feilow mimed Eric Goles,
115 and the ¢thet is 2 woman named Gail Green,
w  Q: And wher is the business zddoess of ComTechs?
rn A 1391 Concord Drive s the address that T ase.
et O Thaot's the same a9 your home addresss
pn A: Yes, it is. .
r  Q: How many employess docs CorcTechs have?
&n A Right now, CopeTechs has nine emphoyecs.
. Q: Docs your wife Iiold a pasfrion in thar comprny?
= A No, she does oot
@ | O Did she ever?
o Ar Mo,

. ) Fage 39
i1 in R&D ¢t agsist him in the cvzhndon of indiccpsing
@ candidaoes.

m O Are you familtar with che aovonym HRIDY

m A Mo, I'm not.

@ O: As it — let me just give you a hand, ag it

9 rebtes o European regulatory filingy?

m A: I'mjust dzwing 4 blank on that acronym.

m & Olay When you were at Abbort, were you

® invoived in dee applicatices for approvals af these

py Jicensed products in Buatopean eerritocies?
oy A Would you ask me thar agzin, pleass?

pz @ Sure While vor were at Abbott, were you

v involved in the applications for repulatory approve! of
{19 any of these in-licensed products in any terminpry in
s Burope?

re A “Imaaived” is a very ioad wond. I dide't bawe
(17 mespomsthiliny for it, bur because David Ordieh, who
f8 was the presidem of Abbo Inscrnadonal, alse thought
po well of me he had me sit on the imsrmarions] RS
(2o comrumes thar was chaired by 3 gy nomed Hubere
ran Loncin, and so 1 was imvolved. ] had mo resporsibality
1z forit, bur Dave just wanted my input.

O COkay, but did you ever mlcc an NDA thar had

=4 been flked in the United Sumes and gapsform that inm
iz5) somcthing thar was Aled in any territory o Burope?

Page 101

gt Q@ Was ke pever the scorctary of CoreTechs

@ Corparaton?

@ A Oh,it's — it's possibis chat in the infiial,

b ¥iou krow, corpooe flings when I — whee [ fonnded
@ the corporaton, I listed her as secremry. She's

t never had amy active firetion in the company.

M Q: Lthink it s3ys {0 your repore that you besme

o the CED and chairman of CoccTechs in 1993 T take it
& that's when you left Fujisawa? :
e A Yes, :
. : And was chere a chairman before due?
= A: No. CorcTechs grew a bit, you know, from the
{3 tiroe Iibanded it aod it actoglly was — [ think it
n+ prohably his its largest monber of people before T went
ps 0 Fujisawa, snd it wes another one of the masons for
e my lexving. CoreTechs was peeding some — greding me
i Back, f you will, and | st assumed the additionad
vy title of chairman npw that there were more people
et funning zround, -
= O Do dicse ning cmployess work out of your home

"l as well?

rx A Cutof my hame?
@y 9 Yeah

et A No.We had and stll have offices that — the

£9 w2y we generally work is that cach of the poople wark

Pre Tho Dascad T fanswr=ra oA

-y wran T _a

o —"" - _— —
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m out of the home, and then e have some shared office
= space fhar — whers we pather for joint meetings. Mone
M of our homes — oooc of our wives would want us having
# joimt moetings io our homes,
B @ Well, do yoo rem that office space or [=se it
m or just barmow it from somebody or —

M A No, woe cent it
m Q: So, whete is the office space that you renat?
m A Thar's in Conway Farms in Laks Forest, whicl: 15

1t an office complex Scme of the cencal peopie are

1] there,
19 @& Clkay You sy in your repart thar CoreTechs

14 implements 2 unique paradigm of l‘.tﬂ.‘ni'lﬂlﬂgjf transfer.
1 What i that a rcfercnce to?

% A What we do, what the bulk of che business is,

1] i1 1o provide 1 cady FEEC companissd Or (0 INVERIOrS
1 what I perceive as the clement thar is not appiied or

1% ia not provided by the venture capital community; thar
i ix, aperating business experience and suppart.

wy Typiczlly wihen ano itowentor ar 10 cardy sape company
11 cmerges, he needs some funding, b be alsa needs juse
= some guidance in getting his techuology over the

o developrocntl hundles, and we've boen abic to come in
@ and provide that,

’ et

Pagm 103
m published 3 paper on that. the only business paper I'vc
# ever published, and the answer oo ther is yes, that's a
@ past of e — what's part of the management of @1y
W Stage technologies,
@A O When is it — [knowit's hard to gencmlize,
¥ but is it fir 10 zay thaz it is mors optimol from the
M stndpoine of the veator O Hic JTartup company uw
m license rechnoiogy or 2 product lzrer (o che
M dovelopment stape than earlier?
A: My working hypothesis in this arena and the
o1 pamadigm that wet foliow and that I certainly believe in
i'% i that Ior each techoology, there are whar I've
0x referred o &8 key valoc-adding informaton or data,
joa and the idezi ime oo Licensge i5 aiter che generation
o of those key dare My perception of vajuation or the
b& goowth evaluarion of an sty sape technology s a
L7 signtoidal sucve, where during the early sape of a
] product’s development, when one i learning a lor more
I'5 in the Laboratory, say, ar leacning 2 Lot prore
(20 infarmaton, where the actual knowledge about hic
@1} product ray be guing up lincarly, the valuation soiys
Fa proty flat, because when it's a rescarch project, it's
/3 just oor valued very highly.
B4  Then when onr generives some Birfy simple —
2 ofter very simple value-zdding information. the

o The way CoreTechs is serup, it hay individoals

Faga 102

4] with anafagous experience o rite bur in different
2 ansas of science. 5o, cach of us bas an advanced

¥ degree, and each of us — you know, Ph.D.or — io out
o] respactive felds, and sack af us has been CEO,

8 president type, you koow, in our respective industries.

% S0, wr refer o ourselves as senior switch-himera in -

7y that we understind the R&D side and we nndersiand the
o buzsiness side and have worked in both those ancmas and
o ars able m help develap cacty sage technoiogies for

= Contpaniers.

i Q:lspamofthe —

7 A: That's somewhat vnique, because almost 21l of

¥ the — virually ail of the other liccnsing

| crganimtions, all the other venture ¢apitza]

1 Onganirzmtors, are comprised in the laner case of

i peopie whode smire business experience is in bankiog
1 and finance, and in tenas of the licensing people,
 they're almost afl peopie whe aove sxperienee with

§ licensing, but they've nover really had apy operating

% experence and ligtle, i€ aoy, RAD experience,

t O[5 parcof the Heensing advice that you give

t thrse samups, I think you said cady stages cormpanies

3 or invemiors, do you advise them as w0 the optimal time

1 o Seck a licensing pacrnec? '

1 A Yes thar is cemmainhy — i Bact, [ even

. Paga 104
i izercase in valyarion goes up logarithmically ac -
@ geomctrically, Thea i fladens agzin. And so with a

mr pharmaceutical, from a Hoensing pemspective, the

¥ premeest increment in vafae oocours 10 oy opindon eidher
B jus before the launch of clinical wials or just afier

m ©oc has approved some carly clinicz( trial daa.

m | Forinstznce, the wilee of 4 piemacenrical

@ prodnet thag has bad foromal roxicology dons in dogs and
@ s, say, the soot of toxicology that oeeds vo be done

riq) to file an D, has 2 value considemply higher than it

1) did prior to thar, assaming i passes that wxicology,

ra @ Sum

ta Al Orwhen ooc has done just a — just put it in

4 man, dane some phase  sogdies or mavhe even some
114 ansedotal phase A fype studies, it's besn in man and
e it's performed in man, even in just a few patients, the
(% walue — the perceived valuc of this n:ch.mlcrg-_r nscs
vy considcrably.

19 It flattens gut thereafter okl you get 0 —

Po almost nnti you ger 1o the point of irs beiog an

@ approved produer, 2nd — at Ieaer that's the paradipm
#2 urder which we opeite.

¢z MA.SILBER: Laura, when you ger to a seasible

ré) brzaking point, we bave been going for 2 while,

rsl  MS.SHORES: Surc, s, loc me just faish up
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iy on chis.
- BY MS_ SHORES:
w4k 50, i ! sndemstand your gurve correctly, 2
@ prodier i wonh almost the same sght before it gees
] approved as it is after it gos approved, of it dodsn'
| increase in wiioe deammavically fom —
o A Well, ater it's approved, it's a differcnt
m game ziogethen
m O Okay, I misheaod you then.
pm | A When a poduce has been — you know, has
1) secmred gty approvz] ina mafor marker. ic's
rta real and one oxn then start doing some realistic
by fnancial amiyses on the product, and it is — it now
p @9 fooked at a5 & product asser of the company, It's
bst o KOger a cescarch projoct, ’
te O I3 it fafr 1o |y thar 2 pmduct is more
nn vahmble ar the phase I stxge thar at plrase [,
(g assurning far the —
met Az Well, *more” [s the opemtive word there.
= Thers are — a produet that is in phase T hasa
22 lisie bit more value than 2 product that is in phass
rn 1T, but I don'c chink that the diffcrenial is 29
B grTat, for insnoe, 45 tar tha [ cized before, where
2 % producy has gever beer in man and now hizs beco in
ma man_Thar's where the big jump ocours.

Paga
m A Okar. .
= G I underscand thaer,
A Did you serve in the mifieary?
tr  A! Thate fior this to go oo the record, bar I'm
19 affecrianately refermed o by my old fricads at the
A Bethesda Maval Modical Cenrer w3 a membrrofthe Yeiloy
M Berets, because [ was pnformnare enough to go to the
m Nztigaal Instinotes of Heslith as part of the Public
m Health Service back there iy che Vietnzm Fra and so
om thit counced as military service, and [ am an ofSciat
tr1 veteran oF the Viemam Cooflier, but [ am cmbarrassed
itg to Fay chat foy conmibutions woe confined 0 Bethesda,
i Maryland,
g O Okay Seirching topics 2gain, when did you
9 form an ppinon that the FDA would Aot have tpproved
g MNiacoeSR?

A Tean't say exmctly what time, you know, in my
n\ catirse of rovicwing this prodoc thae [ came w thar
ner conchmion I would sy the conclusinn crysoilized
m and presented itself more clexrly to me when [ woone
&1 the teport,

= Q@ Bor as of the time thar you woes the teportt,

=y you had Formed thar opicion?

#a  A: I'm sorry, please say that again,

w0 Asgf the time Fou submitted your exper report

Poge 106

M O Okay,

ta This = probabiyz pood tore for z brexk,

m MR SILEER: Okay,

] (A brief pecess was aken,)

i BY M3. SHORES:

W Q: D Levy of CoreTechs's nine employces

A curcencly, howr nmny are Cledcll employees?

w A Thres of them are, pou bkrrw, porely clericat,

@ and two do a lot of — they're more than clerdcal .

i people. They do some of our [ — yon know, our
pit information technology type sl as wot] as doing some
{11 — some level of clerical souff
ny G Wil et e ask i this way; How many arr

(4 principals? )
1m A T'mrhe onmby principal, and the way e — well,
me ler me leave ie ar char and ther yon can ask other

17 things i you ke, I'm the only principal.

pe Qi Okay, chac's fne, T just [eawe it ag thar,
p A: Righi now. Proviousiy, we had mere than thar,
2or and I think ww pmobably very shortly will have a couple
rn morc_The meason it's somewhat anomalous now s that T
2 had 3 prety severe back pmblem earier this year and,
[23 you know, at that iime — 300 know, 1I'm the — I'm the
i) principat reinmaker, and T ween't paking onich main.

s Qr Gor pou

Page 1¢
m inAogust 2001, you had formed the gpinion thar the FDA
@ would noapprove NiscocSe?
m A When I wrore the reporr, [ — at the tiere [
M wrote tie report, [ thoneght it ams highly unlikely thar
(= the FDA woulid have approved this product with all the
i deficlencics that I perceived.
MmO Ckzy I there — oo the issuc of, agzin, oy
m faverite issus, keparotoxicity, is there a perentzge
& — [ aean, I don't care whether you want to pge 1.5
(' times the upper mir of normal or 3.0 howes i,
(1) whatewer it i€, but is there 2 percentage of parients
na who have liverenzyme elevarions to whateverdegrer you
3 thick is cliiezlly significars is these 2 level at
4 whichrhe FDA would approve it or would not zpprove ic?
ns { mean, you cRn aswer it any way you wish,
frg A [don't think anybody, certainly including
nn may=elf, has cnough prrsomai experience with different
& products going through the FDA, and there are peopls
ny who have spent their smire lives in RED and have oever
e seen 2 2ppraved NDA, éven peeple that have becnin the
Ry industry For a long time and have stayed at one COMpany
mn for long periods have themsealves seen reladvely fow
= approved NDAs, So, I don't think that I can sprak for
24| what the FDA would do.

B Q@ Okay

Fa o a Nmma - -
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al A Imean the FDA can speak for itelf.
@ My opinion and oy iepression and fay experiendce
@ is that the FDA roviews each drug or af least each
a4 goup of drugs differcatly, with different standareds,
m all the timne looking very carcfully at one pammeiern
m and that's the risk-henefit, and there is lioke
7 question in pry mind thar a new clzss of therapy fora
® grave discuse that had a very high incidence of Iiver
@ enzyme clevations would got approved, and contranily, 2
1y drog that had Betle import (o the medical community
19 znd had even minimal heparotoxiciny associaed with i
w would likely oor be 2pproved.
@ Q: Surc, Well, let's just ¢onfine the gquestion-
w thco 1o — that's fair — o lipidlowernicg drups. Is
15 thete 2 !ovel it which you think they woonld —
i A Well once agzin, there are — you know, 13 you
in asked and I responded earlier, dicoe are at least four
m clisses of drugs that are imolved with loweriog
it Epids, and one of therm, the stztins, dominates this
m marketplrce, and the others ate misor players.
1) [Fa new class of drug were to emerge thal wi1s
7 neither a nieodnic acid, a bile acld sequestant, 2
o fibrawe or z sxtin and scemed o offer some
4 signifcant impmovene ot in the mazagement of
5 hyperlipidemic conditions, I chink that the threshold

L

. Pags t11
tn product that bas been approved is Naspan.

g O Highr

m  A: And Miaspan had a considembly less than 1
j percent incidence of enzyinc elevations, and beyond
& thar, we're speoulating

W O: Sq,you can'T say beyond dhac what the FDA

m would or wouldn't do? '

m  A: Icansayin my opimion that, to usc the aumber
m that you citcd, 3 percent, would B¢ wo high for me if
it I were roviewing the produect at dic FRA.

g Q: Would 2 perceat be too high?

tid A I'would not be comformabie with 2 peccent

iy cither.
(4] @&: When were you rctmined Iy the FIC in thiy
na tmner?

o Az hcilcvc it was dbraat May of this yearn
nn G 5o, May of 20017
oA A Yes.

un  R: Have you done any other work orche FUC on any
pq ather project?

By Az Mol have not,

e 12: [ think I cead in some Mew York Times article

@ that you were a consulznt to the Government, and the
4 ardcle wes published in 2000 What other consulung

@ have you donc fot the Government?

. Fage 112
1 of toxicity that would be accepmbie would be higher
. @ thao simply another addition — another smrin or

a anather fiboate or another Biacin,

u O: Howabout 2 sustaincd-release niacin product,
w is there a fevel of hepatotoxicity that you think the'
¥ FDA would And acoepblie?
a AWl you're asking me to speculate on what the
a FDA would ar wouldn 't do,

x O Thar's right

1 A [thick that a sustained-release nkcin product

1 wawd have 1o raest excremely high steadaords of safety
1 beoczuse the risk-bencSt analysis is such, the |

g chmnicity of therapy that wouwld be requisite to this

y dirug is such that there wouwld be little teasoa for the

31 FDOA mo approve a drug thar had an cven measumbic

§ probability of doisg harm.

1 @: S0, do your think the FDA would approve 2

4 sustined-release aizcin thar showed thar — thar the

¢ data showed czused patents in the clinical trials to

i have successive indications of clovated liver enxymes

{ ar three dme the upper limit of nocmal, that it would

) approve a product that bad 3 percent of such paticats
| shogving that. or is that not —

| A The ooly thing we kngw is thar, o my

| knowledgs, the noly sustained.release pcotinic acid

Fage 112
1 A The only other coasulting ['ve done for the
@ Governmant is for the Internal Reveoue Scrvice.
m  O: Mothing involving pharnuccuticate?
A A Dwould appreciate being very — very canefill

| @ with what I tel! you about what [ do for them, because

i [ know that they are very sensitive. 5o, — the

[ ANSWET [0 POUD QUesion is yox, it involves

m pharmaceuticals. | wouk] por £ven mention thc

E Companies that are invalved,

g @ Well, these's a protective order —

1] .ﬁ: I undl:rsmud chal.

wa G — ssucd o this case.

vy A: Istill will noe respond oo that

o4 @ 50, you woa't tcll mc what companics arc

18 imvolved in thar nwestigation?

ry A [ absolutely wifl poc tell you anything dbnout

17 the [ES's business, becanse 'm well aware of the facr
p@ that it is their percaption that -— in fact, they are

Hm very strict abeur this, Bven witiin their oom

@0 Grganizaticn, ¢oe group does not koow the companies
@1 that the other group is working o, and [ have been
& YETY EJ.I:H.I.'H’ wxld that fr is a viclation of ooc

@y taxpayer’s rights for a competitive (AXEAYCer o Bven
=4 know thar they'te under tnvestigation by the IRS. 50,
rg Tdon't — eepardless of aoy protective owder, [ don't

ige 109 - Page 112 (30)
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m think it wavid be appropoize for me o disclose that.
@ G Oy, Are the subjects of the iovestgation,
@ if you witl, are they bmnded pharmacauricat companies
) or — :
& A: Some have beer branded pharmaceutical
@ companies: same have been genceric pharmaceutical
m companies. I can tell you — [ don't mind teiling you
W s, thac che only arena (o which I haee been asiced o
m voice opinions deals specificlly with the application
noy of their rescarch and developmen: tax credic,
@ Can you reli me if Schering s —

ita A I'Mm pot gning o - )
G — imvolved in this iovestpton?
nyq Az — even — [ won't respond 6o any of thoss

g kinds of questions far the reasons I just safd.
Q: Whar group within the IBS arc you consulting

(14
pm for? )
peg A: [dom't know what — I don’'c — Idon't know

gy howr they'ne arganzed.

gn O Olay

et A: 5a, [ really can't respond ta that gither,

@ O You say in your report thar the $60 million

@] EOTCONLINECRE pEyment can't rousonably be considered to
@ have boen a licensing foe for NizcorSR and the ether

9 products in the tgreement, and you aiso say that the

Paga 114

1 Fee was grossty excessive for the value received. Do

@ you remember sorrements like thar?

g A: Lzt me look at oty awn repart, if T may.

@ @ Okay, you should leok oz — I'm not trying to

m mick you, I provaise, but look at page 3.

;A Oh, here we go.You're reforring to the first

‘m couplc of pages of it? )

O Yeah, page 3 is where my noies my this was.

m A U'm gorry, wouid you ask me the questian agzin?

pey @ Yeah, my question was — [ was just oying 1o

11 orient you. I chink you say here thar the $50 million

na noOcontitgent payment cowid roc sezsombly have besn
t3 consitlered o have heen a license fee for MagerSRE and
the Ave orher prodocts thar aere imoleed.

[t4]

v A Iahsolutely foed thar —

pe @ Ofay,

pa Ar — the 350 milion payment was grossly and

py ingoncecivably a license fec for this produst.

pm  Q: Ofczy. Are you saying that Niacer and the other
py products — and [ know everybody understands that

r% Miscor is the main product e — dut ey wias noc
A worth 60 million as an objecrive mEmmor, or arc you
t2y pring farther and saying you doa't belicve thar

par Schering thought that they wene wonh that moch?

8 A: There are three slemenes 1o ooy Opinion in that

||

|

Paga
(] mearter. The first of these deals with the consteet of
m the agreement iself, that a payment of $60 millian,
m noocontingrot payment of $88 million for this prodact,
w15 30 far beyond anything that I bave exporienced ar
= koow about, znd at thar dme I belicve was the -— by
ot Far the largew noorontingear cash payment made for am
(n intlicensed pharmaceutioal, at least [ knoa of none
j tlrar wers as brpe,
m  The sccond is that the due diligenes condoct
[ it was caricd ow in proparation for this — this —
1] the cxmsution of this apreement was 5o abysally
oz inadeqoate that it defies deseription.
12y And thicdly, after the deal was done, fora
4 product for which Schering Ploergh made the largest
(18 notcomdngent parment of which Iam aware and had in
(1 the conrse ofthix plenned a very aggressive
n7 development program har was I belisve w czll for the
(11 apfmowzi of this diog io the Enmpean Union 3 mere 18
(14 manths after this icense was excomed, e Ber
Fn notwithstanding, che licenzee and licensor dict fmast
ey nothing to execure the development of this compound.
= This bchavior was s out of (ke oo far
@ anything I had ever expericneed, I bad ever hesod of,
ra and { could ever conceive of oconrring that the pictine
@9 o me secrocd uterfy and totally incxplicably

Faga 1T
11 ridiculfons, '
[ -
m A I don't know kow much more stronply [ can state
M thar.

{2: Mo, [ think [ enderstand the sirengrh of your
|\ conviction here, et my quesdos is, | mean, it souods
i like char you'te saving char you believe that 3cbhering,
@r in paying the $&0 milion, was doing somcthing ather
m than just acquiring the rights to these products based
wa on the lack of falloweyupy and the lack of due diligence,
o It sounds llte that chac's whar you beliove,
ra A 't aware but ave oot besn zskad o voice any
na apicion on the fcs that the agrecment or dhe fettor
nap agrecment had twa pares to i and ooe pare deatt with
ns an issue thar I have not been asked 1o opioe oo and
i will per. The orher part deaks with the posove
n7 license for dhiese products.

What I will cestify ro as suongly as [ just
did, that there is no way in helf thar chat $60 mifllion
wasz a license fee,

Q: Olay.

A: Schering is far too Infellipeny a company, with
73 far too much expericnee, (o have given a §50 miltian
g noncontngert fee for this product withouy some other
F considemtion well beyond the produsts thar allegedly

1o
[
R
=

—
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i belicve. Ooe is chat they were in a charimbilc mood;
@ the second is they got something clse For it: or the

tn third i5 they're just laming idiots, and as | said
 before, I don't belisve that, but that cerminly has to

B be looked acas ane of the possiilitics for tis kind

m of behaviar,

m I don't think «= I think [ was provided snoweh

W infosmnon to dew that conclusion sirnply because 1
™m ws provided, as far as [ koow, all the informaron

{1y that the person who made that decision had befare him
4] when he made it

g G: Okay Do you helicve thar yon're qualified to

1y g an expert opinion on how onch the NacorSR
(4 Iicense was worth?

vR A "Worth" i3 an interesting word, and I chink you
ug would have v qualify that. I think 1 am quire

i1 qumlified 1o snaice the smtcments thar I made abaue my
ne perécption of this payment and this deal io geaeral.
i G Ichink you s2id there was no way in bell thar

B the $60 million was 2 license fee. | take i ir's your

1] cxpert opimion cthar it wasn't wonh $60 million, Is

pn that coroeet?

p| were Heansed. )

m O: Oy And you don't see that consideraticn

@ being offeced by the Ecenscd products, 5o you think

(] hore WAl some oier considerznon at work?

®m A [do not see that ennsideration being anywhers

W fear provided by the licensed products, and sa eicher

i Scheting was in 2 very charitable mood or it got

# something elsc for i,

O Okay, Whar qualificarions, {f any, do yoa have
(o 25 a0 expert (0 opine on what Schering's motivations
[1f] wrere?
tg Az I'monot gure Iwnderstand that question.
an Q: T'moasking you what qualifications — asan
14 cxper what qualificationg you have 1o testify abourt
1§ what Schering's raotivation wes in paying the 360
g miliion,
1M A: Weil, [ have 20 years experience in the
1 pharmacemical indyisiry and Taave seen — either been
1 part of, have seen, read sbout, expetienced in one %y
a oramnther many, many deals, I have a prenty pood idea
1] of whart deals [ock Hke in our indusry.

& 1aiso, as | said a moment ago, bave

& consderable respect for Schering-Plough as 3 company,
¥ I have had cne incidence directly where [ was seckiog
¥ Schering-Plough a5 an inlirsnsing partsipant and

Parm 114
ol expericoced ﬁmthancl the type of due dilpeace and
@ behaviot that they carticd aur in that instance and
m bavc never heard anyone describe Schering-Plough as 4

Py A s maid, the operebive word 1s “worth.”
R4 O: Well, do you think it was worth $60 million

@ based on the information that Schering had at the time?

Page 120
in A The opemtive word is “worth * I don't chink )
= that I or anyhody clse wouid have made a noacontingent

Bl paymmat of 360 million for this licens:s.

W slipshod, mindless player in the ph.a.ttmc:ut:::a]

A ledusry,

m  So,if I ;an tuke my 20 yoars experience and

7 sy thut 've never secn a deal that aven comes closs

w [0 looking like chis, oumber one, and nember o, if oy
& expuriencee angd undersanding ia the indusery & correer
7 in that Schering-Plough is a nammal, you kaow,

1] experienced and capabie corapany, then I thiok it's

A masenabic to conciude chat Scheriag cither waaina

8 very charimhle mood towands UpsherSmath or got

¢ sowacthing clsg for i,

i W Gy In forming that opinion, did you ik to

1 any of the Seheting people invnived?

n A Thave not spoken with anybody fom Scheting

y abour chis matter

A Q: Okay. 5o, you're concluding that Schering was

1 either ig a charimble meod, 25 you put it, or was )
1 geiting something otherthan the Goensed producis our
7 of the del, you'te concluding that withour cver

1 speeaking ro anybody ae Schering?

4 A: Iam meaking the conclusion that — I should add

1 a thipd possibility o thar, which I don*t persorally

w G Olcay, Dv you think you or anybody else would

o1 have made 3 $54 nullion nokesitingent paym:m for this
i license? -

1 A Lecme curtothe qmc.’n:ﬂn that_I don't think

# anybody elsc would have made even a 35 odllion

M noncondngent paymeot on this product,

w - Q: How abouw §4 million?

nu A ITwouldn't have nude any ooocantiogernt payment
{12 for this praduct.

pay O And what i that bazed — why nor?

tt4 Az Beczuse I wouldn't have daae the deal that way.
14 1 wouid have done the deal with all the payrments

1€} contngent npon approval, successful approgval of the

07 proeduct.

tg O Okay Well, how much would you bave paic —

pm Icts assume you could pur if all it contingent

fu) milcstone payments. How muceh would you oranybody else
24 have paid?

ey A [think the —

rd MR, CURRAN: Objection, vagues Are we mﬂ::ng

24 abaurt just NiacorSR?

r M5, SHOAES: Yeah, Mincor-Sk,

For The Rerord, Inmc. (3Q1)870-8025
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1y  THE WITNESZS: [ think the frony of that
@ question is that the contogent payments that wege part
ta of this deal, withowr roy having to fover something and
w specudare, [ think oor can Jook at the conbngent
6 payments that vrete built in this deal, wirich totaled
m 510 milfon upon the approval of NiacorSE in various
M jurisdictions, $2 million for appooval in Japan and $1
m million for approval in cach of the pmajor countrics of
M the EU, is about what the — the rypical payments, and
fm that waitld be abour what [and prbably any other
1 person inters=sted in licensing this compowad would hoee
{ta paid.
px 5o, I'm meling dic assumption in znsweriog thar
p that, number gae, the due diligence chat I foead
ha Inadeqere was repaired. In geher wonds, that adequace
o doe dilipences was done and char [ came @ the
itn ceachusion tiezt I wanted to license the produce, Afrer
i I came to thar conclusion, which I'm creating my gwn
= hypothetical for now, if L may, after I had come oo
P that conclusion, having done the additianal die
gn dilipence thar I would heve required, then the deal
rzg that I would have consiructed would fave had nothingup
@ front ot very litde op oo, and the $10 million
8] pRYIMCNDs upon 2pproval in the various jurdsdictions
rst that ard achyzlly in this agreement, with the

Page
W substanove lovet, it's because thers's fidy iniense =
R competidon for the product; that is, there may be
B five, six, seven, eighe, nine — who knows, twa dozen
1 other major pharmucrutical compmnics equally able to
M license and market — develop and marier the produer
¥ #ho want i and then it becomes an ancson.
M Q: Ciay
w A You know, and so theq, you know, if Merck
m offers 32 million and I waat the produce and F'm from

Page 122 {.

1 =ssociated royaly ares of 10 1o 15 percent bascd oo
17 annual szles that agais arc in this agroomennt,

(5] %, o0 moe, tizis agrecmenr looks — assyming one
[+f wanrs the produce at il swhick is to oo a goeat

M assumption, but [l ghve you thar assumprion, asaming
) ane wams this prodect ar all, this zgreement ok

m reasomible, ordinary, typical, norrmal, exceept for the
m faer that ic's got this ddicujous $G0 million Bllvon
@ stuck on the fronr of {e, which is towlly aberwamt in
e wvery way, shape and form,

B BY M5. SHORES:
02 O Okay Is thers an — and I think yeons've sqid
tr3 thit you would have had no money up Sont, Is it —
141 hae there been $10 miillion up frone, weith the rest of
(sl the terms being what they were, wouid chat have beena
e easonable license foe?
(tn A Mo,
ng 2 No
ps A The upfone pymonrs, in my experiendce, ae
o dtiven by the — if you will, the competition for the
1 product. [ mean, the licenses always asnts to oy
rzr nething op frone. He wanes to pive nothing

20 roncontngeatly The licensar alemyy waars oo got as
=4 much 35 he czn get up fone Aed when the np-froond
j28f payments appear at all or carainly appear of a0y

i Lilly, [ betrer officr 33 million up front, and tfat's

o1 how it gos up there.

na In this insmnce, thens was no such

07 comperition. There was bo such aucton going on. The
td company had tricd for six reonths to fnd arybody oo
s ke it, and nobedy did. And $o now yoo ke one

M Company coming in end — and, you knpw, the up-front
N7 paymeot rmy be just 1o be a nice pary, I mean sore of in
b this — vsuafly licensing peapic are nice people and

el collegial, they might have just made the dea? look good
e by putting 2 millisn dollary up front. That's it

g1 Q: Okay. S0, in your expericnce — or your

Ex opinion i chat no one condd have «— chat absenr

® competition from other bidders, no one would have paid
R4 e tran, what, 2 million dollars up font?

=9 A2 Iwouldn't bave pzid more than x miltion

Paga 12

it deliarx up frons,

m O Well I'm asking you what you thindc i

m teasonmable. I mean, I think that's what your testimony

#t has been, )

| A [hope I'm a (casonabic pormon, andg (1

1 wouldn't pay mace than a million dolkrs up front,

t77 think anybody whe would be willlng K pay mome than a
m million doilars up fromr was being — [ean't say

= unmeasorszble, but was being irraricml,

1

nm O Ckay In forming your opinion thar there's o
I way in hell the $60 millinn was a lcensing fee for the
v products, did you — you didn't do any liver biopsies
0m of paticnts in the clinical wials, did you?

pa Az Idid no fiver biopsies in 2ny of the prdents

(s in chrdcal trizls.

ow G And did you consult with 2y tescarch

17 department? I mean, dg you kive z research department
o at CoreTechs?

rm Az Yes, we have 2 resezrch deparumens at

pn CoreTechs, but it was not calied upon to investigate
Ry this [szpe,

22 Q: 50, did you consuir with anybody in any X&D

@ diviston of any company anywhere?

ra  A: No,ididn's think it was appropriate for me 10
=5 share any of thiz kind of informapon with someanc

Far The Recnrd Tare ERaTRInRnr=s
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py else.
@ Did you cﬂnmﬂt any anirma! padcology dam?
m A There were no znimal xicology daea o which I
[} WA Drivy.
®m 0= All right Did you seel the input of anybody
# with any experience in mzdeeting pharmaceuricsis in
m Europe?
m A I can abbreviate this fine of questioning and
[ sy thar I consultcd with no one <ise abour anything
to relred o my expent opinfon in fhis entire QATAL
49 9 So,you f=l quatifled to render an opinicn
az; that there was o way in hell the $50 million wasa
a3 Hcensing foe by youssclf
W A I took the position thar I wouwld covicw the
18 inforoetion thar was avaiiable o che wlbceme
g loensew, thar is, 1o Schering Flough, ar the time it
17 odde that degision and essentially wricd 1o afford
i) oyself all the oppormeities, to more, o less, than
te they apparcatly had themsetves Thar iz, [ didn't go
m beyond the data orattempt to g0 beyond the data that
ittt were preseared by the licensor —
& @ Well, acnmily, I think you celisd ona rrumhcr
= of imternai Tingher-Smirth documenss thar Sehering wasn't -
1y privy to ar the time, didn't you?

Pame 127
ol that
I Q: And if somebody were askihg you whio — w
B recommehd an expert on the issue of pricing of
M pharmaceuticals in Europe and the choices were you and
= Mz, Furniss, whe would yau recommacnd o them?

m A Idon't koow Mr. Furniss ar all =

m G Well, you've read bis report, vight?

® A Uve read whar wms 3 very brief reporr, I
m believe,

pe @ Did you cead his qualificatinns and his
oy background?

A A I read his qualifications,

9 @ Andmy question is whether you wonhd racommend
{14 10 some pergna yoit or Me Farniss,

i A: [think thar [ can oaly speak 1 the fact that
r® [ would not be at all uncoméortablc reconmnendiog
o myself, and that's really ali [ can speak oo,

& Yiour said in your report that incxpengive,

s overthe-counner piacin wis availzble in scyeral

o Exropeln countries. Can yoo identify any sich

[2e] pooducTs?

= A Could [identify any such whart?

En O: You sy that gverthe-counter fiacin was

@4 available in paoy counies in Europe. Can you

9 Keotify what produces yont'te miking about?

m A I hicok thar —

. Page 128
up 0 Projecr meeting minutes and stuff like thae
@ A Yes, the ipformation such as that thar you just

A — that you just mentoned, the produdt — I meéan the
& PIofec e fmecling minutes impacted my decision on
@ what the pacdes did afrer the aproemant was signed.
w W Have you seen the expert report of Jim Furnis?
n  A: Tdon't recall which expert he was, Conld you

§ foitesh moy memory? _

o Q: Ycah, he wasa Schering expent who opmed on
q the issue of what price Mizcor could bave gotien in

1 Burope?

a A Yeah, I do recall that report.

¥ & Who do you think is more quulificd 1o give an

§ =xpert opinicn oo that subject, you or Mz Furniss?

8 A Iden'tchink that ['m qualified oo make a

- qualintive judgment. [ can sy that T can only spoak

T 1o oy own expertise, [ can't speak to his, [ don't

1 knowr him I've ooby cead his repon. chink Iam

1 qualificd &5 an expom, and that’s all I really can

N festify oo,

| B:Onthe idsue of pricing in Eurppe, you think

y you're qualified 45 an =xperr in char?

3 A: [thini that I have enouph experience in the

1 pharmzceurical industry to fake the domments that |

1]
pn overthe-oounter niacin is availabie nor cornbimed wirh
13 Ay othet product in the EU7

|24}
pa deposiiona of partics in this reacter, that issue was
ne muengoned and discussed and that's the basis upon
pA which [ made thay starement.

&
s testirenny that you've reud in this case?
1 A: That's correct

R
= ary of the parents that are involwed! in the
M sustained-redease niacin prodoces?

Hia]

Page 124
p A: What the mmes of the products are?
B Q: Yezh,
m A Ican't pame the pames of the producis Ehat are
l availabie.
a1 Okay. De you kaow wwhecher that nizeln s
@ combined with other chericals, whatever 1s available o -
r1 these European coumrics that you're taﬂung.:buut?
m A Ibelicve that piacin is availzbie boch in
& combimavion and noe, but [ don't know the names of the
no products with witich nocin is associared in che Bl
Cl: What is the basis for your opinion chat

A; In the course of reading various of the

& 50, it's just based solely on the deposition

0: Okay Did you review the pmsccution Gles on

A: That's an interesting Queseon, beomnss I —

1 made tn my report, and that's — [ woeuld stand with

R that's the one area where [ did oy to garher moes
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m infotmation, because the parent history as presented I
i the documentation provided to Audibert was rather
m scant, and so I did conduce 2 pumber of patcnt sexrches
M Irying to look -— not so much 2t the — Tmean, |
1z obvipusly wasn't rying o ok at the file wrapper in
w those kind af sinarions, but I was wying to see i 1
m conid get any informmion on enkirging oy ung:rmnding
m of the patenr posidon 20 found noching olsc chit was
™ subsmntive other than what had been provided.
nm & AsIadd up your caperience woddng for major
ity pharmacermical compranics, ar least a3 an emplayes, ]
A get about, I don't know, four and a halfl yeacs. Is
that ahoe righed IF you add Abbott amd Fufisawsa,
A: If you're asking for the period in which [ was
an cmployee of a pharmoceurical company?
G: Yes
Az Thar is abour right.
Q: Do you know how loeng Mr, Audibert bas becn an
smplayse of 4 pharraceurical company?
A: I dor't recail precisely how long he oras
employzd, I believe it was thour 20 years of morc.
my  0: You takr issus with Mr Audibert's assumprion
=R that Niacer5R would have been the only approved
@ susinedcrloase piacin product in the B wedl 2002,
pa Do you recalt thar? '

(]
)
b
L L1
i}
it
it
=
-3

Fags -
i and could do so well before the yrar 2002,
I Lo, the bortom line of this is tha if
g MiacgrSR was going 1o be approved in the EU, then
m Miaspan could b approved in the BU ac lozs 25 quickly
5 and certzinly before the yoar 2002 I on the other
g band, MiaeorSRE were 1o Ril and wers ot 1o be
m approved in die EU, chen the whols jome hecomes moot
m because of Andibert's axmumption of #ts being the only
= one prior w the yezr 2002 is not opomtve, because
Iney there isn't any.
i Q: Is Kos' Naspan on die market in any El.m]p:ﬂ-ﬂ
'z country today? '

g A Notto my bnowledge.

me 9z So, Me Audibert was tight aberur that, at

g leas,

ma A No, M Andibert mode the asmrmgrtion that

lirn Nizcor-SR swould be the ooty product approved prior w
4 che year 2002, and be's wotalty incommect abom that

i since Miacor3R i3 noc approved in the Z0.

pn 0O Yezh, maybe pou didn't hear whet my question

pi1 was My question wazg whether he was rght in assuming
po that Niaspan would pot be on the mzrker in Ezrope in
B 2002,

ey A I can'tsay It's nor 2002 yor.

s O How about — do you think it's xoing to be on

. Faga 150
A Yes, oecall thar

@ O And my recollecrinn is yoo took issue wich thar
@ assumpron on the gronnd that Kes' Niaspan producr
i cowd have beon approved before then.

m MA.SILBER: Ohjct:mm mixstares his

M [ESthnooy.

o1 M. SHORES: He hasn't pestiiied e chat ar

my il

m THE WITNESS: I'm not sure [ undersand your
trar question. What I wouid respond Lo that general zrea of
[t questioning is thar as [ endezsmaad it, Me Audibert
(17 made the assumpiion thac Miacor-SE would be the onoly
3 sustaincd-relesse niacin product incthe EU ep to the

ne) yoar 2002, Whar [ kncw was that the Koz prroduct was

us appnrved in the summmer of 1957 —
1@ HY M5. SHORES:
pr Q: Whers?

A -= inthe US. andmulﬂmnkccﬂhcrnftwo
assurmprions: Either the prodeet would oo scii in this
countey and woold fil in this counrry, in which case
it would not — no one would seek o marker it anywhere |
eise most Likciy; or were it 1o succeed even modestly
in this country and were there to be a perceived nmarket
for a sustained-relerse nizein io the EU, then Kos ora
Kok leenses mvsufd have see=n it to t2ke it mto the EU

[45)
115
2
t1]
=
[p ]
=1
=5

Paga 1.
1 the rmzrket’in 20027 ’
@ A: [ have no ldea what Xns' planc are. In Bet,
m one of the bits of information that I had asked for and
g hoped to have prior to trial ia exactly that, you know,
= what che satus of Hos' efforts are in bonging the'
m product inw the Eurppean nion,
@ Okay.Arc you fumiliar with a sotin in
m development called Questor?
m A Mo Pmaor
pr O Okay
1] Lat mem just fake five meinutes and fErdsh up my
pe alofred time for e nwoment.

[ £A brigf recess wad aken.)

[} BY M=, SHORES:

ns  @: Mo Auslibert made same asspozptions about whar
pm tratoer shere he could obin in Eenogpe, Do you rocall
r7 those?

A Yes T do.

pm  @: Do you think those were reasonahie or

R unreasoaable,assuming the product had beent appravedor
g1} wouid have boen approeed?

=t A Assuming thet the producr would have been

& approved, if T remember correctly — and please cormect

@4 M if I'm wrong — he 2ssumed that he woold ger 1.5
71 peteent of the toml market far hypercholesteroiemic
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t drups, and I chought witike that was 2 smal nomber, was
@ anexceedingliyagrressive number and weli heyand whar
ty thought was a reascrable projection for a couple of

(4 [easons,

m  Fiest of all, his assumpuons wote based on the

m wotiiwide marker with the excoprion of North America,
1 buc bis asmmptinons in ceality ondy dealt with the

# European Union, which represenes, you know, roughly

P half of the interoational porket, of the pea 115, —

ot pon-North American market, 5a, ke was excluding a big

n chunk of the world in — parmicuelarly in Japan and the

1 Far East, becanse Schering daesn't hawe a strong

1y presence thers, 5o, that roughly meant that he was '

1} going 1o have o get about & 2 percem matkct share in

Page 1245
i with cur eo-respondent, UpsherSomith, we have divided
A up gur allsticd, soven bours, inm theee-and-a-half-
@ hour segments, I think mine is approaching the end. I
W reserve the pight to resume in the avent thae Mr
® Curran an behalf of Upsher doesn't use all of his
A allotmed o,

(| Thank you very much,

m  A: Thaok you,

m  MA CURRAN: Should we ke 3 lunch brezk now?
o MR_SILBER: Yegh, thar probably makes sense,
iy (Wherevpor, ar 12:15 p.m., 2 luneh recoss wiis

114 tken.)
L]
(14

1) the EU, ballparle caleulaton. 5

g Recogniring that the oiacin products bave a ™

7] mimscnie fraction of the madket, I believs it is weil 17

1 — way lcss than 1 percent, I think it was cven kess 1y

0 than 0. — than 0.5 percent, he would have to greatly -

#] expand the market for the niacin ¢lags of compounds and g

m then got 2l of it and so [ thought gt this was Br &)

G AgpTessive i assmpnen, even though when ooe e

= throws out 2 small number like 1 and a half pezcent, on By

wi the sudface ir can kook madest, 24

% @ 50, you deo't think Schering oould tawe e _
Pega 134 Page 128

1 achicved thag? m AFTERNOGN SESSION

n A Well, if we g with a hypochetical, you know, = (12:55 pmr) _

3 the assumptions that — 2 EXAMINATICN

4 Q:Yezh. il BY MA. CURRAN:

9 A - 1rhink you'ne meaning. M Q: Goo aficrmoon, Dr. Levy. I'm Christopher

m G Righe ' . @ Curran of the Ann White & Case represenring

n  A: Tharthe drag was approwed, the drog was

5 approveid in the ime frame and with the indications

7 that Mr, Aadibere projected, which, 2 Ty szid

1 before, I don't believe would huve ocearred, but even

I [fone assimes that, [ sdll don't think thart the. .

¥ product would have achieved 1 and a half percent of the
4 non-North American worldwide marice: for hypertipidemoe
4 agents,

§ Wi Are you cwrrentdy involved in any wsnics?

1 A Yex [am

7 0 And whar serr F Bwsuits are you imvolred in?

q A Wl soroe are the Invernal Revenne Serwvice

4 matters that I don’t want to speak pou on

¢ O Qkay

1 A: And the other is a lawsuit thae Lhope is

1 dismissed oo Decomber 4th, which invgives 2 libel suit

1 that was brought against me as a defondant by a lacal

1 fporball coach.

1 GQ: Under our agreeme ot ar Schering's agrecmerntt

M Upsher-Smirh.

m  Sir,you graduated fom Yale Uniwversity in
m 19637

v A Yessir,

1M €5 Dnid your coumse of stdy colawe to the
i valuatog of pharmmccutical dougs?

o A AxYalc?
4 Q: Yes,
s Az Mo, sir

@ And then in 1967, you received your MO, depres
1M from Coluribe University Colleze of Physicians and

i Surgeoos, correct?

rm Ac Yoo, mic :

re & In studying and amaining your MDD, depres, did

F1 your siudics focus on the valution of pharmaceuticais?
gn A [think pobrzining an M I degres and rhe

[ varicuss basic science and cfinteal eourses that I had

Rq to take certinly relzted to the use 2nd valuartion of

ks pharmmceuticals.
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t1 @ The fnancial waluten of pharmaceuticals?
m  A: To a yery limited extent, becanse we had some
m courses in medical economics thar relared 10 the
i ecooomic roie of varions elements of che health care
1 FYSTEMM A5 i relares 1 the ool kezfth cles cost.
r  Q: s not your positien that anyone with an M1,
m degres has expertise in vaiuing pharnaceusicals, i3 it?
W A I wooki -~ ! would sy chat cvtnmm:wfr'han
® M.D._degrer has more knowiedge relevant to the
nm evalustnng of a pharmaceurics] than does the typica!
v Taypersen without such training. If you're — if
(g you're asking witether the M.D, degror is sofficient to
1y render a person able 1o make a fulf valmrtion of a
v phaemzceutical, then [ woudd szy mos fikety nor,
Coim Qe Ler’s tali abont vou personaily. You refetred
i1 o 2 specific conrse yon mak st Colembiz What was
o that course again? .
tim A Iden't recall the dtle of the course,
na Ok Butir had — you called it medical economics,
== is thar whar you said? :
Y A: We had courses in the — in the arcz of medical
T scounmics.
Ry O: Az pam of thar couwrse, did you anztyze the
R4 fimzncial mlusmon of pharmmceetical price — _
5 pharmaecntical products to be licensed inand our?

Fage
M A Mo, thar’s noc correct. I did 20 internship,
@ £ Where did you do your internship?
m Az Idid part of it ar the Universicy of Colorado
M Medical Cenier and pare of it ax the Massachpserns
m General Hospital,
w 1 Why didn't you lise that in your repor?
M A! Thers were 2 ot of things cher [ didn'c list
i in my report, sic, | Just didn't think that was
tn somcthing that I wamed — that I arcded 1o Iist in
'@ cooms of, you know, where I didf roy intecnshin.
m Q: Now,at the Natonal Instimites of Health, you

i1 did cesenrch in virology 2nd imcmnelogy, correct?
tn A Yes thai's correct.

14 Q: And you pubiished the wodd's first paper on
na the n@mmalion gene thempy, correct?

ra  A: Thai is correct, yos,

0 @: Has anyone published one sines?

rm Az Irthink thers's been a fic number published
1 gince chen.

@ Did your work at NTH deaf with the fnzocial
rn valmtion of pharmaceaticals for purposes of

ra inlicensing or oum-licensing?

= A: The zeason I'm hesicting in answering yor
Re question is thar | think that any af the experiencs
= that one gecs 28 a hezlth cane profession:! aza.

Page 128

m A: Now you're asking me, you know, an artay of

@ differenr questions, These were general Coumtscs forant
M 10 give physictans an widerstanding of the costs and,
M cconomic particdmdon of each of the clemems of

m health care in the overall care of a pariene, They
‘M wers 1ot meant to teach urhow to in-license or

m ourdicense drugs.

!  0: Or how to valye drugs for pupascs of

@ indicensing or out-licensing, coooor?
e AL Well, I would aot agrer to that, because the
iy rerm “vafue” is @ very brozd-based rerm, and cenzinty
ia 2 physiciin in the course of his baining xnd
t% EXpenence as a physician probzbly develops the most
He Important informmtion reoquisice o valying a drug; thet
0% is, the clinieal utitity of 2 drug, which is by fr the
ta most mpomzet element contribubng o the walus of the

1 drug

e 4 The fmaaciz! valec?

pe A Any value,

ea Q0 Choy. Did you study comps in med school?

e A Wonld you deflne “comps”?

fzn @ Yos, compambies.

=y A [don't know wlat you mean by “comparabies.”
et 0 Olay, Sir, then you went o the Navonal

s Insticures of Hezlth, commect?

BFIRRH

Page 14
M persom doing research on one of the modically orfented
¥ soiences. basic sclences or clinicsl sciences, all
mr eontributes to onc's nndermanding and appreciadon Sir
¢ the value of differcmt thetapics.
= 9@ Okay, that's why you werz hesfraring? _

| A The rcason T was hevitting was [ was trying to

m formiiate Iy 2nswer, sic,

m U Now, pou went to NIH — did you say befoce to

m #void serving in Vietram?

e MR. SILEER: Misstztes his testimony,

MA. CURBAN: It's a question.

12 THE WITNESS: I wowlin't dignify that quesdon

03 with an answer. The answer 1o that is no. The answer

(W — [ went to the NTH becguse T was formmre enogh o
05 hove the opportunicy to serve ooy connrry doing medical
tiM rescarch &f oor — at the Mational [nssmres of Healih
n7 in Berhesda, Marytand and was one of the peapie

ites selected out of 19,000 spplicatdons -- applicznss,

EY MR. CURRAMN:

e

Ry O: 30, you applicd for that position at NTH?

@ A: [appiicd for that position and got it

pa K 50, you weren't forced 10 go 1 NIH, were you?
En Az Dwas not forced to go oo NI that's correce
=0 Ot You electad to apphy.

pa A That's comeet.
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m & Olkay.And you gor ko, and you elected o go.
m A Thar's cormect.
O Sinin yourtime 3t Boke, did you specialirze
i o valuing pharmaceurcal products for pucposes of
@ indicensing ard/or ourlicensing?
m  A:Idid not specialize in any of the aspecs of
71 commocimlizaton of pharimceuticals, but once again,
m oy expericoce af Duke hoth as 2 sesearcher in the basic
m Srienoes as well as the clinical sciences and my £3ring
1 for patients ind lesrning dbout the needs of vatious
1} patient populatons for different kinds of treatments
s cerminly developed, again, a considerable and
13 eooromausly valuable perspoctve on the valuzdon of any
1 mode of thempy, most marmiculary pharmacenticals,
15 Q: So, nowenar the ome you left Doke i 1981,
g WEIR You an dxpert if the vaheadon of phireocenbsal
7 products for indicensing and put-licensing?
A I'would oot characterize myseif in 1':981 as an
i cxpeai on the inlicensing ot outliconsiog of
a phzrmccuticils.
O Do yoo think anybody woukd chardererize you at
m thar dmre as having been an expert in thar Aeld?
m A Toan't speak to what other peopie wonld
1 porecive e as.

Fagea 143
i congidered me so, and [ s2id ir's passible that they
@ might have bue T can’t speak: to how others might or
Pl mught oot have perceived me.
Bl 8Y MR. CURRAN:
m Q: Dkajr.:m: you done wich thar angeer?
® A When I'm quiet, [ thindr i'm done,
m O Okay At the tme you ke Duke, were you an |
W expert in the imaocial vahmton of pharmaceuticals
tq for purpodes of inlicensing and outlicensing?
o A When Ileft Duie, T koew very tirde about the
Pl general prea of fance.
n7 @ Does thar mean you did oot — you were nog an
7 cxport at that dme?

4 Al My answer speaks for isclf,
s & Arc you decliniog to answer that question?
e A& I'm oot declining, Ithink e already

17 answered it

tm @ Sir, after Duike, you wenr w0 ARbott

st Laboratories, correat?

@ A That's cocrect.

] Q: And you were the vice president of
ez pharmaceurical resezrch, correet?

= A: That's cocrect.

@ Q@ 'What wess your tesponsibilides io chat
= position?

5 O I'm sorry, whar was the fast —

Page 142

11 Azl can't specuiate abow what perceptions gthees
# might bave bad abont me as apything other than — on
3 any subjecy, and I think I couwld only speculare as o

o what [ would perceive owyself to be. It would pot have
8 heen unreasonable becdnge of the anure of the fesmamch
n that I dic and the exposnre that [had for somenne to
7 have perceived me as baving expertise in this arena.

v O: Well, I'm not saying having experisc {n this

o arcog [ said, were yon an cxpert in the financizl

3 valuation of pharmaccuticis for inlicensing anid

11 outlicecnsing? -

71  MR.SILBER: Asked and apswered.

® THEWITHEES: I don't beleve that's what you

¥ Said, awrker one, 2nd aumber tao,as [ iried to testify
7*hefare, cach of the bodies of experience that I got

q aloag the way, uf, o and inclndimg oy period ar Duke
n ending in 1981, contribured grearly o my expemise in
g the vaiuaion of pharmaceutical products,

L You asked me whethier when I3cf Duke in 1981 1
1 world comsider myself po Be ag expert o the

1 inlicensing and puac-licensing of pharmaceitenls, You

1 did nor w2y anyrhing abour Bnancialin pour

1 questicaing. I said I myself would not have considered
1 mmyself an expert.

. Fage T44
i Az Ihad the responsibility for afl the
@ pharmacestical resezrch and developmene of
M pharmcenncsl pooducts st Abbot Iabamtorics.
M Q: Inthe entice company?
m Az The ¢niirc company.
m G You wene responsible for the whole RE&D
M dcpErtmene?
m  Ac Ididn™t say for the whole R&D deparment. I
m =id for pharmacenticais ondy,

b G For pharmaceuticals
1 A Ve
vy O Olay Were you responsible for the R&D

ity depaytment as fzr as pharmzcsudcals were concerned?
e Ar Yes L was.

g 8 56, everybody else in rthat area, RE&D for

g phacms cearicls, was eporting m you [5 that

1R correct?

nat A Yes Yes ail the people in research dealing

ue with phidinocenticods reponed to me As [indicoted
pm erdier, there werc in some of the foreign

e jurisdicrions county mansgers who had eporning to
i them varicus people involved with ciinical rescarch,
7 and those people were nor uoder my zepis, They

¢ reponed directly o the counery manager in charpe of

1 You then asked e whether others exghc have

Ry the couniry invahqed. and they wseally hed — not
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! always, bt they usnally had a dotted line to me.
@ O And when you got to Abbor Laboratorics, their
o reseaich poogram was moribend, comreet?
A In my apinion, Abbor's pharmaceurical reseaoch
g was morinmd.
#w® G And you mrned char amgnd?
M A I's my pecception that I did tern that argund,
W yes.
m A Aod you ke credit for Hytoin, Bizxin,

pe Ritonavir and other drugs that came our of Abbortr

o1 durdng rhar time frame, comrret?

MH. SILAER: Objection, missmres s repott

[LE-]
pm THEWITNESS: [ don't take crodit for those,

my forany of those drugs, You koow, a5 the leader, 1 gct

b the wone af the erganizacion, I recnuited key proplc

pe ioto the oreanizadon, [ fought for respecabitity of

ren the orgapfzation withio a company plere wes referred o
tm ticn as purely marker driven, with K&z having finis
() inpnt ino the decision making, 2nd spenat a Iot of my
Em time trying to change that percepdon.

gt [apentalot of my time bullding mhtionships

ma bereen che RAD workd within de company zod the
A vafous cammercial camponems of the company in order
24 0 borh gain some especmbilicy for us and 1o gain the
7 credlbiticy negrisine o the fanding needed to £ffecra

FPane
1 rrrketed drgs?
A A Yes broause [don't fee] comfortable taking
Fr credit for other poople’s wodc, T didn't ;e thosc
# programs. Those progmams {o a f2ic scosc were
(% initated by various peopie who weore under my aegis.
& You know, for instance, the renin program was — ifI
BT Weft [0 mame 3 person who stareed it it was Jake
m Plattner The Ritonavir progmm, if T muncd a person
m who seazted it it was Jonathan Sreer The Hymin
i'e program, if [ nzmed 3 person who started it, it was
i Jarostay Kinc!, and s0 on. ¥ I wanred o nome the
0z person who strred the Blaxin pmogram, r wes Prabha
rd Ferozndes.
a1 So. it would be unfair of me and tazally
b8 inaccurate of me to say that I started those programs.
1 1 suppotted those progmms, and [ creared the milien
itn that erzbled those programs to be done, and at best, T
(e creased a milieu and brought in peopie into thar mitien
o that could gonerate those kinds of cone eprx andd {dezs
=m and projects 2nd implement thei.
B Q: In your judgment, did you suecced in helping
r Abbotr’s teputation and ercdibiig?
b A: ['m vexy proud of tha I think that — wrll,
=4 what some of the peaple who were at Abbort and zre
et sgiil at Abbott would say s thar the perfod diring

Para 144
tt mreerround in the company [ think # wonld be
@ insuiting o the people who worked in the RED areus for
me o mke credit for their discoveries,
I think that where my crodit is most due is in
creativg a milicy in which fne resezich couid oooer
and convincing managemene to help fund the ¢reation of
that miliew where Broe research could aocur
BY MA. CURRAN:

Q: Did you start the programs thar ked 1o scverz!
markered drugs, including Hyvrin, Biaxin and Ritnagvir?

Az Again, “start the programs™? The way we worked
wis — I cap rell you my modnes operandi was o solicic
rtn fom che entire BSD smit ideas in a variety of ares. .
4] Wethen setup within the company what wmsz povdefchat
0% | had learned in academtz in terms of pesr review We
g aceually even catied them study secrons, where we had
rh 20 array of scienrists both waithin and wichout the
(| CorspasTy to examine the vigliny of the various ideas
ny thag were put forth, aod cwr of that peerevicwed
Pt proceRd cmerged some projocts, some of wihich Ied 1o
) thosc varioos compounds, ! had (e Anal approwval
ez withio RA&D a5 o whether those projects mouwld be
% recommended oo top munagerent for funding.
20 G Wers you uncomformbie with my terminology when
29 [ asied if you searmed the programs chat led to thase

%
]
=
5t
|
|
]
Ll

i
i

pa

Fage 1:
1 which 1 hicaded RED were the goiden yerrs af Ahbott's
@ rescarch. That is not my terme that's theirs. We had
M someiing very specixl during that perfod, and
W virmally everything — everything — thar Abbo is
® selling roday was inttiated ducing chat period.
e G You referred easdicr to 2 produce coming out of
71 Abbor that was a first cousin of Gipm.
w A: Yes.
M 0 Which prodect was that?
A You know, I've forgosten the brand name that it
i carded. It was 2 flracin, bectose it was a member af
tra the quinoling antbiotc series. I just have forgomen
[t the nzme of the drug, because char mame was zctually
ir4 appited after I left the company. The product was
9 approved under the acpis of 1 oan mamed Andee Pemar,
ng and thar would have been — ok, I wonld say in the late
1A cighties af — more — perizps svan the carly nineries
ey when that drog was fnally approved,
(O But was that deeg doveloped while you wers a2t
R Abbor? ’
e A: Ir was discovered when [ was at Abbarr, and the
2 prechinical developraent was begun; that is, svme of the
k= formutation and oxicodogy studies, But 15 I'm sere
% you're awarr, the path that a new eompeend travels in

=9 the pharmaceurical industcy is a mrher long one and _

Frem sl raE——- - . - .
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i lengrhy one, and the discowery projects that jed to the
@ emergence 0f those compounds or that compound in
@ partcular was begun under ooy aegis. The actuzl
p development in terass of the bulk of the climeal trials
= and 26 on were done after Ilefr,
m G Now, thae's the drug thar you also estified
@ earlier was subsequently withdrawen fiom che omrder?
m o A YRS i s _ -
M O: Arnd you aiso referred o people dyiag on
no agoonzmt of that drzg?
m  ArIdon't thiek I said on accpum of that drug.
7 What ppened, as far as Lunderstand it — and [ am —
1 oy kmewdedge of this is what's in the publie domain. I
v hawe o, ou know, na pervileged ktowiedge of witar
15] kappencd, As I undersmnd it there were a pumier of
wm destths associzted with administmtion of thar drug
m postapproval and that the diug was voiunfarily
w withdrawn by Abbortt.
wm & So, thers were dearhs assaclated with thar
x drug.
o A Yes gfr ..
am @ And this was 4 drug that had been approved by
m the FDA? -
W A Yo sin -
g G How does thee happeo, that a drug goo appooved

Paga 151
m death. S0, an analogous thing could have happened with
R this quingline antibiodge ar with other drugs that had
A been withdrawa: post-approval,
w O Now, this antibiotic developed 2 abbaco, was
&5 its pmblem — wag irs safety problem hepatoroxicity?
Az SirIden't recall whar the pature of the
@ toxicitdes of thar doyp were, T just have no
® recoliection of that at all,
#n O Buf it tumed gur ther thar drug was roxic ro
ilil:lh humans?
i A: It killed humans, yea, sir, gr it was
t+a associategd with the death of hunmas iod was purpored
o o have caused dhose deatrhs,
oo S Purponed by whom?
itm  A: I don't recall that, siv, T mean [ think
n| that 3% you know, whenever 2 sertous adverse svent
HM ocents when a patient 5 wking 1 drizg, that becomes a
tup ceprartiblc event, and those events are repocted o the
it reguiatary agencies involved as well as to the company .
R that sponsors the drug, aod I doa't kaow all the
=1 circumstances with that.
22 Wirat I belicve I remoember — and I'm ceally .
iy digging deep into my memory on & pacer that was oot of
R pardcubr impormnce or focus ta ne — [ Belicee thae
(2 thete wete deaths that were reported to Abbow and 2lso

- Page 150
ot by the FOA angd it coras ogt thay i is associaned with
= dearhs? .
A A Weil zgain, as I'm sure you're well awuace in
¥ the pasition thar you have 25 Cousel toa
3 pharmaeccuricsl company, you ame well aware of the fact
& that dnrg disconvery, drug dovclopmenr and drug
7 mackedng is & business Bzughn with congidorable sk,
6 Drugs fail ar varigus smages, inclyding pestappmval,
m Clinical trials teprosent @ relativety select
a population of patients, even large clinical trigis,
y very small populztion compared to the population ar
% [arge, and the clinjcal crial: ane dope on patients
3 that may or pmy not represent the full spectrem of
4 penetic diversity in the patient commuricy zt licge.
b For insance, this porming we hoard — 7 way
1 asked questions about some of the cxclusion criteria
7 char were appled 1o the Macor-3K trials, and so
W patierds werne ecluded fom the stedies chat kappened
r o heve slightly elevated hepatie enzymes. Onee the
¢ drug is approved, thire's 0o Proscripbion AgAinst
| physicians using drugs n various aod sundoy ways,
1 including offlzheling, and ir's conceivabie thata
1 hepatowoxic drug could have been wsed in a patient
1 pepularion chat alrcady had mild hepatetoxicity and
1 that the drug wowld exacerbare thar and even cause

plea]
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v te the FDA znd that Abbott, in anticlparion of the

@ FDA's withdrawing the diug, voluncrdly withidicw the
m drug. [ believe that's wint happened, but I doa't koow
i that for comain,

= @ Now, Abbot you said discovered the diug,

w corroct? Is thar what you said?

7 A: That's cormet. )

m 4 Yeah, and then conducted yeats of clinieal

@ trizls on the drog, corecn? .

s A I — the trials were conducted aiter [ laf thic

i} compzny.l ¢in only predwme that there were yoar of
fuy irials.

@ Well, on whar basis do you presume cha?

o Az Bocawse it usually rries yezrs 0 conduct

r& clinical trials on 4 drug 1o wain approvat by the FIA.

1 O Have you eyer done any digging into the

[17 alleganions drat this intibigric product was associated
. with kilfing peapic?

A: I have donc 0o investigationa iato e I did

{2y tadle with two very progunent people in the diseavery
@1 and development of that drug, Andne Porner himsclf and
=z Frabha Fermandes, boch of who renmin, you know, good
21 friends of ming, snd Andre was prety distmught over
t2p i, because it had been he who ehampinned that

s particular analog, as apposed to one or v that
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i wirtually everybody ¢lse ino the organizadon thought
@ had a berter prodile bt wax abooe a year behioed, and
A Andre was guitc anxious to get tirkds drug approved forz
(n variety of rezsons, some of them personal and some of
M them corpomee, and felr very guilcr aborar chat,
m Decause it wound up essentally killing the whole
m program, hecause the ey compounds had = T;.:r:ttcr
m preclinical safety profile 2nd pmbably wortld aor have
m had the problems char thac drug had. We'll nover know
(o that, beczuse thoy were not taken fimther ine
] devciopment,
[ S0, your quesiion wzs whether I did any
0 investization on ik Investgation wonid imply —
iy would to me imply more than Idid, bae I certainly —
[a Andre acrually clled me, begsuse he was upset, zod |
ron was his boss, and he wanrted to ik And Przbha has
tin been a very good friend of mine, you know, since we
a were bodh atAlborr. [ ired her at Abbor, and she
11 has remained a friend sinee then, and she's taiked a
t bit about it, bur I woulda't consttute — that in ooy
@ Tind would fot constitete an investigorion,
O Weren't you kind of curious to get to the
tm boteom of the issuc?
mq  A: I wuuld have co sy that as a scicnzist, I'm
= atways curioues abour utforesecn events Like char 1

Fage -
[ vice presidents of phammnaceucical resczeh betweoen me
wf and bim, and he was — 50, he was — Norm Weiner
m foifowed me, Fred Murad followed him, and Anrre
f followed Fred Wurad. )
M @ But now while you were 2t Abben and whils yuu
m waere vice president of phermaceaical research, Andre
/M Pernet reperted to you, coomoct?
m A Yes, sir
P @ What was his pesition then when he wgs
I PEDAOCTng B pond?
r  A: He was referrcd to as the area head of
(13 anotiliotde reseanch,
a4 And you say he was discaughe about the Ger
tial that this andbiodc purportedly killed peopie,
115 corteet?
pa  MR.SILHER: Objection, misstates his
[T testimony.
lom  THEWITNESS: I don't recall whar I said
i before, What I will 32y now in response to that is
@1 Andic sought me out, calted me up when this happened,
rn 2Qld mc about i, and cried, and he eame over to my
= Dowse, we had dinper roprther and [ think justasa
m stedenc-mentar almost kind of relatonzhip, be and !
2y taliced throvigh the — chrouph the issie, and 5o I think
2t he — you know, when 3 non calls up his mentor and

Page 154
m recognized har ic was oo oy plece to attemps (o get
® confidentiaf informadon our of Abbort 1o which [ was
m nar privy, nor was I so bored with the orther eements
M Zoing on in oy life thar [ wanred w make a project our
m of inding cut what wens wrong with that deug,
) Sa, your quesion was, was [ curdous? Yes, I'm
m curicus. ['m sl curions a3 vo ¢xaccly what
m happened, Would [ likcly have found ourt amyihing morc
m than what's ino the — whir's made public wese I 10 kive
i glven in oy that cerigsity? Pmbably nor, becwse I
111 think that alf the informarion that was avaitzble to
7 anyane, even uader, you bnow, confidental condirions,
1A was cerminly made amilable to the FDA and to any
par ather body thay wanred o {nvestigare it and I don't
(15 think they hawe any <lear answers, Onc mrcly gets
1y clear answors as o why kiosynoratic +ffoors ocour
nn O S0, you never asked Abbor o provide your with
ne infocmzanion reladeg o chis omther?
9 A: [thought thers was na — [ had no right to ask
ot Abbert for infboatation on dhat matter,

g O S0, }'-a::u didn’e

pa A Tdid not

&n G Whar was Andre Pemct's position at Abbon?
249 A He was vice president of pbarmaceudecal

e tescarch, and e followed — well, thers wers rax other

Paga 131
tn cries, I suspect that means he'sa biv distzught.
] BY MR. CURRAN:
AR G Were you discragght?
t A I wpuldn't charactetize noy rexction as
® disrmaught, I mezn, I dide't cry. I didn't feel any
# il ower the Bsue whatsoever I had no role in i,
@ ithigk that ary human being is distraught over the
.M lox= of another human being, and so 1o thar cxrent I'm
@ sure [ wad sad. *Discrzught” is probabiy 1o stong a
ey wond for whar 1 feir.
tn 8k 5o, now, this was a drug discovered st abbott
0 while you waere [n charpe of all phartmcersticst BED,
iR correct?
(4 Az That's not cortect [ iniriated the program in
19 quincline antibiotics. At that time, there was a Class
tet of drgs, the lead compound of whick wasa drug called
n7 noriloxscin, that's made by Merck, and chis had a very
e exciting apecinum, and we inid=ed = Drofect to Iy I
4 find grther members of this ¢lass that wewld haore
RN Certdin advamzges relative o norfloxacio.
By We formlared a chemics) tezm, we had some
t=1 chemical — chemistry objectives end some pharrmcology
wa and microbiologica! objectves, but by the Bme 1 Ieft
Ee the company, that specific tead compound had been
= Syrthesized bur was in the poocess of being evalunted
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m ia all che clinical — nat clinical, preclinical
g rtednng, amd 53 i hadn't coereed yet 552 prooduct
o Candidrte,
@ Q: But the compaund had Been discovered, correet?
g A The compound hed been discovered.
m QO Aod while you were at Abbot, correct?
m A Yes,
m @ And Andre Permet was a subordinane of youny”™
@ thers, correct?
i A Yes s
i) @ And he was the principal champion of this dmg,
[ cociect?
3 Ac Tharis corrocr,
M S Aod when it ended up killing peopte o
a5 purporicdly killng people, he was discraught abous it
W correet?
M A Yex air
1w O Sit, were there any other drugs developed or
1t discoversd during your stint ar Abbout thar purpomedly
= killed people? _
an Ao [ can'r think of any dnus that were discovered
z when [ was ar Abbon - in fact, [ can't think of any
=) dtups that haer even een made by Abbott in any way
u1 other than thix one drug that has been assoctated with
# an unnsual Sequency of death, I'm sure thar abpwost

Paga 159
m Q- 5ir, you were the director of antbiotics at
m Abbott, corecr?
@ A When I first arrived, this tasted for omvbe
bt three wecks, I was the — my actual tide was director
i of Diviogical rescacch, bur most of Abboon’s hiclogical
m [racarch was antboehes, so [ orver reqfly knew what
A my e was, It didn't last very long, becanse they
m told me I was geing to be a vice pregdent, they just
® had to ger it approved. Se, I was director of
1o andbiotics or direcror of binlogical research or some
1 director of something for a brief period, tRen I was
& toade a vice president.
[\ ﬂ' 8ir, whar business is CoreTechs Ccrpnr:m.un in?
te Az CorcTechs does cwo things, What it spends raos
1[:9, of its dme on and derives poost of its reverue fom is
v the deveiopment of eatty stage companics, and cthe other
i1 pRaf the toyeoues of the company involves conmultng
et assiprunents such as the one I'm invalved with now, but
|ost wsazally e in suppore of linigadon, but rarher,
pm fonsulting assignments for typically the imestment
B commumnity noking to evaluage various oppounities.
e W Well, you said ezrdy stage businesscs, is hall
g of — s balf of CorcTochs' business —
R4, A Oh, & more than balf,
gy & Morc rthan haif,

Pae 152

.1 every drug is assoctared with death fn some way of

m® other, but not o any neticezbic or measumble exicnt,
@ U Well, this drug was pulled fom the market

M bocause -

i A Yo

B G — it way associared with the death of people,

A cnrmect?

m  A: Yoi Beory d:ug — It'sa n:li::hc bur every

n drug bas side wffccts, ang if nsed in eaough prople,

o virtually every drueg, including the most benign drugs,
1 aspirin and Tyicnol 2nd these fypes of drugs, you know,
4 have Deen and will be associamrd with scrious atverse
¥ evenss. If 2 druy is used in millions and millions af

4 people, even if a minuscule frzcnion of those peopbe

& hawe in idiosynosatie reaction an pouseal rmction 1o
n the drug, it will be sesn, but this doesn't imply that

7 there"s aaything inherently wrong with the drug,

¥  Thequinoline anribriotic thar we were speaking

E uf earticr weat beyond this and cavsed serious adverse
7 cifects o a far rore than accepzble number of

n patients, angd it had 0 be withdeawn. I can't think o

1 aoy other drug that T was iovolved with ar Abbott — in
1 fact, I can't think aof any acher drug at Abbotr,

4 period, that has had to be withdmawn for safery

§ IRASCNS.

_ Fage 180
m A Mostof our eveene comes from che value of the
B OQuWity thar we get wizen wie butld — when we build a
i baisiness,
M O Mow, in what indusiries?
s A The — becayse I'm the priacipal rainmakert,
o Poost of the busingss now 15 io the health care arcma.
(1 What we weie a couple of vears 2go and maally uonil T
im #artcd having probicms with my back dealr with
# principally throe arcas, One was health caoe, one was
ji material science, that is, 201 different forms oF new
o1 mmterials, 2nd then the thicd 925 in the communicatons
(13 — you know, IT, 25 It's comrnonky chought of. That's
(13 the smallest part of our business, but Gail Geeen isa
[ computer geientse and has thar part of our business,
15 and we hope 1o grow that a tiede bit, but that's been
(& 3 relatively minot part ow.

ny er even men:s {3 in the hezith ¢are arena, aod about,
1 oh, 15 pereenr in the matctfal seicnce arcoa, and 10 or
2y & in the IT.

Inr] I would say thar approximarely, oh, ¥3 percenr

|l=li Q: Mow, what do you de for these early stage

B2 COmpanies?
@ A: Abour anythiog that needs (0 be doae. W —
2 the oypical modus gperndi — i3 ign't 2fways done chis

B WAy — we always do it for equity. W are never paid.
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(1 We doa't — we ars not consultanes to them We don't
@ charge them by the hour or the day or — it's always
m danc far a piece of the bosiness, aod almost aleays one
tq of us will g on the bodrd of dicectors, and we'll jusc
g help the principzie in the company do wharever has ro
m be done. '
m  Imean, sametimes it invoives helping them
¥ mise moncy. Somedmes it involves helping them design
m and implement various rescarch and/for development
1y programs. Sometmes it helps — it imvokves heiping
nit them fnd, recre persoonel. Just anything — we arc
i cealty fortctioning ag officers of the compratry, 5ot of
ja parteme officers of the company during thiz nascent
vy pericd for the compacy, dithough we are not eificially
s officers af dic compBaiTy. .
e But our mole i5 as a dircoor, o as a Company
i1n officer. We're rexlly — we refer (o oursclves as
pm working directors. T rean, thae's sort of the cliche,
Ite) again.
e Q: Yezh.And is that because you're considting
g1 the company as you scrve on the board of ditcerors? Is
thar why you call it working directors?
En Ar I'msorry. [ don't vnderstand your question.
e Q: Typicaliy a represenctive of CoreTechs serves
=9 on the bodrd af directers of che clisnt compiny, Is

Paga
(1 venmre capicalist might be 50 percent mongy and 10
[ pcroecnt operating help We might e more 10 percant
@ foancing and 2¢ percent operating help.
wt Q: And oow whers does CorsTechs g=t the money ic
[ fnance thess starmp companics?
E A [n o ways. We have internally genemared
f funds that we kecp, retin, and put in in shorHerm
M insrumenss, 5o it's iy liquid, 50 that weo can, if
tof we 80 clect, provide some Anancing o the company.
o And serondly and much more prominenely, we have a it
i1 level of credibiliry with professions] fmrestors and
r& can help the company build a4 relktionship and ger
13 funding from these penfossional Investors.
L) YWhen we do that, and we'te very sorict abour
e this, becawse I doo't fesl comformable with some of the
e -other operations of other types of entties, we never
7] teke a commission on the moasy, S, T helpa
(o ComTany Misc motiey, for nstance, all the money goes -
px ta the compamy. We don't ke any maney, you kagw, x:
ot 2 breokcor for moncy. We proity sirictly wan to sty
@1y awry fmm being percoived 2s of operatng in any way as
r3 a broker.
Ea Q: Do you ever help vour clients vaiue iy
R4 compmanies?
iz Az Oh, yes, all the time.

FPagm 152

m that cocpact?

@ A That's correct. -

m @ And in addido to serving as a dintcgor, the

w CoreTechs mproscntitive adviscs and consuls with the
= officers of the company, correct?

m A Well, where T'm not comfivirzble with che way
(1 you're sxpressing it is you're sying in addition 2o

m being a director. I think that a ditector af an garly

m sEge company often is invoilved in 4 more acthve
nm paricipation in the company's acriviries than is dhe
mir — say the direcor of Generzl Motors, and se Iehink
iz thar 2 diteciorship in most exsdy sage companica

) iveves migher some fiorm of oproating assistance

{1y andsor fnancial assisece,

(1= Mazny times directors in these early stape

(g companies did provide sigpificamt Amancing, so they've
17 been aslced -— asked for and received a boand sear.
15 Most of the time chese individuals provide as their

pw principal contribution Ananciog, aod a3 2 lesser

ey concribudon, oprrating guidance,

1] Int our insmance, we have almost pur crbn:

2 contribudon 28 operiting assistance, 10d soMmETOCs,
#m but oot alwmys and cerminly nor an ohiigare aspect of
[ our pReticiparon, some Gaancing. $a, wer're sorc af
29 the flip side of & venters capicalist, if you will A

. Page 1

nt  Q: How do you Jdo that?

@ A In various ways. & depends on the conrprazy,

@ depends on the techaglogy, depends an e natues of the
a1 business, and there is oo — a2od I think, sgmdo, one of
m the things that we toke some pride in, it's 3o ofan

w obsession with mee, is [ don'r like Axed formula being
[ applied eo 2l sthiations_ I think that svery company

m is different, and the thought process thar shouid be

m brmought i every opporruniry is diffepenr.
o So,wo'lf — the vaiugdon of any research
(1] project ar any carly smEge compeay isa — is somcthing
ng that I think hay o be customized to the individuval

n activity at bacd.

4 G Do you ever do quantisitive amiysis ir valuicg
19 thes= entitics?

g A I would appreciate your defining wimt you mean
1171 by “guznricarive znalysis.®

par G Number crunching,

ng A Iguess I'd ask you to define — I mean, number
ot crunching, do we usc an adding machine? Yes, I mean,
ri I'd ask you o define whar yor mean by “numiber

p crunching.” ) _
g Q: DO you ever do 3 net present valye czlenkndon

g4 onanticipated revenue sreams of these sartup

R Campanies?
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ti A Thar's 2 — that's 2 caloulerign chay is oftan

@ used and T personally Bnd of lingtsd value For meast

[ situations,

W @ When you say it's oftcn used, what do you mean

(1 by char?

| Ao It's juar a very standard pammeter that, you

A koow, peopls doing Snancial analyses ke o 5.

@ It's semcthing that — it's just — son of ke the

m SGOT/SGEY thar we wore ralking abosr carfler. Ir's
o just ene of many pammecters that s be 2pplicd, bt 1
il think: it has little precision and licle uhlity wnnl
17 there is an actmal mmakiemble product in hend and real
13 poarket cescarch cap be conducted apd real valid 2nd
1 yRblxs Amncial peefections can be developed and

15 meaningfil NFY analyses or projections can be omde.
L] I thinl when ane doesn’t have a podnet in

i hand, the marker research supporting the sates

1 pmjicHons on the product 4re very tenuous, and the
15 NPV calcnlation really i3 dependent upon two groups of
0 narthers, You koow, oo arc the salcs pmjoctions, you
= kmow, for the product, and the second # the discoune
@ e, and then you just plug it inm the formuia.

| Well, you know, I think you're well aware of

wi the term GLAGO, garhage infgarbage cut, Well, I you

FEOe TET
(] discount @re. I I want to zake che mimbers ook Bad,

I choose a high discoum mte The fact is that no

m 0oe knows whart thar disconnt mee should be,

4 AN of these sinuatdons age Far riskicr than

@ Thils, and ET-bills st — you know, now they'te a

w lictle bit lowrr, but T-bilis ypically have been 7-3

M percent, (it what sluple of a Thill is the risk af

W this new produet or this new venture of this pew
- whatewer? Thar's your discount mte. It's almost
o inSnite,

[} You know, whea you have a oow product thar's
13 never been go the marker before, even if you have the
By prodizet in hand — pewer mind af the vapares of the
{1y poeapproval pracess, where it's even more fdiculops —
1191 but even when you have a praduct in your hand, you
11 don't rzally know whar that product's geing to do. 5o,
17 YRUTE going 10 have oo pull a discount mte gut and
ny plag it izre your formuls,
h“] [ don't think that’s a very precise exercise
t and wanidn't pur 4 ke of weight on whatewer the
@+ oumbers came oot in that.
ma & I'msorry, so, did you or did you aot do 2o NFY
re valuation on this foed product you refered to?

= plug prrbaps into an NPV formuls yow'll et zarbage
' Pege 166
£ out.
= O: Do you ever conduct NPV analysss for thege
™ companics thar you'nc advising?
¥ Az Ithick @ costificd a pooment ago diac, yes, we
= ofien do, pamicuiady when the praduct — when the
& company hasa product io hand. Yiou know, for insciice,
7 aoe of our comprnies hax a food prodirce This produet
# exiss, it's gor oo regulatory husdles, We sere abis
o o conduct som: fornsal market rescarch with this
g product, focus groups, and we were able w — sioce
1) thers woie atalopous prerducts out there that sold For
g ¢oidin {mices and in cormin packets, we wore abic o
# build soree financial projoctioas tat wouwld have an
¥ dcouracy of, you knaw, plus or minns 90 percent, which
7 iz premry good for mmrker research,
1 And then the NFY calonlagions have some
n possibls meaning, net much, at kesst 10 me aot much,
¢ bocausc one is sill fmughr with the Bcr that all NEY
1 calcularions zre based on twe very uncemain varabics.
i When you'te projecting sales in the futwe, and a5 omach
1 45 yOuU Ay 1Ty, 001 100 mary people can see wo f&r
q past a pear, and wsuzily these poojections go out fve
4 years or cven ton years And then secondly, one has o
| samwewhar erbirrarily choose o discouns rave, and iF T
1 want o make the aumbers look poad, Tl choose 2 low

wy AW did do an NPY calculation on the food
=8 produdt.

_ _ Fage 166
o @ And what's the food product? .

& A Iv's called the Lox Box, and it's a device that
 tzkes a piece af rew salmon and cooverts it into kox in

M w0 days in the refrigerator,

m O What was the analogous product that you kaoked

tm at for markct projections?

M Az There was oo analopous product, but lox is

m beughtand sold,and 50 we knew what peopie — we kiicw
m thar pubody was going e pay = you know, 10X CosL, Yo
oy know, 320, 15 2 pound if you buy it in the

o delicatessen. S0, cenainly we knew that the upper

(g limik that somebady s poing to pay oo produce his own
3t lox was 2 fraction of that. Then you just sost of work '
i down from there,

s O And you ended up with market poojectisns thar

pm you were confident in, Is char gEhe?

fn  Ac Ddida't say that, sir, [ saigl —

o8 O That's a questicn. [1's 2 guestion.
pm Az I say it again — well, as [ said —
P G Can you answer the questinn?
iz Ac I'll'be bappy to answer the guestion once I

= udersmnd it sin
mn  Q: Okay, o ahead. Go ahead.
B A As L undersargd your Questicon, you'te asking

R me, ¥ou know, how much I relied oo those numbers, ang

pe 165 - Pape 168 (44)
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i a5 I've szld nepreacedly, I think chac making Anaocal
@ projecdons abour the sales of any product,
™ particularly when that produect i 2 new prodict, as
i ours wad, for insmines, are frought with great peril
i zod showld be looked ag with Lntls confidence, You do-
m the best you can.
7 In mariker research, in geneml, it's 3 very
i imprecise world. [ mezn, those of s whe weta in
W laborarory research oiten have been known to nriks gnide
po penmrhs about the vge of the term "reseanch”™ when
(10 appiied to the phmse "market tescarch,” bocanse i
(2 just doesn't — there's so much e subije ctivicy
I3 involeed with it
O Hawre you ever worked in 2 market research
e posiion?
11 A: [ hove not wodoed in g market rescach
(10 pSFCiGT, . .
nw G 30,06 this food product, thiz Lox Box, you did
s 20 NPY caiculzrion, bur you had lirle confidence in
g the outcome, Is that right?
=y A One does trany things in develohing the
i3 finanrcial analysis of 3 bnsiness. Something that's
R Yety, very casy to 4o is an NPV calculation When we
E4 were — wien we were wying o estimante for gursehes
24 whag 300 of needs this program, this project, this

Paga
m and Nordszrom's and, you know, Marshat! Ficldas znd -
1 Crare & Barrcland Williz m Sonpma, We knew whar marg;
= rajuircments the y had, and thar ranged from abour 5354
M percent o G2 percent
@ So, knowing what the public would pay for i,
1 kncwing what margins we had to give our own customes
M cur retzilery, we then could back up and figure out

l

: Fage 170

m company woid have, we mied o fgore our wiat mighe
| e mries be and we did thar as best we could, b we

@t reaitzed that this was going 1o be a very imprecise

i exercise, aryd just because an sxercise i imprecie,
 it's semetimes, often, berter than doing nothing, Se,

(i we do whar we can do. .

M @ What pther anztytical wols did you use o

m vaiuc this Lox Box prodyct?

m A Well, o value it, e were building this
tot company with the ides thar ic witimately could be
1y Acquirsd by another hger fod company o2 by some
[y private indivldoal interesred it mking over a compamy
(13 like this and so the omin thing that we lnoked at was
He whiat sort of 3elling price wr necded for tice Lox Box to
I'g have it be profitthle on a por unit bass.
oa We knew what the companents of the device couid
r7 Cost, and we had an idez fom sayvetal focns groeps that
pm we i whar the public woald porenrtialfy pay o this
te producr S0, we knew whar we conld sell i for
oy We then built from that neiber of what we

w1 thought we could pay for the pmduction of the producr,
Ea iR orher words, what our cost of goods could be Wt

en then hd pleary of infomnarion on what Margins weie
I reguined by the yerious remail companies that sell

s {hese ovpes of prodoces. for inskance, Bloominpdals's

m what we could spend 1 build che product, 211 then fon
m that, we could Szurc out how much we could eamm on 3
noy per-unic basis. What really we were imerssead in is
n17 whar the potential snings couwld be of this — you

ra know, of this product, and hence, of the company.

s Then from that, recognizing thar prople

4 typrically will pay between 3 and 20 dmes earnings for
4 an enocrprise, we had a badlpark Apgure of what we

e thought, if this product were to be successful, we

17 could sell the fompany for. That's really the exercize
g we wont theoueh,

fad The ret present value csiculation we did

=4 Becausc it's 50 casy o do It's, you know, cotering a
21 couple of nzmbers i an Excel program, and you xet 4
=2 aumber out, We didn't really — I — if you were to

len ask foc oow wiar the NPV cqleulation was, I conldn't
e0 1cll you. I conld teil you to the penny, yon koow, the
= COG, the cost of goods, [ conld tell you the units, T

Pags 17
n; eoudd tell pou, vou konow, where it sold, how rmny it
@ soid, those are the numbers that are imporant m s,
&: On the Lox Box you're mildng about?

e
M A Yeah.
m O What's the COGE

wr A Iaaid I conid teil wone ! don't have 1o o=l

M you these finds of oumbers, because it's a closely held
m company, and I don't rezlly want to share ny

I8t proprictary mfoomation with you. I don't think that

ry has any bearing oo, you know, on this casc.

ne MR GURRAN: Mr, Jilber, cin you instruct the

p7 wimess to answer the queston?

tm MR SILBER: He's given you his answer

te MR, CUHHAN: And that's fine by you?

py  MRA.SILBER: Um-huam,

{18 . BY MA_ CUARAN:

7 G S0, you won't tell me, hwh? .
ne Az I — i, ['m happy 1o ccli you things thar are

1% 00t propricracy information or cvep iF they are

mE proprictary infermation i in ooy best and honeso

B judgoment they bave bezring e this case. I rhink for

zn me (o tell vou something just because you'oe wannng o
rn knew is not af particidsr imporeance o o, [ don’t

ey think your knowing whart it ¢osts us to noke the Lox Box
=7 is any of your business or bas zny besring on your

T Thc Manmamd Tomn Famaho-t DAY e

L LN 3 . . SN TN
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 buyiness or your client’s business,

@ Q: Okay Mow, ln valuing this Lax Bex thing, you

@) soll had oo project sales volume, corpect, wo value

W the prodnct or the company?

1 A: We bad to = we had to speculate shout how many
m umes could be sold depending on various sconarios, and
[ by far the most imprecise number wue that one. I mean,
m we really dida’c focus an it vory much, becausc we *

m reatized thar the — well, T can well you this, [
2 Joo't — I mezn, rhis iy gergmoc 10 e sort of thingy
a1t you're asking me.
iz The range of anoer] unite sold went Fom about

=] 9000 up 1o 2 mifllon, That's the encrmity of the

1} range, and this was a wolkdefined produoct that

15 cxisted, and 5o yoo have this eoormous moge., It ail

16 depended w For instance, we kenew that if VO ook it
1h amd, you know, Hoowe Shopping Neteork took it and puskred
am ic and e Ic, it seontld quadrupis our sales, Ws knew

tq that If Oprah Winftey s2id two words about it, it would

an quinmpie our sales, YWe knew that i William Songma

s took i, it would make 2 three-fold differcace in oot

= s1lc3. because these are such enormerus phiyers io this

m omrkerplace.

| 50, any speculation — we hoped that they ail

g toak it,We hoped that they all teok it2nd wwe would

) Faga 174
4] gt our 2 million units, bat we ales realired thar even
= if they didint aind we Sold 4 oeere 10,000 units, we were
3 prepared for the downside, thar even at that low end of
# the sales, the company would still be proficible, and
5 albeit samll, it sl could be of ioterest 1o somebody
0 interested in reaging & company, you know, that's got,
n yau know, 3 half millfon daflars 1 year fo sk and
® it's got, you know, X percentage going 10 the bocom
n lHoe, .
3 Q: Well, what's the name of this company that —
1} that has chis Lox Box? )
g A It's Colcscmft Corporation, and the oame has
7 actually been chinged o The Pafceur Corpomton, P B
g RFE CU R That's the DBA. I belleve the — wzll, I
3 know the i:ompan}r has been Aled as Colescraf.
g € How do you spell thar?
m ACOLESCRAFT
v O Where did that names eome from?
n A OQoe of my colleagues and Inng<ime fricads is
4 Exic Coles, the man I mentinned before, and Eric's
| moiber passed away shordy before we formed this
1 cumpany -— oh, I'm $aory, wo, she was dying when we
i formed chis company, and Eric thoeghr it would be nice
1 TO DaTwe 3 company 501t of after her, she having formed
1 asother sort of irvendon-based, echaniopy-lsed

Fage 175
(1 compuany im the scwing area rhar never goL off the
= ground, and she had named that company Colescraft, 2nd
A s0 we named this company Coleseradt just for her
w2 Are you 3 codinventor of this Lox Box?
m A:YesIam,
8  : Do you bave it pavenocd?
M A Yes, Ido, Well, patents have been applied
W for We haven't had any issue yet.

m Q: Where did you apply for patents?
nm A: TS
nir O Anywherc clsc?
nm P No, Fir '
py U You don't have any patent protection in Bumnpe?
4 A No,we doo't. Don't get any ideas aoow,

g O Whart Tdon't understand is bow ¢aa you have
g such 2 big mnge, fromn 9000 to 2 million wnits, in your
b sales projections,

A We went tangugh a naumber of scenarios_In chis
ra pardenlar insizace, the entin: company was funsder
ga imecnally. 5o, we wanted o see how bad chis could
rv be, and we looked ot 3 varisty oF scenttios, and in the
iz retail marketplace — e did 2 fot of market rescarch,
ttm because the prodoct was in hand. We could show it to
R4 peaple.

B Wetealired that the sales of this product werne

. Page 170
i depeadent upona number of ik pown viariables, seme of
© which I mentioned wo you betore, and we didn't know

@ whether we wouwld be successtul with, you know, with

] those various venues chat | spoke of,

/m O Have you tried bo sell any equity in this Lox

i Eox company?

1 A No,we — thar's pot gur busipess. The only

[ time equicy is giveno in gur business is U we eicct w0

| ke outide iovestors, and we @rely are BRced wich

ny tha opporruaity, becanse most of the time when we are
i iavolved with sarly smge companies it's that we area
i3 mitority sharshnlder ypou ke, we'te coming ot

ttm somebody eise’s company and helping him or her build
(14 that comrpany, and we get 1 minoriny equity positon in
{1 if. 5o, we'te not in a position ta setl gur exquity or

im sell the compzny's cquity,

ua
s weore the founders and invenmors that drove the compaoy,
it which case we coaldd sel equity, but wee just elect

Ro ot ta da thar,

4] ]
t=n mingte. Just more genemally, how do you — it

ity analytical toels do you use o value a startup entity

@ char doesa't have any produects conendly on che marier?

In a few insances, of which this is oae, we

Q: Al right, let's ot aside Lox Box fora

ps A Most of the time, when we ger imrglved with 4

age 175 - Page 170 (46)
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[ — in frct, aimost ali the time when we get invelved

@ wirh an eady sepe company, we don't present b

@ ourssives or to poTeEl iMReStors amy valuation

@ numbers, That may sound stange (0 your, and T realier

@ it's somewhat pansual in this induestry, bor 2s T have

1 indicated a few tmes today, I'm one of the principal

m minmakers of maybe the principal rainmaker in the

m company. and I ey to be careful abou the

i representazions char [ woutd make 10, you know, 10 2
e potemigl imvestor,
i Whaever number I wete to conjure up using NPV
1z or any odier megchanism would be GLGO, and [just
nn choose nat o do it 5o, for insmnce, we had one —a
(4] cormpany we'we done relatively recently that'san
ps antivirzl aod, you know, I've rzised about §3 million
ne for this company withour utering one slement of, you
pa know, of fationalc, notrerical m&un;lc for the
o valuation. .
3L We arbirrarily docided what the pre-mooncy
= vaiuation of the company would be, and dhis was based
pn 0ot on xny NPV calevlation but more ot what sipdiar
Ea types of companiss have been valued It in fecent yoars
iz and rezlly what we — what we thought wasa fair
ey valuation to ifovestors.
@g  The finagcial projections, sales projections, I

Page
11 affects millians of peeple and for which there is now
@ only an imdequate therapy, same of i pur out by
o Schering-Plough I might add, we're in preoy good
@1 stedd, and thae's all we bhad ox do.
@ MA.SiLBER: Chas, if you get 0o a breaking
W poim, we've been going for about —
m MR. CURRAN: I'm sorry, if we —
m  MRB.SILEER: If we gt to a sensible breakine
m point, we have been going for a Tirle wedile.

v MR CURRAM: Olkaxy, sure.
[y BY MA. CURHAM:
na  Q: 5o, i it 2 fact, then, that often in

by siratons where you're dealing with 2 $tartop cOmpany
4 with unesrtlin fevene oeams, you don’t nge finzneial
ta armabhytical tools, but pou instead vee jodgment?

g A T don'e ehink thar's what I exid, but et me

ua toy to clarify. I Bad classical fimnciz] znalyses —

tm Ior's fust be morne specific, net prescac value

% cAlcularions — (o be very unhelpfil in alimost cvery

e Situation, and panicrulirdy i a sitation wiere the

ri product itsetf is not ¢n the market ar is oot yet

P foarkctable.

o Even i the most peocmus of sinmtions, that

kn is the exampls [ used, the Lox Box, which had re

=9 regulatory hundles 1o deal with, it had mercly a

Pase 174
11 mean, as | say, I've rised §5 million for the coampatsy
g without a singie sales projoction. I mean, ane cowld
m — this particuisr company, I can celf youo this pare of
1 i, has 2 very novel thempy — 1 potentiaily very
@ povel therapy for hepatits C Thar's a very bad
M disease, Therr is no themapy for keparids C.I'm
i sure Rich could tell you that,
m It aiso has anodher element to the company
m where ane of the technologies deal witdt the
uo propgation of hepatitis C, somcething else, g,
4 which is very difficulr to go, and we asied for cormin
pa pre-mooey vahuton, and ali the imestors that we
n3 would deal with are Fiirly sophisiested praple, and
4 they could see that if company were to moceed, it's 2
(1% — you koow, it's going to have a nearket capimlisation
e in excess of $500 million, maybe & billion. If it
i1 doese’t succaed, {05 gor a vaiue of 2o,
po 5o, the number is somewherns berween o 2nd A
nw biflien doltirs ot more, What am I going to do.tell
po them it's 2 hundred thousand or $100 miilion or 5150
ey milion or $200 mitlion? It's all ponsange,
Ea I mican, you lack ap it — [ paran, these kinds
za oof degisions, at least in this sense, are cxpericnce
ey and rationality based, You know, i goe fasa
[ rreatment for henands C, s discase thar is — thar

Pega 11
m markcting zmd sales effort 2ad some Iuck to dive oo
@ not drive the business, even there, 23 1 seid to you,
m the numericz! -~ the Arancial projrodons were = had
By H0 Egormoes sange, and whatever NPV caicufzrion wee
m would do would vary enormously based on whethear we
o choose a, you know, 10,000 urits soid or 2 millicn
m sald. 5o, what good is that? I mean, ' ror going to
o pian lased on that .
m S0, o0oc doces it simply because everyonce ina
rey whiie somrbody may ask for &, so there it i, and —
{9 or we mry look ac it Who knoars? T mean, #'s so 225y
t= o do.Jf' a mindless celewlation w do with, oo
1y know, with a pood old Excel propram. Sa, all we Iad to
i do was pleg in, youo know, numbers rnging froum, you
pa koow, sales of $0,000 of them to saies of 2 million of
ra them, and, you know, we might put in different disoounr
b¥ rares and getout a buoch of numbers, which to me raeanc
(@ nothing, becagse § knew what went into those mombers.
i I think the morne you know what goes into them, the less
P confidence you have in them, at l=ast for me,
@) O: Has anybody ever asked you t2 do 2 nex
= value calenlation? :
@y MR.SILAER: Anybody cver?
MR CURRAN: Yeait, cver
= THE WITNESS: Acrually, [ don't think I have
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{i] over becn asked by anytody to o coe, I have always
bren on the asking side mrher than the askee side, and
i Lhave performed them tadny tittes just becaree Cim

wy curious I mean, just do ic Why not? As I aaid,

1 it's 50 easy ta do ic.

[ I havg agked some of those people that, you

M know, you asked me 2baur carfier, you koow, g — you
m know, 1o prepare a abilc with NPVs with various

m scemarios. That's the oaly way I've ever dezit with
am them [ve tever mysell found it us=fl to choose 2
] sipgle NPV and lock ar it and say, that's gospel. 1
i always prescnt irdsa mnix egandless, whether [ —
1R and mos of them [ don't cven da i bur i [ do do it

1) 1 present it as 2 martix with different discounc races

1 and diffetenr s3fes nursbers,

1 AY M8 CURRAN:

1 Q: In what silnations have you asked otirers ta
14] preprare an NI grealywis? ;
w Az When there was a product in hapd a0 approved
a1 prpduct in band, znd -t weoe abic to — either able or
1 willing to conduct the regquisiie madeet resexrch 50

m that we conld generate some nombiers with which we haa
= same comfore, then I have aften asked for those

sy ntmbers,

@ Por insmnce, in this antiviral project that ¥

Page 183

m O Aod sir, niacin has bean shown w reduce lewels
g of low-density lipoprotcing, cormect?

M A Yes,

@ @ Thasc arc LDLs, right?

% Ac You

w 1 And sir, piacin bas besn shown to reduce levels
m af triglycerides, cotrect?

m A Yes,

m  O: And sin, niacio has bean shown to teduce levels
(o of Lp(a) lipopmotein, correct?

o A: I'm less Baniisr with those dam, bar [ rhinds

oz that's correcr.

ity 0O Ard sit, niacin hag been shown w increase

1 levels of high-density lipoproteio cholemerol,

g corrocr?

s A Yes,

i & Those arc HDLs, cormect?

oo A T, '

tm O 50, sin, niacin affects all cholestersl lipida

lem in the proper ditection, cacreer?

mn Ac 1ldon'twant to be pedzoric in cesponding ta

=g that, bur 1o be sclendfically accurete, the angwer is

@ Idon'cknow, booauseas we seomto learn more and more
v about theae Hipid profiles, we learn that there are

ws somc good and bad HOLs, and s your guestion [ think

. Paga 182
1 mestoned to yau 2 moment aga, it dida't even dawn on
B me [ Caccy out in NPY analysis, bocayse it — you just
M bave a look at ik aod say, yoo koerer, hers's — wg
W wither have or we don't kpee o wemmment for hepoeis
5 C.Duoes it really naatrer whether it s 2 5100 millicn
N drug or 2 $3 billion doug ar chis stage of the pame?
1 I'll tzke either of them. They'll both be succesaful.
# Onc i1 fust a lot more successful than the cther,
9 But I'in not 50 wealthy ¢har T wenld scoff at a
o $100 milioo drug. It corminly wasn 't gniog 1o be
u less chan thar, I didn't need some, you know, some NPY
3 o tell me chat, and most people wouldn't.

7 MR. CURRAN: Do you want to take 2 shoet break?
y MA SLEER; Yeth, sure,
3 MRA. CURRAN: Well, no, not yezh, sere. I rnean,

% if you don't want —

n - MR. SILBER: Ycs, I wonid like 1o 1ake a break,

y that's finc. '

1 MR CURAAN: Olay.

1 CA brief recess was taken )

n BY MA. CLIARAN:

r 4 Sir, niacin or nicotinic acid has hesn shown to
1 reduce levels of toral cholesterol, correct?

5 A Miacin bas been shawn o noduce levels af ool

: . Paga 184
i said that ir affecrs 21l the elements of the Lipid

A pmfile in the proper directioe, and I caa't sy that

ta. that is absolutely correct, becanuse I dun't know. I'm

M oot sure anybedy knows, baut [ know I don't know.

™  Q: §ir, under currear thinking within the Geld,

M niacin moves aif the lipids in the rdght dircction,

M comec?

m A Twould repeat wiat I just said [ thick thar

M there has been an accumoedation of literature in recent
|tsen pears that have lacked for subpapulations even within
i1 the I and the HDL. T don't kngw — bt [ den't koow
ta of aoy in the wglyeeride ecompartment, and [ really

t% don't keow if anybady haz looked at what niacin docs o

h::q czch of these sub-subpoputitions. [ just don't know

8 the answer to that. I suspecr there are people thar do
ra know the ansorer o that, b I'm oot one of them

rn Q: Sirthe effects thar piarcin has on blood

i [pids have been shown to reduce the incidence of
s} COTOMATY Artery discase, correcy?

pm  A: [think Twouwd have to answer that in the same
21 way [answered your provious couple of quostions in
@a that [ don't think that one is completely accurate in

l[za; saying thar the offccty of nlacin, the koaown effocs of

=y niwcio, on ghe varigus sub and subpomstabons of lipids

| cholesenol, yos,

e {5 Fully conxistenr with that distrburion of lipids

arve 1RT - Doarrm 188 A
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1] that hax been fsgociated with 2 decrease in comonry
it arrery discase. As I s2id before, [ chink thar one has
[ o speculare sy informatioa that Iden't believe i3
Hl — exins, or if it docs oxist, ic cermainly s not
19 knowm by me. .
o Ot Sir 2 reduetion in levels of ool cholesterol
m has been shawn to reduce the incidence of egronary
4 artery disease, cormrect?
- m A A neducdon io the leve? of toml chiolesternl
oy has been associiped with 2 reduced incidenes in one
ti aspect of crrdigvascular discase.
na O Sir, I'd lilce to have you refer to your report.
tr Do pou Boee thar there in font of you?
A: Yes, sir
Q: I'd like to refer your attcpton to the bortom
pa of page 4. 1'm going to read two scotcnces w yoi and
ua then ['m going to ask you if what I cead is accurmaie ar
st noe. The two senrences beit 4t the bomom of page 4.
[ "Mizcin Calse knoan 15 nicotinie acid} s 2
g chemical substaoce, bes known as 2 vicimin, which, in
ey higk om! dogscs, bas been shown to reduce levels of
ma wotal cholesered, low-donsiny lipoprotsin (LDLY -
e cholesvernl, rigtyoerides arnd Lp(a) lipopmotcin and
© pat locrmase lovels of highWdensicy lipopronein (HDL)
w1 choiewerel in the blood, Such effec on blood lipids

It
ns

=1 -
nt be modificagons of that
m  0: 5o, these w0 scnicooes a5 wrihen dog Aot
& accurate, Is that correct?
e A That's oot wind I'm mying.
mF G Weil, what ate you saying? This is your
® report, tighe?
m A Well, iz, maybe if you gave some —
m MR.SILBER: He hxa alrcady answorged your
1 guestion, Chris, .
1§ BY MR. CLIRRAN:

Page 185
bzve been shown to reduce the incidence of coronary
zreery disease.”

A: Yacs dhat.

Q: Are thoss segtrnces aecurats of inacqurare?

A: I think that in trying (o answer your question
accurarely, [ have 1o say thaf that smrement i§
accumte within de commnn knowiedes of people in the
medictl and probabiy in the pharmecenrical workl, but
moust be quatified by the fact that there ey be
differences from chat opivion based on these sub and
mit sub-subpopulations that [alluded to eardicr, and this
() infocroation is consmanly accruing.
t1 it wasn't oo long ago thar we assnmed that
na there was choicstrrol, period, towi cholcserod, and
g iF it weas hiph, it was bad, and if it was low, it was
et wood. Then we lezmed abount lowr dengsity acd high
p7 densicy, and we tad to modify that opinion, We've
pe fezmed sbout lev-forms and dexiro-forms of different
ny| — af these typesof compounds chat may 9rmay aothave
tay differen: effects in the candiovescular physiology.
=1 So. { mean, I'm restifying undex oath.and 1
P Son't want o say that ! know thar che lipid profile
) ¢hanges that are found hers are absolutely and forever
e morc going to hold rrue as being 2ssociaved with a
ps reduction in cardiovascular disease, because thee nay

|
=
tat
]

E2EaE @

oy O Mo, et me whicthddrzor char goestion,
tizn This i your report, tight?

ny  A; Yes, 5ir,

ry Gk You wmote ik, night?

ng . A:Yos, sir .

e G Were you trying oo e accurzhe when you wioke
un i? .

g A: Yo, I wag, =i,

pa O: Ioee you gooen smarter gince you wroe af

= A: I hops ao, it

Bl @ Do you now disagroe with those 190 senicnces as
= 1 Just read them from your reporr?

pn & Idon't dissgrec with them.

pa O D you agres with them?

»s A: Sin you're asking m= — this was a relntively

Page 15
] brief report It was aog a treatise on
g hypercholesterolemia and che ugatment thereof, 5o, in
@ & boef section devoted o what niacin has been showm
@t o dir a0d pot, [ oook the —- 20 dccumate bt
i broad-brush approach.
] Yo are now [OCDSing oo st very narrow
M segment of this ccpatt, bwo mere semences, aod as in
m fxlay genetziirHon suteress, when one looks ac i
m ootz specifically, there are exceptions, and now wre're
i talking about the exceptons, and ['m trying wo be
(1) accuran: zod say thar there may be exccptions to tiis
(z7 ARLEMERL.
na MNow, were [ 1o kve focissd oo all of those
na porential excepodons in this report, [ wonld have
14 Writsn pages on one mamow sepment of ik 1 chose not
ey te do thai. [ belicve what Iwrote is accumre with
7 the gualification thar Fve tried to give you that
4 there may be exccptions to that znd the Informazios may
t Change.
z Q7 Al right, let's @ik zbowt your report
@y Renerally Is it genemlly accurate, subject to the
=z details and cermain excepdons?
ey Ar Ifeel chat my report is quire accyrare and
B¢ TORrESEMS roy opinions a5 accurately a5 1 conld express
s them,
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vl Q: S, you ceukin't have done a bemer job oo

@ those Two senrences?

™ A That's nocwhat [ said What [ seid was char

# if I had chosen 1o takes, rather than tao lines, 240

M peges, ] could have cited the verious publications, the

W various theprica, the various Lipid clectropheredc *
r prafiles, the various different discasye smnes witdhin
m the cardiovascular pealm, the differcar genetic

m abnormaliries, st cotera, &f cefera, o ootera and
10! Wriden A boasse o this, That weasn't what my chargs
1) was, It did not exll For chat.

17 ‘What I 'wrote there is gonerlly quite dccumes

11 and [ thiok would be consistent with che general

W] opinions of amy expert in this feld, b 1 think if
158 such an expert, including myself, were quirzsd as

\q specifically on those e sentances 45 you have done,
11 he would fecl it germoane to say thae there amy be

w exccpdons to those two sentences. It dodsn't makee

14 those seatences ingccurats; it simply qualifics them.
o O Just o be cloar, I'm oot quizdng you or

1 asking wvou specitics or whateower, [ asking if the

m Two serences you wrote that I rezd are accurate or

Page 191
in for the legal communiny, perhaps for a judge who may or
ta oaay not be, you know, particularly informed in chis
@ arza, zod I was ooying to Sirly represeot the goocmi
W and genctally accepted perspective of niacin and {ts
15 effeces on blogd Gpids and thelr consequent effacts o
® cardiovascular disease, aod i think I've dene char
A here.

L] This encire interchange has Geen because you

@ have somewhere along the way tricd to gor me (3 say
o that this represenes all the effecs and ail the chings

n1 done by niacin 1o blood lipids have all good effects on
4 COronary vaseutar disezse, and [said there may be

H3 exceptions to that, and s hawve been going around in
by cireles cver since.

18 O Sir I5 ik generelly accepued in the scicornific

(18 communiry thae the ¢ ffects of njacio on bleod Lipids -
ua reduce the incddence of coronary arcery discasc?

ne Al I can’t say wiut's generzliy accepred. As 1

1{191 said, the stee of koowledges about biooa lipids and

go LoMnary vascular disease i3 inoa stare of Aux Ir's

p been in a smtn of o for 20 years or mors — more

Rz than 20 years. It was — we werme — it was in a smre

e of Flux when I was in medica! schoal and did some cary
4 Lbommiory studies in this area, So, it changes as wo

B9 learn more, and I eeally can't speak co what the

o not. )
w MR SLEER: That ¢jucstion has bren asked and
m answered,
Pega 130
- BY MR. CURRAN:
Q: Da you agree with thar?
A: Yes.
Q: You wmre those scntences, correct?
A: Yee I did

MR SILBER: Thar question has besn asked and

answered, ' g
BY MR. CURRAN:

Q: Did you copy thom fom some other bock oo
3 resaurce you had?
A Twon't dignity that with an answer,
G Mease goabhend, dignify ir.
Ar Twon't dignify that with 2o answer. |
Q: Are you refuting to ahswer that cheesting?
A: 'l respond when yoe have another queston to
q aszk me, _
1 & Why did you choass to write the following
y scmence; “Such effects on biood lipids have been
9 showm o teduce the incidenec oF coronicy arrery
§ dismzse™?
§ A Because it is 2 penerally accurate sHement,
1 and it introduces — the purpase of this segment of my
| IEpGrt was o nrogduce — recognivring thar this repor
| was not being wrinen for the sciendfic communiry,
1 s report was being wrinen for the 2y community,

[CTI JC I T T R TR RS

Fage 192
1 currenr sore oF knowiedge ig in this area, :
@m  Ithink maybe you gught o consulr z guy like
m Jue Goldstein who mighr be able to give you moze
@ upte-dare informption abour that.

® Q: Who is Joe Galdstein?

g A He's a Nobel Laupeats in chis amea, -~

M W Why can't you say whar's gzenerally acccpred in
m the sciendfic community in this arca?

m A Cmtrying to ansever your guestions honestly
i and effectively and accumtcly, and regardiess of

(oa whether pou like my answer, my answer is an Dogest

[ answer,and if you want me 1o sy somcthing ather than

tte1 that, ['m act comfortabic doing it I don't know — I
o4 oRlY kiww what I think I <an't speak for wiat the
R Iest of the universe thinks, 2o [ don't know what
el they're reading, [ don’s koow what they'te thinking
(17 1oday, and pou're asking me this gueston oday.

uy D Yeah and Fmopoe mlking about the rest of the
1w universe. I'm mlking about the scientific cormmmity
ma that focuses on cholesterol Sgheing,

@1 A That's whar I'm trying ro sy w you, [ doa't

A Ieprcsent the scicntific community that focuses an
@ cholestemul mewbolism. 1 have never proposcd orc
m purparcd myself 10 be 10 dxpert on cholesterol

s mebolism, And s [don't wane 1o speak fora
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[ populaton of people that may o ray not share this i1 repor, I would add more deeil to in. I wouldn't
@ opinior, @ negate any af those smicments, 1 wuuid simply Qualisy
B When Iwrote this, [ Defieved it to beand T m them farther,

@ stiill believe it o0 e penerally aceurare, and what I'm
I9 trying to sty to you it it may be subject to some

| exceprions of which Iam ror aware,

m @ S in your ogindon, iS nlado cfficacious in

m impmoving the bloed lipid profie?

® A Them arg a coupie of operative phrases in your
1 question, "cffectve” and "blnod Lipid pmfite,* and
tirr zll I cant sap is niacin kas some effecs in some
13 patiengs sometimes that have peneily been assumed o
pnn be adientageons visais cardiovascuolar disease,
Q: Whar's your opinion?

14
na A [ st gove you ey opinian.

ity MA_CLARAN: Can you read back his last answer?
i ] {The record was rend as follows:)

[rey "ANEWER: Thers art a ¢ouple of opcrative

i) phrascs in your question, "effective”’ and "bload Llipid
e profile, and zH I can say is nfacin bas some offocrs
21 in some patients somedmes fat hive gencrally been
F assumed o ke :ctmnmgcm:s visawis cardiovascidar

= disease "
=5 BY MA. CURRAN:

e Q: [ guess I s thrown off by vour wse of the

l

Pagye 154
{1 passive voice, but the strtcment in the answer she just
@ read, do you adopt that a5 your opinion?
m MA. SILBER: He jus soared i, ;
m  THE WITNESS: I'm comformbie with whar I just

= SRid. .
=] BY MA. CURRAN:

P 1: Az your own opition?

® A As my owwn apinion.

m  Q: 5o, are you qualitying your statement in your

(1 repon chat niacin is officacious la improving the

(it bload Hpid poofle?

ma  A: Ifl were to have heen asiced o wrire a

irn decrfled analysis of the effects of niacin on bload

v lipid profiles, I wowld hiore added to this repott some

o5 Gf the exceptions ard some of the detafls and some of
t14 the modern information that have comre from things ke
o isoachophorete smzdies and ion cxchange studies on
e serum lipid profiles that provide @ scoond zod third

nw beve! of demil. I wasm't asked w do char, nor 2m [

Eo Quzlified oo do thar off the wop of my hexd, 2nd 5o T

1 would say thar whar [ wmte is genemlly acenmate, and
ea I'm eomfortzihie aith it and wvmld change nothing sbaur
2% it

41 If I were o be asked to provide more diemil or

R 10 tocus on these particuziar two seozences in the

W G 3i stde effects and specifically Aushing

5 bave historically kept immediste-releass aiacin from
m hecoming a highly successfal drug, cocroct?

M  A: Flushing has been one of the side effects thar
m the padcnt popuiation kas found unaccepihte 2nd has
& berdied their consequent use of that drug,

v MR.SILEEA: Ate you testing him on his repors

1] AETinF

na MR CURRAN: I'm sesing if he agrees with what
(4t he wrote, yeah, and te oy disbelicf, he diszgrees and
14 qualifics cverything,

pa THEWITNESS: I don't disapree and qualify

1 everything. I added some potenria] qualificarion to
Un two specific senterces thar deal wich one sciemific
1Y element or scientfic parzdigm i the report,

] BY MA. CURRAN:

pa Q: Sic, the thesis behind a sustained-release

F1 ntacin product s that slow relcase of the drug into
R2l the bloodsream would reduce or ohviate the flushing
En Ceaction, correct?

it MA, ZILBER: You trery rl:t‘.cr I your reporn if

iz you're ey to find out i he's testing you 1o see if

: Page 19
m you can recalf verharim what you said.
@ M5, SHORES: Well, I'll ohject 1o the obvious
A ¢ocaching of the witness.
W MA.CURRAN: You can try to rehabiiizte when
= I'm done, .
|  THEWITNESS: "ﬁﬂu!l:l you ming telling me whars
M in my repoer you're reading?
m BY MA, CIFARAN:
m  O: Absolutely. Fecl free to logk ar your report,
1 your chezt sheer, any other documents you brought with
hf you ie ahswering any of my questions today, olay?
({E] I refer you to the Boomom of page 5, the bonnm
tar paragraph. Do you se= whers it — thepe's the
(4] sarement, "the thesis being that slow, contimmous
ng release of the drug into the bisodstream wonld obvizoe
e the Mghing rezctioR"™?

rn A [see that,

pa O Oy, Do you want me to ask the girestion
[ agzin?

En A Floasc,

@1 O Okay. Sir. the thesis behind g

t3 sustainedrelease niacn product is that slow,
o connnpous refease of the drog imo the bloodstream
24 wonld teduce or abviate the flushing reaction, comect?

= A: I'm not sure whit you're saying when you say

Fnr The Remord Toe ARA1IRTH ANy =

L ) S
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El “correct.” Whar are you asking me?
@ & I'masking you if the statcment's cormect
m  As Ibelicve it's correct, and thag's why I wrgoe
M ik
® Q: OQkay 50, then, the ansarer 0 my question is
¥i yes, tight?
n A [jus gave you the answer to you! question. |
m belieye the sarement — I belieyve that what I wrote
™ there Is correct.
m G My question Wasn't what you wrote there, My
1] Quesicn was 25 foliows: The thesis bebind 2
13 sus@ined-celease piacin product is that slaw,
1 continuous relcasc of the drug iowe the bloodszam
14 wauld reduce or obvizte the fushing reiction, coect
} » A:I'mmore comformable, sit, responding to the
161 words that I wmte since these wosds were considered
171 ard were in iy Gpinion LOCUCATS eXpreEssions of my
i opinion, and Twauld saythat L would read the enrire
1 seateace. "Prigr (o the dovefopment of NizcorSR,
= acmpes had becn made to diminish the side effects of
#l niacin by adminiseeriog the dozg o & sustatned-release
= formubadon, che thesis being thar slow, contfouous
ry relezse of the doup inw the biogdstream wonld obvitie
wi the Moashing reaction seen with che stndzred wisets
= and capsules that reimase a large bolus of the drug

Pagw 199
ol Do wou see char secdon?
m  A: Yes, Isce thag section,
m  Q: Okay Do you ses the first searence thers
i which reads, "The FDIA reduires, as anc of the cogjo
gy clemenss for the rogisation in the U8, of o new,
et branded (a3 opposed o generic) phatmaceutical product,
¢t the conduct of two so-called "pivoral’ clipical

m trials"?

(] Do you see thar sentance?
me A Yes Tdo.
iy €2 Is i accumts or ner?

pa A As I cead that sentence now, sic, I would

by revise it slightly oo say the FDA alreast alwntys

14 requires, et cetera,

lng  Q: Okay Why de you Feel it necessary to gualify

im that sentence in that fashion?

17 | A Onee again, as you have kindly pointed out o
(1% mc, that senrence, while gencrally accurate, does have
[ sone poicnri ¢xceptions, And in an effosn w be fully
ol and accumgely tespotsive 1 you, 've answercd your
1] Question 35 best T esn and I satd that were [ 1o write
tzzn that sentences sgain today, I wonld — havieg heen

tr precmnpted By your Soe questioning — add those two

o qualifying adverbs.

|em Q: What arc the cxecptiona that you've just

-~

Paga 196
a) with each dose.”

@ Q; Yenh, but you see, thers's a fugny thing about

7 the way this whole procedure works here, { get to ask

4 the questions of my choosing, okay? You don't get 1o

5 ask yourself the questinos. Tm going o ask this

& question again, and U'd ke an answer to it.

71 MR SILEER: That question has been antoressd
] 3Y MR. CUARAN:
g O The queston is, the thesis behind a

3 susmined-release pizgin product is that slow,

1] cantinuous relcase of the doup into the bloodarearn

3 wouwld reduce o abniate the flushing reacton, covvect?
8y M @ can'taonswer that quesition withow wsing the

# terminciogy that I used hofar,

# 0 Sir, the FDA requices the conduct of too

1 pivoml choical trials i connecton with the

1 registradan of a new branded pharmacewdical product,
H correct?

§ A: That's not oecessarily ¢ormect, They sometines

N reguiee less and dicy Someiimes requine mrc,
‘1 Q: Okay. Sir, I'd ke 1o efer your amendon tn

1 pape & of your repart, Do you sce the seobon with the
3 heading rhat's C, Clinical Trlal Daca on Nizcon S CAll

) These Dara Were Provided by Upsher-5mich 10 Schering

PG 200
i1 thought of today?
B A What are the — ah, the FDA, when Bced withi a
@ doug that it considers vical to the aagonal medicad
i interests, fartioularly dougs that are in one mzajor
& carepory, thar is, 2nriATDS dreps, ip often, willing 1o
wr consider the: nse of a single pivotal rial or even less
[ in approving the deug, It Reewise will do thar with
@ some other czregorics, canerr, for insmnce, hepats
@ G, for instance, where thers is 4 — whore ic decms
ng chat the public’s imrrest would be well served.
1] I have personsl expericner with exactly such a
pa sicgadon with 2 drug czlisd pencarmidine, which severa]
(r Years 3go weas che only oeatrnent for whar we cail ATDS
4 pReumonia, DREWMOCYSHES CAHN preuniont, and
7 pentarmidine was the only dogg aveilebies for drat, and
e the FDA approved an NDA thar was a rather abbreviared
07 NDA and actaally dido't have any mials that would be
1y considercd classical, well-done pivol tals, but
ne nevertheless, the FDA evicwed those informmtion, those
o data, snd thoughe that it was in the public's interest
R to put this dryg on the markeet for nse in this grave
ez ditease.
Ry The FDA has shown a willingness and an abilicy
f Lo do thar in other Instances, and it would — aod it

1 Prier 1o the Schening-Upsher Agreement),

s st does, 50, I chingk that wene 1o write that

age 197 - Page 200 (52)
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lif sentence again, thinking about that specific poiar, 1
3 would have quafified it in the mmnner thag T fuse did,
m  Q: 5o, somerimes the FDA doeso't regquire amy
W piremal clinical aials, comect?

m A: Sommedmes the FDA in its judpmene can

@ abbreviare any of the burdens it chooses to impase upon

i the petitioner, .
m  O: So,the answer to oy queston is yes?

M A: Ifum gave you the answer tO Your quUemicn.
na & Sin at the dme of the Schering Upsher
{11 agreement, TFpsher3mith had Anighed two clinical

tr# crials that #t hoaped the FDA would consider as pivoml,

[ correct?
v A: The ooly informartion that [ have eleady amg
He Suirmmarics of two so-callcd pivoral trials thar Mpsher

(e fepresented a5 having been complercd. In one insrance,

it7 the dac had been proicessed and the finai reporc

iy supposedly kad been written, and [was shown, 55 was

1 Mr Audiberr, a summrory of the resuits of thess trisls
P or that trial The other izl wast supposedly Snished
1] in that the last patient had been snrelled and the st
&3 dats colleered, but thic final repore had not been

&N Wrikten.,

& Snce [ was nntprlwmnﬁyofthc—:fth:r

B9 the raw data or the — even the final reports of any of

Pag:
Q: It's an assomption underiying your opinion —
@ does that help you? Do you know whar an assumption :
M A: Ithink so, sic.
1 Q: When you assumne a fact, right?
B A Umebvarn. )
Qi So, if you have an opinion, you — z2nd if —
[l You may 2ssume cermin s oo be tree for purposes of
[*f your opinino? :
o A Umbum
g9 Q: Does that help?
n A: You're heiping me wonderfulty, sir,
02 Q: Ckay. Do you want me (3 restate the question
tm oo .
4 A You're doing fine. Kcep going.
Hg @ Olay Are you being like flippior again now?
e A: Idon't think I'm heing Aippanr. T'm trying
07 12 be henest and reaponsive to you.

Bage 202

bt those ttials, [ can't testify here as to whether Upsher
m did ¢r did ot complete tan trhails Al T cain sy is

@ they said rhey i,

e 7 Then why did you writc in your repart that

i Upsher-Saith had finished two clinical wizls?

m A Wiy did I write in my reporc?

Mm@ Yesh Why did you write i if yoo can't my

tm ic?

®m A lio wridag this report gave Upsher the

pa benefit of the doubt in thur [ made the bold essumption

(1 thar they waren't tatally f&bricating their repores
it that they aent w Mo Audiberr. ! doa't — [ sec oo

(9 reason o bave gssumed thar UprherSmith would have
ny provided 1o Scheriog Babticared infarmmtion, and sa [

hs righdy or wmngly chase o accept the conclusions and

n the soate-mems that Upsher made.

Bz So,it's an assumprion of your opinion in this
i omatter that Upsher had Snished two clinical rals.
e that it hoped the FDA would consider as pivontzl,
= cortect?

Eu A Would you rephirase thar, piease, or researe
mn Thar?

o) O T'H resmre it

@4 50, it's an agsumprion of your opinion —

@5 A What iz an assumption of my opinicn?

(o G Al righe Well, ler's try this question

(| aga, then.

= Is it an assumptine underlying your epimion in

2t} this maner that UpsheeSmith had Seshed rerg clinicat
b trials that it hoped the FIXA would consider ay pivoal?
B Az No.If Upsher had indeed complered those

g pivotal trials, then my assunprions reganding those

e trizls would stand; that is, if the iformmtion that

Pacm 2
it Upsher provided to M Audihert and o Schering-Flongh
[@ Was accurate, then the asmmptions [ made abouc thar
@ information in my opinion would suppor the opinions
t that I proposed. IF ir had aor complered the erials
& and if the dam that it provided to Schering Flough
® indeed were not accyraic or in some way fabricated or
M Else, my epinion on this mrrer would be even more
m hargh than ir is,

Q15 it your view that your opinion in this
v rrmarter is harsh?
(11 Az T woald say thet that i a function of from

0 whose perspective one s looking a2t the maiter The

(1 fandamental issue, as was brought out iry your collcague
4 itz some of her questioning, dezht with whether I think

i that the 360 million payment made by Scherng-Plough 1o
14 Your client was 3 legitinmie lcensing fes, 20d o

71 the smongest and perhaps harshesn possible terms said

nm it iy pot. It coufd ot be_ It pever cowld hree been,

e Irthink that you and your client may perceive that ax

gy hatsh, .

g0 O: Tasked what your view of your cpinion was.

B A: frhink ic's accucare.

Fy @ [0t haosh?

@1 A Somchmes accurate things are harsh.
7m0 Isthis one hgcsh?

Fmom s iy rema
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g1 Al Tthink if I were in your shoes, [ aougld

@ perecies it as harsh. I don't peresive it 25 hacsh.,
% S, you don't pescerve it as bacsh?

w Az AsIsaid, whether iv's perceived as bacsh or

1] rat is a quericon of from whirh perspective your're
m looking 4t it From miy perspective, it's accurate and
m hoaest. From your perspective, | presume it's

m pereeived as hamsh, but aaly you can answer that, -
m  Q: Now,in this libel suir broughr agzinst you,
Ao what are yon alimged vo have said?

uj A It involves an effort of about 40 parents m

17 hawe removed the high school football coach, and he
13 alleges thar we undermined his credibility with the
1} fuperinendgem of schools,

1 G: What are you alleged m have said?

w1 A Nothing in specitfic that I'm alered 1o have

m xaid.
0Q: It's 2 libel sule, might?

iy A: Ii's a2 Libel suit.

st Q= And he's oot aflegiog you said aoything

m specific? _

m A Theors i a whole oy of clemenss where I and
= these varogs and sundry peopie have s2id thae he is
w ot reapected by his studenes or by his players and
5 doesn’t support the players, docsn't £xpress concerm

Fage 297
i o be an element of objortiviey, 5o thag saying wrar
@ 3ortleboddy is a lousy ¢oach is 3 subjectve opinion.
m Saying thar this lousy coach beats his wife is
in) sornething that's establishabie in ey Everything
17 that ! said and athers s2id were subjective gpinions 1o
et whick we apparenily — we apparcatly have 2 tight 1o
7 voice, and thar's a5 [ underscand the case.
@  Q: Did you, in facy, cviticize this foortall
B® coach?

[ Az Yes, 1 did cripiciee this foorball coach,

(t]  @Q: Was ik harsh criocism?

ba AL Ithiok you'd have to ask him that.

my G I'maskiop youw

Al Ithiok — amin | frel — unbess you want 40

4 Question s on this, I feel — prond may be too sorong
a2 word, but I il very good about cverything I did in
(1 this ease. IF you wanr to know, [ weng (o him first

iy with the various complains. I went 1o -him and the
i3 athlctic direcror and had 2 seven-hour mecting with
s both af them going over all of theae nmatters, [ wrote
i1 3 lemer, wiich J showmed 1o him priar i its being

ea sem, to the superintendent of schools that enunciaced
=i each of the concems that I dad, and that's what Idid,
e I think that other than doing nothing, [ think

ks [behaved in a manner that &5 consistco; with what a

Prna 206

A for phyers when they're injured, doean't prepare

7 himself or his assistant cpaches for games, has not in

3 any way updaced his own couching akills, docy not

4 enrourdge oreven pecmdl physical condirioning in the
8 on oroff sexson, you konw, 2 vaviety of -— I outon,

g rhar's the generz] line of the things thar we ane

7 alleged o have said.

g O Do you admic saying those things?

4 A: 5, I'm noc sure thar [ waet (o ger ingo any

7 further discussion of a prarter thar's oow being -

i| litigared, and 1 don't kmow what wse or lack thercol

7 can be made of this kind of depositon.

| Whar I will say is 25 [ undesmond — I've

1 kearned mors hout libel lvwr than I ever wanted 1o

7 know, He was judged oo be a publie fgpee and the

7 issue oow it whether any of these statements had any

1 malicious inteme or were kpowingly imscourare, and the
1 answer (0 that is clearly no, and theare is abundast

1 testmony W that effcct, that there wils noither

y malicious inrent oor was there any, you koow, knowingly
| [Alsc sEicmens,

L Again, as [ undesstand Ubel law — and again,

| I'm realy uneomforiable on this ground, sad you're not
] asking me as zn expert in this situation - that in

1 order for marrers to be considersd libelous, thete has

_ Page 203
i parent or ao interegted party showld do o this marter
@ 2l everything related 1o this mamer,
A & Do you consider wouor coificism of the foothall
i coach harsh? T
s A [would say that "harsh” is noc the adjeetive |
m would use, I think ia all Birtess it was paasful o
7 him. [ did not think that he was a bad person. [
M think thar he wasa person who had ler a loe of eime
(# pass withouy his updating his skills or knowicdge and
oy that this bad now caught up with him, and [ chink i
i1 wds Rurefud tor him po have this put betore him, 1
ne think it svas very embartassing 1o him it & commurtity
(13 where he's lived his whole [ife t0 be removed Fom what
(14 is the most prestigions athietic positon io our
fi5f comounity, even though we'ne the home of the Chicago
181 Bears. And I think thar he was bwre by in, be was
(7 ermoigrally hurt by it S, I think he soguld think it
(18] was karsh, I don't = § pewer meant it oo be harsh -
(n and I don't myself think that the woy it was handied
o was harsh.
(=03 The only other thing I cowld have done was
=4 e pothing, and the s=zs0n I did it was that I have had
et several sons 8o through the progemm, I had 2 son — my

= second youngest 3o who was elecied capeain of the

fas team, and he and his bag Co-caprains came (o me in

age 205 - Page 208 (54)
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M tears and said we reaily can have 4 pood team net
M year, we win when we do oin in spite of Tomurmy, mot
@ boeznse of him, Pleage, dad, can you do sormething to
@ help us? And thar's when Iasked wo speak with Tommy,
L I spoke with the young — with the boys and
@ found out whar their cridcisms or concerns weare. I
@ then related this to Tomrmry himself and 1o the athletie
m director, as [ said, 5o, I don't koo what [ could
™ have done other than de nothing, 3, I don't have any
P ICIMOME O, You know, concerns about my awn behavior,
f)  W: Thax liteation 5 soill procecding, comect?
[ A Yrs,
ny O Sir, nove, you reviewsd the clingeal wial da
41 that's in the record iz this case, cormect?
pg A Ireviewed dhe clinical trial dem? Mo, tha's
g nor cocrect. I never have seecn the dam, I've only
oM scen the summarics provided by YpsherSomich,
it O So, if your report says that you reached
ne cermain conchesinng based on dacr fom thess chingcal
2 trialx, thar wouthd be imsoowsre?
1 Az No, beczuse onee: agzin, I am relying oa the
&= fact thar the inforttion, including the summary
i nformaneo, that Upsher provided was accuzare, and
.l incloded within that information were some tabies and
=5 figures connining the semmartred cens pacdoilaHy

Faga 210
¢ of onc of the pivott trizls and te some degree ehe
sccond pivom! tral, and I made the assumpdern thar
m those dars a5 sumomiined wore accuraie. You asked me
w whether I had examined the dam themscives, and I have
M oo say { did not. o
w2 Sinbased on the informution that you
A reviewed, you conclude that Niacor-SE had approximarely -
m the same efficacy as 2 choicstermildowering drug as do
wr standard immedisterelerse miacin produces, correct?

e A [ — wruld you mind pointing out to me whees [
[1+] Say that in roy repor?

n  Q: Well, yezh, I mean, I'l) pring it ot where you

0w Sy it but wity do youo have 1o loak at your report to
e kowwr whay your conclusion {57

g A Well, as I said before, sic, I weighed czch of

itm the wortls in this reporT iy carefidly, and I'm not
§7 accustorned to testifving openly and orally like this,
it and I would rrther look at a/har I wroks and bada

iy chance ta consider befare responding to your quemion
ra 52 [ can be meore aconmye in doing 50,

R @ S0, you necd to ook at your ttport while

= testifying o give an accurare answer, [s that what

= youTe dying?

e Az [ don't think that's what I'r Soying ar all,

Ry and I'm simply soying that i 15 my desiee o ressify

Page
[ as accurarely as I can on this and any ether question
@ youask me, 2nd I think that the aceuraey of my
[ response woutd he — woofd benefit from my revicwing
M wiar ['vie already writen, and If [ choose o make
[ rnos or major modification In it, as I honcstly did
m before for that one sentcnce abour which you quizzed
@ cadicr, I'l} do ir again,
m  Q: Take 3 look 4t page 5 of yout teport. The
®m sccond foll paragraph, there's o first senrence therms
it which I'll read, and then I'll ask you whether it's
[11] DCEurate Or not,
§F “Baged on the dam from these clinfeal trials,
i ali of which wrere provided 1o Schering pricr to the
trq execution of the ScheringUpsher Agreement, I would
ng conclude thar Niacer SR had spproxizntely the same
(tq) efleaey as a choleserallowering drug as do smodard
(7 {immediare-release) niacin products,”
A Umrhum, Ah, I think there's — in focusiog on
tt9 that particular sentcnce, there is two things that T
rem might add t@ chat. I realive in peading the semtence

- |=l thae iz says, “Based an datz from these clinical

td Urtals, all of which wers provided.” I dicln't

Py interpres ie this way, but I reaiize the grammarian in
%4 M is calling arention to the fct that the "all” is
Pg an uoclezr modifier '

Pags 21
m  What I mcangin thar senrence was thar atl the
data that were provided nnderlay pan of my apinion
@ What I realére might be interpretad hers foom this
W scntence iS5 thar zil the da an the climics] wkds
1 had been provided, and 25 I said before, thar was not
® the case, So, that's a gramnwmical quatificadon.
i Then secondly, | think thar to be moote
m comizrably accurare, I would have 0 hawe adeled a dose
m qualiffcr o this, because the approscimare aquivalent
no cificacy of Nizcor as a cholestemklowering drag was
i1 At a dosefordose level, so thar st the Z(II)-rm]ltgmm
na dose of NiaconSK, I believe the efficacy was sinizr
0 to A 2000 rnillipram dose of the immediate reletse
04 niacin product, Pechaps [ might have been mors
My accurate in sating that fcr I didn's think it was
=l neocdsary and stiil don't.
| Bur a3 fong as you wam 1o focus on thar
ey seoocnce, I chingthar I might have found a better
Ms) gratmmatical way o wie the term "zil,” and I might kave
e adcled to it, "ar equivelent doses, they e 2o
it equivalem efficacy.”
o O S0, you dida't think chis 2B theough when vou
ek wrote this repge, hub?
ra  A: Oh, Ithoyght it theough.
A Q: You did?

P s Prnma ol w__ T -
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A Yea

® @ How come you didn't wrins it the way pou’ie

M ComiBrable with i

W A Well Ithink o any reasonabie person ir I

5 accurate and eonsistent with ooy opinion. When gne is
m Jooking for insccunicies or flaws I a somewhat

m adversaciil oznner, someimes one noodsto becven more
tm qualifying than [ think is acocssary for @ report such

@ a8 this.

w0 Ape you surprised that this coport {3 being

115 uzed in an sdversarial peoceeding?

1 A I'm oot reroibly familiar with the wordd of

w liigarion, depositions and the use of repors. [ said

w to counscl when I prepazed chis cepor thar I waneed to
1 be pardeularly careful becanse | rezlized it wasa

g legal document and I'm nor accustomed to preparing
17 legei documents. 5o, I mied to b quite carcfud in

1 plcparling it

1] Iwaa:Htcxpman:dmmuufdmmcuf

am cach of the specific wonds in a procceding such as
a1 this I just had nor been through thar.

w O 50, you didn't think —

M A ITweowid qualify thar. Twocld s1y, apain, thar

2 a3 I'm sure you kenow, having written documents, briefs
= and the like, one is pever Soished, One cin make

Fage 213
i finding such a licensee,
@ 5 David Petnt the mame of the consulane?

m A Ibelicve that is the npame,
# @ Is his company the Mormon Company?
m A Ithought it had & <ifferent naese fom chart,

s bt it did stz with M. [ may be mistaken.

M & Whar's your understanding of whar Mr Pettic

wm dici?

m A:i I co only surmise whart he did, sir, because

1@ there are ao — I den's beiicve that he was deposed,

o and i he was, I didn't sec thay deposition, dmd oy

g ealyknowicdpe ofwhar ke did comes fom the secondhard

" [n3 commentary of ather peopie’s dapasitions or those sart

b4 of progress repart summaries that were exhibits to
05 somebody's deposidon, I den't remember whose, Sa, 1
e don't kagw what provedure he went thoough,

i Pooplc who do chis kind of wock dane —
per G: I'm oot interested in ocher people.
s A Well, I would onily presurie drar he arrempocd o

) contact the n-licensing executives or the Lcensing

(] executves 2t vanous of the companies that e liseed
= and perhapssent them some prelimimry information,
[z perhups tried G ger them 10 execure 3 confidential

2v disclosure agresrment, and then were they ingarested in
B% exXecuting it — a confdeotial disclosute Agrocment,

) Paga 214
m revision afer revision afier revision after revision
m to nnke cich seneence clcarer and cloancr, An example
m of that, a5 Mr. Silber will cestify, Pm somewhat of a
[ — at feast perceive mysell as being somewhat of 7
# gramroatical pefecticnist, and P embarrassed by the
@\ hanging “zll” there, and I probably would have defered
m that in the next version if [ had recogniesd it.
n  So,obeis hever done. ' perfectly
» comforable with everything in this repert, I think
o e can afways make A sentenes bigger, cleanet, more
11 quabificd, bt there's nnﬂ:mg imccurate in that
A sCTence,
n O How would Mr. Sﬂhcrknnwwhcrhﬂyﬂur: a
4 grammatical sHckler? .

g A; Beczuse Toold him,

8 O: Oh. It just came up in eonversation, hah?
n A Yes.ivdid

g @ Yeah Sinare you aware thar Upsher-Smich

q aterzpted o Gad @ European lcensing parinet for

1 Miacor-3R prior o the ScheringUpsher agrocment?

n A Iamawarc of efons of 2 Cconswnor whoss

% pame escipes me at this moinenr who was hired 10 — by
1 UpsharSmith in either lace "95 ar ezrly "97 to fnd 2

g Evropean licensee for NizcorSR, and [ im — and I have

Page 218
i bad meeungs with them and provided th:m the same 5ot
Rt of indormacion or zanakagows lnformation as way provided
m b MrAodibert but Iam pueely sssuming tnar Jist
w kbowing kow these types of people peeevally work,
M O So, you don't know yourself whar Mr. Pettit
m did? '
m Az Ddon'tkenow whar he did ocher than what
Rl warious cxccutives of Upsher said he did and che
Bt documents thar I've s=en said be did,
Q: What documents are yau Riking abiour?

e
1y A Berdon me sic?

py 0 What documents are you talking about?

ny Az I beliewe there wnere & few summary docwmenies

4 that were prepared chay if | remember cormectly — and
¢4 I belicve this is correcr, but I'm pot comain — [

it bclicve these wene pmachmenes or exhibirs to one of

1A Upsher-Smith's — one of the executves af

'y UpsherSmith's Jepositions, and [ belicve chat chers

L% wens bwo summartes of the statos of his contacts, and

[ it imply lseed — each of these simply listed several

p companies, 40-50 companies, in the Eurapean Union wich
= which he had made conmert and = boief comment on the
 sEAtus oF chedr inverest or lick thereof in the

Ry product, '

W seen some of the swapnary repors of his progress in

ms Q@ Whaut's your undentanding ss o the smous of

age 213 - Page 216 {56)
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H] Mr Pethit's efforts as of the date of the

1 Schering-Upsher agreemenr?

p A Idon't mecall what the dates of those summary

W documens were, I believe thar they quite closcly

m approxmated the brief perod that Upsher and 5¢hering

m were intrractng cegrding this prodiece. T e liees

/M that the summary document was dated even ay of 97,

wm which would have ante dated the agreement with Schering
M by a momb or a linte more than a month. T'm oot sure
vy thar they were daced in My, ba [ knoer thar it was
[ Sometnte i the spring of 97, .
by Q: Now, Upsher retuned Mr. Pettit in Iate ‘96,
vy early ‘97, 15 chat your testimony?
g Ax Tdon't reczll exzedy. [ restiBed a mosment
g aga s 1 belicve he was pemined in lare 96 or ezoiy
7. My meealifcton is thar he worked on this project
for ahout 7ix months, )

Q: Have you reached aoy conclusions as to whether
or aor Mr, Pertdt was successful in his effiorts?
A: Bazed on the summary dociemenss that I saw, he

— it was lisred that very — that mom of the
@A companies an his list had expresied no ioberese in thy
= preduct. altnost all of them: that ehem were 2 few,
pat [ don't reeall the nymber, but, yon know, tean o three
ke or 50 where the verdicr had stil! not been rendered,

[m
i
(0}
e
ran)
21
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i where the companies wers stll considering whether they
@ would constder che product. As fras [ could see,

tq with none of these compardes on his list was ther any
wt serious lovel of crahmtion or nogotianon wxlerway,

1= 3: What docs that mean, “serions evel of

® negorkion? '

i A Whers the potentizl licensae bad complered it

m due dilipance on Nizcor-SE and had beprun — had

o expressed an Interest in licensing the product and had
bt begun negodadens for the terms of that Boemse.
pr W But there wore companics thar werr stifl

@ evaluating MiacorSR. [s din comect?

py Az ldon't know whether those companies — a3 [

4y Stie, mest of the companies hzd srpresed no interest,
19 had said they had no imeresr in the prodoce, There

na were a fow where the companmy’s response was gl

pn eutsizrding, and whether they were scill evaluzatiag the
it product or whether their respoasc had gimply ot yet
(18 made i to the swiremacy lise § can't say,

Pr S Was M Pod successful in gemting any

@1 COmpanies to cxXPress inigal merest in NiacorSR?

ez AL Well the opersthre elements in your gquestion

ey are “successful” and “any interest.” The synumoaey

w4 Sheets that I saw didn't presenr el deizil on whar
e the companies did or didn't do, and 50 [ doa't know

. Fage
1 whetherthizy hung tp the phone cn himorwhetherthe
reviewed 2 data preksge. [ don't know whether they
m signed a eonfidentiz] disedomics agreemenr I just
W don't know to what extent they had presemred — chey
(@ had expressed any imerest ar all. That fust wasn't
m pravided.
M Q; Wasn't providad? What do you mean?
W A: The summeiry sheet thar Hsted these 40 or %0
m some odd conpanies and their response had Just a few
luq wond surmmation of the result, and s in ceoms of
] whether Mr Petit was successful, [ wondd say he was
na quite socressful in having made conraet with quite an
nx cxrensive list of efigible lcensees in the Furopean
tra theater, and he dide't miss 100 mzoy that wers
b poccntial candidates for a drog Like chis,
e And 30 I think thar he was suocessfol in peoms
na ef his cffort for the compruny in having served the
ar comyRany wll in Inpiking 2t a Grpe numher of companies
e manging from mediumsized, even smmll to medinmsized
por companies, 2l tie way upr to the major playess o the
r Eurnpean Union, and [ think provided a good service in
te that tegard to UpsherSmith, and I would consider that
F 4 successful effort,
@4 [ think that from Upsher's perspective, 2
B successful effort wounld have been for one of these 40

Faga 2=

i1 or 50 companies bt have expressed an interee in

@ Lcensing the product, and thae didn't occur,

a1 O And you Bate your ennchmion as bo whar

ur accurred or not based oo the summary sheer that was
® provided to you oc the sumnmry sheets that were

w4 provided te you? .

rr Ar Ibase my conclusion about whar Mr, Perdr did

m — is thar what you're asking me?

m O Yes.

nra A My conelusions nn wihat Mr. Peteit did or didn'
It o come from having read the deposidans of several
vz executives from Upsher-Smith and having exagutied those
trm surimary sheets, and thar's all che informadon that I
04 WS ever provided on what Mo Pettiz did or didn't do.
b @Q: How many cooqranics comacted by Mr. Pemht

trs signed confidentality agresments?

itn A [don't know the answer to that question

e offhand aod T don't vhink thar that was presenred in
oe arry tabular f2shing 33 1o whether 2 CDA way sipned or
ey not sighed for exch of them I I cemember correctly
11 — aod I'm doing this from s very imprecise memory — 1
iz believe that there were a couple of them where there
@3 was an anngatian chat o COA had been sizned, but I'm
=4 DOt Cven sure about thar, and I don’e hawe that

Ps docurnent with me or in fronr of me,
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m L Would thar be somerhing importaar for you m  The fact that, as far as [ could pacher, M.
& know? m Petrit was che only pary seeking an Upsher's behalf a

m A; Mo, not for responding to your question.

w O No, I soom, your witimate conclusion here char

g Niacor-SE was not worth anything close o wiiar Schering
st paid for, thar conclusion, I mean wosld M Pemics

M suceess io identifying 4 Buropezn licensing partner as

m ao alternative (o Schcring-P[uugh b somcthiog af )

m imtersst o you?

(L) Lot e swae that differenchy.

1 A: [don't undersmand that question.

¥ Lz Please, look at page 13 of your report.

un A Olkay

4 Q: Da you see the section on the 1op half of the
89 page?

8 A Yox Dsee that,

O Why did you put thar secdon in your report?
1 A The heading under which thar Section G is

t8 lisied i eovitled The Licensed Praduects, and I thinik

o that one ¢f the parmmeters o which T was made aware in
21 peviewinp these various dociments was that effoet on

eo belnlf of and interest in these censed products by

o partics other than Schering, and 50 I though it was

M Eernoe w the discussion 10 convider thac.

- Tthink = excuge nie, I think a5 I testified

m Enmopean licenasee for NiarorSk and gincs ha had noe

H identtficd, 0 my knowledge, any parry who had made an
® affer of any son; for this produoct, I am able o

| conclude tiat duere was ng bidding competton for chis
M product, ind I think the f&or char that was oo hidding

m compoddon for this predact makes even moce absurd the
B mmgniiude of that so-called LEoense fer.

jris 0 S0, vour conclusion, your ultimare coaclusion

114 and your opinion reats in part on pour woderstanding as
i 2 the interest of other pownoal Eoensees?

pa A Would you repeas that, pleasc?

4 (The record was read ax follows:)

s “QUESTION: S50, your Conclusion, your ultimate

tet conclusion and your opinion ress 0 part oo your

117 ubderstnding as to the inteces: of othet parential

- |y Licensees?™

pee THEWITNESS: Ooc of the compoeneats upon which

= Y assessment of the veracity of te 360 million

B Nooconfingent payment 33 Lcense fee was hased wuson
iy the competition or lack thersof fom other companics

iz for this proediet,

=] BY MA. CLIRAAN:

Fame 222
{1 eartier as [ undersmod thar eleraent of chis legal
& oo that I've been asiked ro consider ¢an be
@ crys@blized inwg my pesception of the validiry of the
# $60 million noncootingent payment, as a licensing fes
4 Jor this product, and as I tesifcd cadics, the
| liccosing for apd particwady che nmaeaitdes of the
W Bcensing fee I8 very larpety demrmined by the
@ compettion fom other companics, other pobental
o licensees, for that product.
a 50, some commentary on the sxisrenee or bk
1 thereof of that competition is quite germane oo this
9 repact, to my conclusions,
n  Q: I'msorry, why is It germane 1o your
] conclusions — : '
A A Why 5 what genimeoe to my conclusions?
a Q: The iorerest or lack rherenf expressed by other
1 porental kicersees of Niacor-SR in Euope.
m  A:Ithink, as [ just restified, the central
m question that [ belicve lay befors me was whether or
7 nor this 380 million poncontngent payment made by
11 SeheringMough to Upsher-Smich could be considered a
n legidimare license foe for Miacoc-3R.A m@jor clement
1w such 2 considersion is whether any odher pany was
1 bidding for this license, z2nd if 50, how much they wene

= O Are you aware of whether Mr. Petdt or anyone

Page 224
m from Upsher met with cther poteotial licchsces io, say,
@ the maarh befone the Schering Upsher sgreement?
B A The ooly thing of which I'm aware ame thasc
# bits of infornmtion thet discussed what Mr. Pertit had
& dooe on behalf of this product and on behalf of your
| client, and I've vesrifimd eardier that I don's cecall
rt exactly what depositions Mz Petit's activites wots
m diseussed in [ believe it was Ms, O'MNeill's and
™ perhaps dr Bell's, but I just don't recall thar, and
o the only othet infermation I have is the sumomry sbhoot
1] 1have been provided ao inforsmtion other thmn that and

iz 50 <20’ gusss what he way doing during the moneh of

1| June or whenecver it was.

ta Q: Do you know whar the starus was of discussions
s betarecn UpsherSmith ang Servicr as of June 17th, 19977
pm A [have been provided o informaton on oy

17 demils of what the smams of inteaction widh Seoner

pa weon or werc no The only information I bave beea

% provided s gt oo which I relate — that which I

e ttilzycd 1o you sgclier.

e @ Do youw know wherher o not Servier had

@) ininzly expressed an interest in Hoensing NocorSR?
A Withouwr looking at ehe list and refreshing my

24 memory, { don't recall which of the companies o this
pa List, which [ understand here listed %1, were siill

5 bidding,

agpe 221 - Page 224 {(58)

Min.U-Scxipud

For The Record, Ine.  (301)Y870-8025



SCHERDNG-PLOUGH &% UPSHEM-SMITH
MATTER NQ. DO9297

MELSMNY L. batv 1, FILLY,
November 20, 21

Paga 2245

1t outsmnding in their imerest or lack therrof in the

@ product.

m @ Do you kmow whether er not Servier signed 2

ut confidential disclosuss agrecment with Upsher?

& A: Withowm re-cxanmning the reforences to Servicr

m and thoge lists that —- which [ alluded to a memenat

m 2go, I dow't recall off the top of my head what.Servier

M did ar did not do.

@ 9: Yeah, well, you keow, I don't cat to be
po playing any memory game here, I mean, I don't care
it what company we're tilkiog aboot, bur are you awam of
¢ Upsher meering with anty pharmaccutical company in the
prar woddd about the poteatial licensing of Niacor3R in
i1 Europe in the month [eading up to the Schecmg-lipsher
[ta agrcemcnt?

ne A Idom't recall — [ don't recall the cestimony

17 or the informadan that would have suggested that they
ta did or did not mect with othicr companics in the momt,
e You know, prioe to their executing this — thia

n agreement wich Scheriog. I do net think that gither

1 The depasition testirnony or the summary sheets

ey cxpressed any serious Interest on the pare of any of
&1 those companics in this proguct at that rime,
me  @: 50, you doo't know anything abour any meetogs
iz that took alace borween Upsher and any other

Faga |
1] interest in the produet. I just simply means that
(3 they want to go and Lok 2t it, becarse they want o be
/@ sure that they de or don't bave an imeres. It
M docsn't gor serfows unrnl offers are pot an the zhic.
1 Meoctings are nice, bar you can't ke mcstngs o the
1 bank, and you certainiy can't vse them in negothatons
@1 fior $60 million wp-font paytrems.
m O Sir,on page 13 of your report, you
m characterize Mr, Pettit's effores as unsuccessial,
tre] CoOrrect?
nn Az Agaln, I'd rather put it in rhe full context of
piy the sentence, What 1 szie wax i he mried
i3] unsuccessfitly for over str moarhks 1o find a3 Besnses
4 for the Buropean rights to Niacor-SR. As | restified
18 earier, I frankly think cthat Mr. Petdt was quite
p8 szccessiul in ovet haviog boought the oimber of parties
[ U oven 2 superficial exzminacion of tis prodact that
gy e did. Thar's not a8 215y 25 i seqns. One has to
n make eontacts, one has to convinee the peopie that it's
g even worth looking 2+ nop=xclusive informmsbon,
(1 %o, he chose 2 good list of companies, a goad
22 spocum of companics. e, 22 Gr as I can see, made
= {egitimare contacts with these companics and did fis
@ar jobr well. He dide't Infcnr Nincors5E, and I'm sure
resr that he perbiaps more than any of us wished that

Pega 220
i1 phacmaceutical companies inthe monrh leading uptothe
m Schering-Upsher agreement?

o - As | don't recall whar the tesimony was in —

w1 abour that specific issne fom the Upsher evacutives,
i wha arc the only peopiewha could have commented Upon
@ that issue io doposiion since to my knowiedge Mo

m Pottit himse!? was not deposed or at least [ dido’s sex
= that deposition. I the meetngs ocowred, L don't

m recall whethrer they did or dide’n, and I don't recall

no whether they were alluded to in those depositions. I
1y don't know whether meerings occurned.
pa @ [sn't et — _
pz A: What I would say is that whether meetngs
o9 occurred or didn't occwr wouwld not have #ay bearing on
rs ooy apinion, becawse meetings — differem comprnics
ug have wery diffiercnt thresholds for halding 4 mecting.
i1n Some companies have 2 very high thocshotbd, for

nm instanec, Johnson & Johrson has a very high chreshold
nm for executing a coofidemial disclosurs agrosment and
mo for having meetings. Cther companies have a lower
e thieshold for these lnd of inidal contacts and are
= much mome »Ailing 1o lmve mestings.

= For instance, one of the companics that I doa

pai |t of work with has a very low threshoid for mecting,
{z¢ bur rhat dosgn't mean rhar they have any serfous

Fega 2
1| Nizeor SR had besn a better produce than it pitinmely
g ened ove to be, I would have puode his joboa lot
] eLsier
m Q; [n the s=orence, the Bost full seatencs on
m page L3, you stare thac be tried unsuccosafully for
| over six moodks o And 2 Beeasee For the Eumpean
m rights to NiacorSR. comret?

w A TFmshaum drat's swhat [ wiote.

m & On what basis do you conclude thar his efforts
tm were prsuccessful?

tr1] A Tharis a question thar [ exn ansewer [ think

(i fairly cesrdy, and Pm almest surprised that I can

(1% answer it 50 cleady, berause that has a Jcfinftive end
je) poine. As fax as I hpow, e did noc execute a licerse

nm for MiacorSR dunng thar period with anybody, 2od so
ng if you'Te asking me — i yor're defining suceess as

nn fAnding a licensee, be was waomecsssi,

pg O Okay 50, becawse Tpsher signed with Schering,
(9 Mr, Pemit's efforts wrore pnseceessful. Is thar what

Em you'rne sying?

mip A Iam sayiog thar durfrng the six-nronth periad

= when he looked — when Upsher enzered the agrecmment
rm with Schering, one can ondy presume thar Tpsheris an
rpa sthical company and ceased i effyres oo Bnd annthar
mg licensee and I will be happy to grant your chene that
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i1 kit of ethical well-boeing; thar Mz, Pemir's effores
@ wouldhave stopped when the agreemenr with Scharing was
m exccnted. What we know iy that ap to that poior, Mz
# Petdt bad becn unsucocssfinl
= We also know that Scherimg-Ploagh, ar least we
¢ know from the iesgmony of variges executives in this
M mater, took but — I belisye, whar, five days fmm
[ A0t to fndsh 1o ke thit assessment, and 50 we cin
7 say thar up 10 approximately June 12t or thercabows,
par Mr Petdt had becn nosacepssiud,
my @ Where do you get the six monrhs in char
47 stwber?
471 A As I said I think thar he was hined in
11 December, and he was fnished for tite ceasons | just
19 siid in eddle of June.
g @ When do you think he made his first maifing 1o
7 potcatial icensing panmrers?
m A I bave mo way of koowicg that, Usually when
1% people ane eapaged in these marters, they're poety
zq prowpt and assiduous, 2nd so [ would diink that very
21 shorty afier Mz Petry was engzged, e began making
= phonc calls and making conzen on bekalf of his
= cliene.
L How would you bave govie aboat acempung oo
x5 find 2 leensing parner ia Enrope for MacorSR? IF

o 231
m THEWITNESS: I'm fine.
@ BY MR, CURAAN:
B G Are you saying that if you were Mr Pettit, you
¢ wouldn't have mken on the assipnment from Upsher to
e BEnd 3 licensing partoer? Is that what }vou = sa}-u:g’
@ A Tha's correct,
1 G 8o, in your opinion, was it inadvisable far Mr,
(m Peitit to ke on this assignment?
m A That's not whar I said, sir
g L1 It's o question. It doesn’s matker wivit you
nt s2id before,
ra  A:ltis,
0% O Idon't ;i what you said ac all teday or any
o other time in your life_[r's just a Question,
11%] Was it inachisable for Mr. Perur, in your
e opiion, t take on this assignmene?
en Al can't speak for Me Pettit Your questions
(M to me were whether we would have hen It en,and —
(= They wouldn't have come 10 you.
R A I'msorcy? § didn't umdersmad what yoo said.
ey MR SILBER: He said they woubdn't come to you,
Bz 8Y MR. CURRAN:
(zm L Let's agsume, Dieay, thar you were working for
<) Mr_Pettit and he had taken on the project, hoy, we're
=t godng to find 2 licensing, pamner for MacorSR in

Fage 0
i you had been M. Pettic and you were retained In ate
A 54, exrly '97, whit would you have done? '
B Az Again you bnowo, Tam embarrzased] thar I
u perhaps have been flippant in 2 couple of my commenrs
M 1 youl, and [want to resgxio thas element of my
A permnality, if 1 may,
N We have a fairly rigorous modus opemandl In our
= litrle orgaaimnon in that we try to put indiccnsing
o candifares through 1 fidy decent Ievel of imbernal
oy and semertimes even exoeraal due diligence befons we
1] even ke on the project, because we're 2 semll
# grganimton, and the ooly thipg that really helps us
o i5 char we have a Rirty high level of credibilicy wich
# cxocutves in companics, pandeulady fikly senioc
§ eXCCUtves 0 CompEnics.
| 5a, bofore we would ke on 3 pmject, it bas
7 0 ass our mster before §would present it te g
y senior executive in ancther eompany, and were I'm have
§ scen the dam that Mr. Audibert shared with Tpsher in
1 — ar that, I'm sorry, chiat Upsher shared with Mo
i Audibest, there is linthe question thas I would aot
1 have allowed our company to be cpgaged in nmadketing
i ehis produet.
n MRA.SILBER: Chris, if I may — Mebson, I just
1 want to see iF vou're clkay, if you want 3 break,

Paga 232
0 Eurape, go do it What would you have done?
@ A I'would bave said o bim char I think that
A proscoting this packagre 1o senior exocudves in )
Ml potcndfal Hoeasess would comprmrnise our cradibiiiy
® and thar uonl we had further informaon abour this
m product, we should noe cepresent it, bocauss Mr,
M Pettit — and if you're supposing thar I would be bis
Al SUrrogarne in 50me wily — teprescated this predoct,
@ It's oo differenc from your seliing a used car or pour
pa sciling oy obf Lox Box, _
(i Ithink that if you're goine o be coedibie in
i1z this effur and if you're going e be able 1o go back
113 1o thar person i whom you oy to s=H this to sell
14 another thing, | think you'd want o have some
ps credibility, 1nd 1 dono’t think thae [ evuld have
[ represented chis product with ¢ othusiasm knuviﬂng what I
07 know abong i,
iy O [ wanr you to asswme that, agzin, you work for
tm Mr Peitir He says, okay, I hear your comments, you
Fn don't want b wook, you don'swang 1o do s project,
Ey he says, noictheless, les's 2o out and do owe best.
= Whar do you do?
gy A Iwould recommend en Mr P't:tl:i_t that sve g0 buck

kel T0 our ¢lient, Upsher, and discuss with Upsher the

fs povential deficicncies that we sce in the data set or

ape 229 - Page 232 (60D
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m the package thar I have and [ presume Mr, Pettir bad,
g thar informadon char was provided to Mr Audibert, and
@ I wguid ask for some of those dara and some of the
M informmton that I alluded to in ooy report as being
missing. I would examing that information EUpsher
were willlng 1o ler me see fr and nmay or may oo modify
my apinion, but [ don't think that I would have been
comfortahie — in f2et, [ know [ would not have been
camfarmable calling the sort of prople that I letweror 2red
saying to them, I've gar a good inlicensing candidate
for yuu, which ig whap I'd have o say, with the
informaron thar was given © M Audibert.

Q: Qkxy, ket me make this a pare hyporhetical.

A Um-hym.

Q: ! want to put you in Mr. Pettit's shoes.
ra Upsher-Smith comes te M, Perdt and presents Mr,
1 Pttt with whiat is a very promising praduct, and you
pa andfor M Petit recopnize that 2nd beliewe it (o be a
1oy promising product for Burope.
o A Okxy
i O And yoo're charped witl: Anding 2 Eutapean
7 licensing partner '
ma A Olay,
20 D: Whar do vou Ja?
e MR, SILBER: Jusm to clarify the hypothetical,

Peage o
ur remaining questions that I might have, becawse
@ recognire that I'm going to bave to go bedore
A executives in the porendal licensees and discuss this
M praduct, and Id like to makes sure that il the
&5 questons that [ might anticipete and thar are
i answerzble were answered in the informarinn thatr wag
r provided.
m With thar information, I wonld revise the
m infiproaton thar the cliem ked provided 1o us, so tar
oo I now have 3 dossier with which 'm eomforesbie.
i would then try 1o ascertnin whar companiss would be
1 likely viable licensing candidates based on my
0 knowledge of the soits of drugs char they market, the
i sores of sales organizagions that dicy Imve, the sorts
1] of territories that they serve, the potental of the
11e prodoct et cotena, 50 that I would toy o hone the
7 list to high piobabiifty Eesnsing camdidates racher
g than shorgitn it to every company out there, becange
[ again, you kbow, Pettit and [ are 2 semll ofmnizbnn,
=t we don't have time 1o go w0 1600 companicy, We'd
kv catker narrow it down o & Fow companics where we think
@A wt can be most effective.
@y Then, mos likely, [ woutd kaoow somebady Gidy
=i Senior in that comparny, and [ wowld contact him or er
and tell them 2hout the spportunity I had and agk them

Page 234

ni you're ralking about a hvpodherical drog, not

I Mizcar-3E?

m MA.CURRAN: ¥eah, that's right. He refuces to

[ answer the question about MacorSE, 5o we'll use a
5 hypotherical drug.

m THEWTTNESS: I think | apswercd the queston

{n aboat MRacorSR.

(1] BY MR, CURRAN;

m @ Okay okay, ler's i tmalse it some drug that
{1m ¥y think has peomise,
iy Ar Ag [undersand you, same cHenr, be it Upsher
1y or somebody slse came (¢ Qur organizzion or Pettit's
hy grganizarian with my being 2 pary of that organiztion
a4 with a drug or a product of any sort and presenced s
(i the data that it had on that prodoct. We intemily

g were able to look at that data package ared feel that
17 his product did represent 3 good opportunity for 3
by patentiaf licansss,
Iz chae the hyporhetical you'se pregsnring?

s
o G Y,

ry A Then what would 1 do?

En  Q: Yes

ex A [ thnk char the frst thing that 1 would do

) would e, as [ think I indicared befome, woeld be
= oy to howe answered from dzm chat the clienr had any

Paga 23
) if they were interested. Most likely, most if not alf
@ of these companies that were contacted telephonically
m wouid say, yeah, scod along your package
4 renconfidemially, They would — I would do s0.They
fa would look at this packzge. [ wouwld followr np wirch
| chim, 2ng the pext step would be for them to sk for
m onfidenyial informatico.
m  Iwould than provide them the full dossier thar
@ we had, probabiy, i their interes confnyed, mest
nq with them w discwss acxt sicps, and most likcly those
ot mext sceps would enil answering questions that had
na arisen during cheir die difigence. We wouwld enter imm
0= an icratve poccys where they'te asking questtons and
(4] T'm wying to answier those questions or have those
05 Questions Answored until we gort ta the poior whare chey
ta either said, thanks, Bat o thanks, or said, we'ne
{17 interested, let's stan ralking deal. What da you
o wans
1y Thenwe would ¢nter the next phase, which would
Pm be the discussions of the gencre! tenms of our
17 potenrizl agreerent, and that wonld cover such things
p= as remuncriton for the icensee or licensor, whar
tz performance eriteria the Loengor wadts to Wmpose upon
4| the lcensee, snd tommitories may or may not eaezge. I

E= owean, if you — T think you've nprmwed it o the

e W Thrmao A T LT RY. L L. P

Y wr oar . i
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01 Europcan Union, and so we might kevea company who has
1 ooly got markcting strengoh in Ialy, and we might be
@ looth to oifer them the rese of Bumpe, or we might
W bBave 2 company that is nnivermliy sirong, in which
g case the werrirory would oot be much of an issue, but
w wo would get fnto discussion of those kinds of issues.
m  We would over the nex fow weeks Regoriais a
n deal that we were comiormbie with or we would doz be
m able to negotists 2 deal wirk which we e
ro coodortble. I mean, [ hope I'm reaponding te yous
un question. That's basically che way I dhink Iwould
i3 proceed,
ps 4 Have you personoally cver done such an

Mo FEctgnmreent?

1m  A; Oh yes,

40 & When?

47 A When in tme?

m @ Yesb.Yeah, In time. _

w  Ar Last yar or this year aod — yeab, I've dooe
o it perindicaily over the course of the laaf — since

1984,
# 0: Always with CoreTechs?
@ A Yes, because when [ was with either Abbott or
29 Pujisnwe — when I was wich Abbott, 1 was 2 member of
15 the licensing team and didn't bave responsibilicy for
Page 232

0 zegotiating deals, When I'was with Fujistwa, I had _
 business development poople who had responsibilicy for
@ onegotiaring the deals, and § had sigteolf anthoticy on

W ft, bur I seas oot the person going 1o the cable 2ad

i ncgatating the deals,

w0 Okay. When's the mast recent kme tht you

7 nodentook chis cype of an assignment, Anding a

M Heensing paraer in Bumpe?

MW A Ch,in Eumapc?

o O Well ler me back vp. Hove you personally ever

11 undermaken such an asgigmment in Europe?

7 Ar I've never specificaily fhcised on 2 lcensing

» assigiment in Europe coly, beczuse it's besn my

# cxperience that a produet genemlly has o be

§ acccpmble for the L3 market not before but in

7 addition to being accopable for the EU, and I pealizg

7 that's my cxpenience. That is not a universal

¥ experience, and therme arc plenry of people who focus on
¥ the Fumopoan marker and have a different cxperience,

A burin my e2se becanse Um U S -based 20d Iave most of
i my expericnce inthe U5, that I would de deals fior

7 the 1.5 and other territorics, not just for the EIL

1 The exception 1o that has been Japan, bu

G bocause of my prenty goad relationships with a umber
1 of peopie in Japan, I've donc daals jost for Japan.

2
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11 Europe, I've done 3 conpis of deals just in the EJ but
& oot for pharmacenrical prodacts. '
g Q: Okay, 5g, you've aever done 3 icensing —
M you've never personzlly done & project 1o which you
& wort attcmpting 10 idenify a Bumpean licersing
4 parmer for 1 pharmacewtical, correce?
m A I'mgning baek 1o your question. You asked me
m == [ went through a whole process of what [ would dg
& wers g be working for Mr. Penit and the procedures
i thae I would go thioagh, which eorailed basically the
11 whole process of getting hired by the clieor and
(1 negoriaring the deai You then ssked me whether I had
it dore that process fora pharmacewtical just io e ETJ,
(o and oy answer 1o thar i no.
g Q; Sir, in yowr poglysis and conclugion in this
(i matter, do you consider the amount of correspondence
07 and conununicadons between Upsher and Schering zficr
ma ey entered tom their Boensing agreement?
A Do [ coostderin?
e Yes,
e & T'orngp — I don’t undermand your question.,
O You've crached conclusinns in this manter,
=¥ correct!
=y As Yes, Thawe,
@ i Arc those conclusions bascd in 2oy way on the

Fega 240
0] Acunr of CommuNicanons or comespondence berween
tn Upsher and Schering after their licensing agresment was
B cocered inta?
A Thetro are three principal elements uban which
& my conclasion is based. The fist was the deal iself,
g the agrecment, the clemeas of the agreement, most
M pariculardy the $60 million noncootingent paymenr and
®m somc of the gther cloments that wers missing from this
m agreement; secondly was the due diligence that
nos antedared the agreement; and o chird was che Behavior
oy of the partes after the agreemenr had been excouted.
itz O Do you want ooy guestion sezd back?
1n A Youre weicome w pead back whatever youa want.
irg Ithink I just resporded to i.
e @ Okay. So, when you 52y the bebavior of the
(e partics afver the agreement, arc you rcicrming to
17 corespondence and communicatiens berwronthe partics?
ga A: That's one element of the behavigr of the
(o parties
em  Q: Well, do you specifically ¢onsider the
21 eommunications and cormspoadence betwsen the parkes
®a A5 one element char is relevam o your conclusions and
[ antlysis? N
pq A Iexamined the deposition westimony and thosc
9 cxhibits (o which 1 was privy that relaied o the
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) inferactiong between the parties. written and
@ otherwize, 2% weall as the individia] activines of the
[ partics aa expressed aither in oeal testimorry or in
] mimzes of varienis zad suncey mectizgs and from that
[ informmton diew a conclasion &5 © wiat tie pandes
i did after ehe aprecInOnt,
m & 5iris it your belfef that there was almost na
i comrmunication regarding NiacorSR berween Sclering and
™ Upsher after their ticensing apreanien?
mm A Itis my apinton that vy licle commusgicadan
111 occurred hetween them considedine that they kad sntcred
N intoa mmjor deal, 2 dexl that indesd Schering had
{0 valued sa highly as to madee the highest nencontingesst
04 paymont in che history of the pharmscenfica! indosiry:
09 @ When you sy the 560 million payment, ou're
(e kalking bzt the $60 milllon pakd over thres years,
[17] correct? .
0% A $60 mullion licemse oo, which was — o which
I ey were abligaed to pay from doy one They happened
P %o ke dic payments over teo pears
En O I'msorry, they happoned o make the payment
1= over foro paars, is thas whar you saic?
‘B A They mizide a payment, they made 2 payrment upon
@n signing and [ giiess o paymcnt A one year and o
(25 YCars

Page 242

m Q= They didn't fave io; that wea calted for under
A the licensing daprecnent, nghed

pr A Well, yes,

M O That was ag a resuft of the negetatan,

[ coment? o
m A ] would sey char this esulicd fom activities

M other dian negoriation for a liconss.

m  Q: Whar do yon mean by that?

™ A [think as 've teqiiffed muny times boday,

o that there could only be thrae teasons for Schering's
] aving made thiz paymment, Coc, Buey're blithering
(A oty tweo, they pot some ather congideration — now T
03 can'teven remember wiat the third one would be.
x|  O: Why don't you dunfk abour it

sl  MH. SILBER: YWy that  question or 4 commens?
na AA. CUBAAN: Thats a question. ['m not

p7 rushing him.

g THEWATHMESS: T think [ testified carticr 1o

0# it buc MU ey (o recall what T — what { said. [

tem cam’'t recatl exmctdy whad [ was, bul whaewer it was,
Rrl i was pefgratre, and mayhe thar's why in my desire
P2 nof o be ierribly pojositive ©oan't recl] i

[l BY MHE. CURRAM!

Ry Q: 50, by "blithening idiots,™ that's not

25 pejnralive?

Page
m  A: That's perhips pejorative — I gaid thar thar
@ is the only possibie reason orher than their receiving
A some other consideraton,
W Q: Well, what do you mean by "blithering idiors™?
# Doyoumeanthey werc nogligent, shawed bad judgmern
A A Iwould s2y — you koow, as I testiffed
7 earlicr, it has zlways been oy perception of
m Schering-Plough 28 bring one of the fine COTpNIcS in
5 our industry. S0, ¥ don't consider it a viahble
t e¥plination ar all, and in this reom where we are wanr
1 e consider hypotheticals, 'm offering you the only
na hypetheticals that [ could conceive of for this kind of
13 payment having been made, and the hypotheteal about
t which we're taliring, that js, thar the Schesing-Plough
% were a bunch of blichering idiots, s aot to mc a
i viable alterrative, because I don't belicve drat
0a Schering-Plough is a collecdon of blichering idiots,
tm but uniess they received some orher considemation —
(9 oh, I repcmber che third o,
P They were feclitg geners, o in orher wonds,
Bt they wumred o ke a gift to Upsher with no
ezt considemtion. I suspect that Schering is a very
tz philanthropic company, but I don't suspece it hzs that
@y degree of philanrhrpic lcaning rowards anoiher member
(#84 of the pharmacantical community. 5o, I don't think

Faga 24:
v that's 2 viable altereative either, that they were
1 doing it put of pencrosity ar out of ignorance. Sa,
® that icaves oniy thar they received other constderttion
o 21 the viahles explznation.
A Q: Now, you've read depositions of Schesing
M personnel in this case, cormect?
M A: Yes, [ have, T,
B @ Aod you're aware thar it's the position of
™ thosc peopic and Schering isself thar the considerstion
te they paid was, in fact, for NbacorSH and the ather
1) praducts in the liccnaing agresment, correct?
na A I'maware that 30me members of Schering's
13 executive codery have maintained in their sestimony
i+ that that $60 million was a liccnse fee.
iy Q: Now, do you belicve chat they'rx Harsy
ne  A: A few momenss agn we indulged in the use of the
t17] term ~hassh.” I thinde chat 1o the extent that they
nm rminie thar this was 2 license foe for NincorSH,
g they are being vnrmch fal,
= 0 Now,a mament ago you said that Schexing was a
p1 fine company, didn't you?
A A Yes, T did,
en & Andthey're a foe company, so you're unwdlling
teq 0 Sy that they're blithering idints, Is that beh?
eq A I'wowd pot like 10 charmetetize Schering 25 2

P s Mrsa—— - o
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] collection of blifheriog ilioo, yes.
@ 50, you're more comforabic characterizing them
4% ynerurhful, correcr?
M A: I'm oot characterizing the whole company as
m woruthful I think that — [ don't know what
m modvated this bir of nefaroes behavior, Ik [ belfeve
m viclites the ethical smndard by which I bolieve
g Schering is known in the industryThis endexvor
® involved cemarkably fow members of Schering's execurive
s comraurity, which is ieself vawsual, and so if thers was
(11 dishonesty, then this dishonescy appearcd 1o be
na confined to a relatively fow people, and 5o it would be
0 unfair o the praay thoveand emplovers of Schering o
114 chamoterize them ar their compmy 18 dishonest.
g O Now, is it your leelicf that the pmojecticns
g that Scherigg personnel made with respect to Niacor5ht
un werc bona fide or alveraatively prevcxoucaly
e A: It was my apinion, 2= T expresacd in ' my report,
19 that the financial projoctiong made by Audibert — T
20 assume that's o which you'te referring?
] O Sare, :
7  Ar [ thought the profectinns were more amibitions
= than I wonld have mxde and were Inconststent with —
24 were considerzbly mare aggresgive than wers the
= projoctions raade by some members of Schering’s own
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m recrived other considemtion. If they did, indeed,
m receive gther copsiderution, they have been uneruchiyl
m in their estmony througbout this mactes.
€ Do you believe tre Uceasing agreerent itsclf
® 10 be some sort af 2 sham or coverup?
| A A sham or coverup? Would you help me
r undersmnd what you're meaning by that?
m O Weil, you said you've seached the conclision
pa thai there was dishonescy, corect?
s A Yes.
ui1 G [just wane to know if that icensing agreenient
h[m dated June 17ch, 1997 is a coverup of dishoaesty n
(9 your apigion,
ta  As I'm owi swc what pou macan by a “coverup,” and
05 I'm asking you to wcil me before [ can apswer that
J(ifl QUESTION.
m  Q: Now, do you know who negotiared that licensing
'y agreeruenr?
fta]  A: [r was ROt eotirely clear in the testimany, at
2o least it was ot entirely clears to me who acouzlly
B negotawd the terms of the ageecment. There weie only
4 & few players, and 'or pot sure which of thern achmlty
2 worked out the Beal terms of thac deal with M Troup
pg from Upsher-Smith.
kg @ Do you know any of the peopie who paricipared

) Page 246
m execudive codery, as well a3 at least one expert thar
@ kas been engaged by the Fedoml TRude Cormmissicn o
& this romroer,
W 22 5o, do you think Mr Audiberr was inmencionally
| overapgressive in those projections?
@ A: 5inl — in becoming familiar with this
r marter, as I westfied earlier, I have come 1o the
m conciusion that this $G0 millon payment w9 59 abswd
M 25 o defy belief, 2od [ have tricd o imagine how ic
o cver oouwld have hern promutegeed. and thene are various
1] interprerations thar wowdd put warious parries within
n the Schering-Plough organization and wirhin the
ot UpsherSmith oepanizaricn in a less than honest lighe,
4  Idono't know which scenerio s coreect, and {
A doo't know whether Mr Auvdiber was an urrwitting pawn
8] o this matrer or was a knowing pown in this matter or
71 was 1 principal player in thls mzaer. I don't know
1 from whence the dishoncsry arse, bur thers's
o dishcoesty somewhers_
A O You've reached chat eonclusion?
i A As Lsaid before, there are paly three viable
7 explamations in my mind, Two of them are not viable;
a that is, rar Kchering is a collection of blithering
4 idioes o3 that Schering fele soene charirgble Icaning
3 wowznds Upsher-Smith, Taat {eaves only thar they

Paga 248
] in the negotiations?

= Az Idon't realiy have a clear recood of the

(= negciations This bappened 50 quickly dhat 16 mc,at

t# least toy recollection of the recoml, docsn't descriix: a

I8 mmecting when the parties sar down and dickersd abour
B SIS [0 A0Y giezs cxtenl Thsre's 0o, you know, clear

M munures of an oegaing, eradve negocisting process of
w the type o which I'm familiar This whoie thing

™ happened in four ot five days, you know, from signing
i1 of CDA to execution of sgreement, whick was sa Quick
1111 that I'm not sure who acgaciawcd what, and there

013 goisn’t secm o be any clear pach or Clear descripuion
0 of who in the process was tie nogoriator IF there was
14 one.

AL If you ask me 12 guess I rhink thar the puy

e who miked pusiness terms with UpshesSmith_ that is,

h7 the person from Schering who discussed business terms

e was probably Me Eapur, but I dor'’t really know that,

(19 bur because thers were so few players that were

ra involved io this whole mater it lcaves cither M

i Kapur or My Lauda, M Audiberr, pethaps Mr,

= Wasscrstein, and [ rthink of those four, Me, Kapur is

e most lilesly (o bave been the person wha spoke sith Mr.
R4 Troup about the terms of the 2grecment, but I don't

Ea know that o be the case. I am purely surmising that.
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m & Inyour opinion, have 2l four of the
individuais you've just mentinned been untrehful in
m this marrer?
wm A As T szid Defore, sir I don't koow how this
© 1 ploc emerged and kow this process emorged, What Tknow
m is it doesn't begin 1o meer 2 besic amef] best, and
7 where that ¢rtancy bas ity root, [ am oot able o
m testify.
m O You haven't agended any depositions in this
[ Lase, corfect?
mp  A: I have attendecd no deposigions in chis czsc.
fia  Q: You bxven’t had 2o opporaaity o size up any
tix of the wimesses and 32 focth. eormect? In person.
tr4 A Y have nos met any of the persons who have heen
pa deposed in this cse. [ don’t believe I've ever met
pa any of then, and 50 I have o a priori opinioa about
11 them porsooally, I can read chedr resmimonica and
i perhaps draw some conclasions abaowr what they did or
didn’t do, bur that's ali. ’

: What's your source of documenrs In his case?

A: Al the doomments thor T have moimined in this
cise have begr provided to me by Mr, Silber of the
Fedeml Teade Conrmssian,

MR, CUBRAN: Let's ke a shoct break, thon we
will wmp tip.

PRESERE

Paga

m  A: Oh,Ithink [ am weif qualified to comment on

[@ that subjec:, yes, i

@ : How maoy new drug applications an

W susined-reicase product have you fifed in the

™ European [Jnipn?

m A Assaid before, T belisve, T have not had the

m respoensibiliy specifically to Sle now drug

W appiicadans in all neality anywhere, New drug

® applications are Gltd by a corposation_ The mejor
na interfaces with the regukimry anthoriies are in
tt} fegulatary affascs, In the two carparae jobs thar
huz; Tve had, regulatory affuirs reported to me, but they
HE Wert nor you knew, a — 5o, [ had responsibilicy for
(4 3t Dot T ehink your goestion sxid, if I nndesszand you
hg corroctly, T did in and it's sont of analogous o the
rg comments that — it's amingous 1o the commenrs 1
11 offered to you when you weee asking about who
I discovered or whether { had discovercd drugs.
- ] I don't think that char's — i's not
B appropriate for me o wie aedit for filing a — vou

" Ie1 know, an MDA Like that in the Bompean Union. Thai's

@ not somefing thar I have been asked o do.
wr O I'm not 30 interested in giving or asatding
4 credit. I JUST want to know if you've had personat and

Page 250

1) (A brief recess was taken.)
@ BY MRB. CHRRAN:
m  Q Sir whar are the standards in the Furopean
w Unioh for new diug applications oo sustined-release
i\ products?
@ A I'm oot gure [ undersmnd your question, i,
7 What do you mesan by what are the sandards?
m O What zme the reguiziory smodards for appmoval | -
W or dismpproval of a susRined-rcicase prodoct?
oy Ar Agift, ['n not sure [ — you cnerw, at's such
13 8 broad-based Qquestion. I think thar in generad, they
na want 3 proof of sefery and cffleacy. I think that
1y their scandards io chat regard for the most poT are
n# <ansistere with that that the FOA rexquires just i
e torms of looking for sefery and efficacy of a product,
tL'] They have a littic b of an clemem of
nn econnmie concibtion thae oue FOA i€ nor sepposed o
i consider in terrns of the economic impormnees of the
tts] drug te the medical communiry, because they havea —
Py mzny of the compantes — many of the gounrries do have
21t pricing authorirics that bave to be considersd as well
w1 a5 the safery and efficacy of the drugz.
Ed @ Do you consider yourself an experr as o the
@4 reguircments in the Erropean Linton for new drug
@) ApRICLEons on sustnined-relcase pharmacenrrais?

m9 fubseznrial {evolvement In the Aling of an NDA in the

Page 2!
n Europezn Unien on a sustained reicsse product,
@ A: I'd have to thiok through the list of alt the
At compounds with which I've becn associated over the
M yoars, and way back in 19%0, we exantined — and 1
m aceually don’t recadl whether we filed & it the EITor
® Bot, I think wr did — a sustained delivery form for a
m drug czlled betaseron, [ was doing some wod wirh
m Triton and then subsequently a éompany called Burlax,
m [ don's reaily think that is what you'ne asking in
i tormy of a sustainedrclcase formuladon, It was
tr1] another kind of deiivery system,
tra  Ur That was an injecton, rght?
1{131- A: Yes, hoIseron is 20 infoction.
v Q: No, [I'm tatking about sustzinedrelease
I tahiers,
ng  A: [ understand, That's why I"m irying to think
71 — you know, [ have not prepared an answer for that.
n& I'm just wying to run theougl my mind adl the
i compounds with which I've beenassoczicd and bad some
&0 substanel intput, ind — the application for 2amBisomre,
r1) which is a lipasomal formulation of amphoteracin B thar
= was lcensed i Fufisawa was Sled in e BT [ had
) involeement with that, bot [ think you asked me whether
B« 1 had substantal invoivement, and I'd have oo say thar
&5 my responsibilitics, as [ said before, were ot for the
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o) B, 50 D don't want 4 misicad you or, you koow, the
Court in sxving that — I would not chamcerrize that
3 as substantial involvenent.
L) 50, I'm avt — [would reserve the right to
M aarwer that question when [ have had a chance to thiok
m moce thoroughly abowr all of the compounds with which
7 I've had Itemctian, and I may come up with one or two
m where [ have, but I'm nat recalling anything at this *
K mOrnent,
per O 5z what type of pharmicokinetic study or data
1 wowtld have been required in connecoon wich the Aling
U3 of an NLA in Eutope for Miacor-517
oy Ac O che top of ooy head, I don't know what
Mg specific typey of pharacdicnetic sozdics woudd have
4y bheen required in 1997 for the — you know, fora
g Sustained-release fortmelatian in the E11,
m Q= What type of pharmacakinetic snsdy wouid have
m been required for the fiting of an NDA o Niacor-SR in
wn the United Seaces? '
am A Muld-dose pharmacokinetic studles looking for
21 the smability of the pharmacokinerie pararoeters npon
=1 multip!e dosing, becanss ons of the concerns that ooe
m has wirk 2 ssmained-veleass farmulztion is that there
4 wilf be not just tachyphylacis but tempocal differences
zq inthe pharmacokineric parameters thar are associated

Pagn 254
py weth the admintsicacon of the diosg, amd 80 since chis
A iz a chmonic dosing product, it Ls my opinion thar the
@ FDA would require a multiple dosing pharmacokinetdc
M| smudy.

M Q:Isa tooki-dose pharmacokinetic sody more
i difficult chan a single-dose pharmacokinetic study?
m At I don't chink cither of them are particnlarky
x difficult, I's just ic's 2 Timlc bit more work,

m MR SLDER: I'd like to check on your time. I

o think your dme may be up.

1 THE HEFORTER: Yes, IU's np ar 4:45,

g THEWITNESS: ! would have m go, shauld have
a govre 15 mitmees ago really”

4 MR.CURRAN: Well, wre crrtainly don't want to
g imerrupt your ravel plans, I'm insteeted [ have no
g [rther coe,

bl {Recading and sizgnarurc not waived )

] (Wliercupon, at 4:45 pom.the depositon was

a concluded.)
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United States of America
Federal Trade Commission

In the matter of
Schering-Plough Carporation
Upsher-8mith Laboratories, Inc,
and American Home Products Corporation

Docket No. 9297

Expert Report™ by Nelson L. Levy, pho. mb.

l. Biography of Dr. Levy

1 was graduated summa cum laude and Phi Beta Kappa in 1563 from Yale University,
where | was & Scholar of the House. In 1967, | received my M.D. degree from
Columbla University Gollege of Physicians and Surgeons, [ then went fo the National
Institutes of Health (N.J.H.), where | did research in virclogy and immunology and, in
1971, published the world's first paper on mammalian gene therapy, as weli as the first
review on the relationship befween viral infections and endocrine disease. In 1970, |
went to Duke University, where | eamed a Ph.D. in immunclogy and also did residency
training in neurology. Unfil 1981, | remained at Duke as a tenured professor of
microbiclogy and immunology, My laboratory did research on ¢ancer immunology,
multiple sclerosis and the brain’s control of the immune system, :

In 1881, | left academia o become the Vice President for Pharmaceutical Research at
Abbott Laboratories. | led the transformation of a moribund research program, which
had not discovered a drug in aver 20 years, imto a vibrant, productive body, highly
_competitive within the industry. At Abbotlt, | starled the programs that have led to
several marketed drugs, including Hytrin (for hypertension and benign prostatic
hypertrophy), Biaxin (for bacterial infections, including that with the ulcer-causing
Helicobacter pyfor) and Ritonavir (HIV protease inhibitor for AIDS.)

In 1984, 1 became the Chief Executive Officer of the CorgTechs Corporation, which
implements a unique paradigm of technology transfer, starts and helps build sciencs-
based companies and provides consulting services to the branded and generic
pharmaceutical indusiries.

11 understand that discovery is still on-going 2nd that new information mey affect my anzalyses and
necessitats my revising my report o consider and incorparate the new information.
2 The rata charged for the review of documents and the preparation of this report was $350 per hour,
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In 1992, | became the President of Fujisawa Pharmaceutical Company, the $250
million, 1500 employee North American subsidiary of Japan's third-largest
pharmaceutical company, where | re-focused and re-vitalized the sales and marketing
arganizations, in-licensed four major pharmacevticals and filed an NDA for FK-506
{Prograf), Fujisawa’s leading product. In 1993, | retumed to CorgTechs, where | am
now CEO and Chairman.

| have had broad experience with the conduct, oversight, review and use of clinical trials
and their resultant data. This experience derives from multiple perspectives, In
acacemia, | was a principa! investigetor on trials and thus had the responsibility for the
design and implementation of protocols and the interpretation of the results, As a
research director, | have had oversight responsibility for the design and conduct of trials
and the interpretation and use of the resultant data. As a consukiant, board mermber
and chief executive, | have responsibility for oversight of the condugt of cdlinical trials and
for the use of the data from such trials to support registration of pharmaceutical
products and to pursue the business interests of the company. My experence also
includes in—lic&nsinga and nut—licensing a varety of products and technologies (most of
which were in the healthcare arena), where the licensors and licensees have included
academia and companies ranging from start-ups to major international corporations.

| am on the Board of Directors of cne public and four private companies and on the
Soientific Advisory Boards of four other companies, three of which are publicly-traded.

| am mamied to Louisa Stiles Levy and the father of six sons. | am a coach for various
age-group spors, & participant in triathlons and a lover of rhythin and blues music.

* Four terms refated to icensing are infroduced in this paragraph and defined as follows:
Licensor The party thet prowides the property granled by & license agraament
Licensae:  The party that receives the property granied by & license agreement
In-licensing:  Activities of a licenses
Out-licensing: Activities of 8 licensor
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ll. Introduction and Summary Opinion

The key guestion to be addressed by this report is whether a certain $60 miilion non-
contingent payment made by Schenng Corporation (hereinafter “Schering™) fo Upsher.
Smith Laboratories, Inc. {(hereinafter "Upsher-Smith™), in accordance with an agreement
{hereinafier “the Schering-Upsher Agreement”), dated June 17, 1997, can reasonably
he considered to have been a licensing fee for Nizcor-SR® and a few lesser
pharmaceutical products,

From the inforation | have examined, | have drawn the following four conclusions:

s The %80 million non-contingent payment made by Schering to Upsher-Smith can
not reasonably be considered ta have been a license fee for Niacor-SR and the
five generic products licensed under the Schering-Upsher Agreement. This fee
was grossly excessive for the value received and greatlly exceeded the non-
comtingent jees paid in other unrelated transactions by Schering for any other

products and lechnologies, including those with far greater value than that of
products received under the Schering-Upsher Agresment.

+ The due-diligence process followed by Schering in the evaluation of Nizcor-8R
was 30 cursory and inadequate as fo fall immeasurably below that that 1 have
ever encountered in the phamaceutical industry. A single, upper-mid-level
empioyee caried out all, or almost alf, the due-diligence in less than five days.
Me did so without input from R&D, patent counsel, Reguistory Affalrs,
Manufacturing, Finance or any of the persons with responsibility for actually
marketing and selling the product. it is inconceivable to me that any
phamaceutical company would spend anything approaching $60 million for a
drug that had not vet received regulatory epproval for marketing without
performing due-diligence far in excess of that petformed by Schering.

"= And Scheting missed, or ignored, major flaws in Niacor-SR® that should not have
been missed by even the cursory due-diligence described above, Most
noteworthy were data showing that Niacor-5R may be toxic 1o the fiver, the very
type of foxictty that had plagued previous drugs like Niacor-8R.

e After execution of the Schering-Upsher Agreement, neither Upsher-Smith nor
Schering gave any indication that they were serious about Schering's
davelopment of Niacor-BR in its termitories. The imelines that were presented fo
the Schering Board of Direclors for the development and marketing of Niacor-SR
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had been very aggressive ang would have required the immediate establishmeant
of a muitidisciplinary project team to plan and implament the enomous effort
necessary to gain regulatory approval, t0 manufacture and 1o market a new
pharmaceutical. | saw no evidence of anything even approaching such an effort.
Likewise, after the exscution of the Scherdng-Upsher Agreement, there was
almost no communigation regarding Niacor-SR between Schering and Upsher-
Smith, a very unusual situation for parties with a supposed mutual interest in the
development of a pharmaceutical product.

The Licensed Products

A List of Produets licensed to Scheting Corperation under the Schering-
Upsher Agreement
For the world, except the U.S., Canada and Mexico:
KLOR CON® 3 Extended-release potassium chloride tablets, 8 mig per

fablet ,

KL OR CON® 10 Same, 10 mEqQ pertablet
KLOR CON® M20 Same, 20 mEg per tablet .
Pentoxifyiline A generic drug used fo improve fhe blood flow in

peripherat arteries, presumably by decreasing the
vistosity of the biocod '
Niacor-SR® See below

For the world, excep! Canada and Mexico:
PREVALITE® Upsher-Smith's brand of cholestyramine, a generic bile
acid sequestrant vsed to lower cholesteroi

All parties agree that almost all the value of the licensed products, 25 perceived at the
time of the Schering-Upsher Agreement, lay in Nlacor-SR.  Accordingly, the remainder
of this repott will consider only Niacor-SR.

B. Niacor-SR®

Niacor-SR® {heteinafter Niacor-SR) is a sustained-release formulation of niacin,
meant for twice-daity administration, that was developed by Upsher-Smith Laborataries.
Niacin {also known as nicatinic acid) is a chemical substance, best known as a vitamin,
which, in high oral doses, has been shown to reduce levels of total cholesterol, low-
density ipoprotein (LDL) cholesterol, triglycerides and Lp(a) lipeprotein and to increase
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levels of high-density lipoprotein (HDL) cholesterol in the bloed. Such effects on blood
lipids have been shown fo reduce the incidence of coronary artery disease. Despite
niacin's efficacy in improving the blood lipid profile, the total sales of all niacin products
in the wotld's major phamaceutical markets represent less than 2% of the sales for
cholesteroiHowering pharmaceutical agents. There are fwo principal reasons for
miacin's relatively small market share: 1) niacin’s unpleasant side effects and 2) the
existenca of several alternative, and more acceptabls, drugs,

Nizcin, when administered in is usual, immediate-release form, causes, in almost all
patients, a flushing reaction {(a warm to hot feeling in the skin, associated with redness
and, often, itching.) This reaction is so unpleasant that most patients who try niacin
refuse to continue taking the medication. Niacin alsc has several other less frequent
side effects. One is acanthosis nigricans, a skin rash oftan saen on the back of the
neck or in the armpits; it is not dangerous but can be botherseme. Cihers indude
exar:.erbﬁ,tiun of peptic uvicers and gout and worsening of the control of diabetes
mellitus.

Therz are three classes of drugs that generally are preferred over niacin by patients and
physicians for the freatment of patients with abnormal bloed lipid profies. Most popuiar
are drugs collectively known as statins, which account for mors than 92% of the market
and which act by inhibiting an enzyms, HMG-CoA Reductase, that is irvolved in
cholesterol hiosynthesis. The twa other classes of drugs are the fibrates, which lower
triglyceride levels and increase the breakdown of LBL cholesterol, and bile acid
sequestrants that act in the gut, where they bind bile acids, prevent their reabsorption
from the digesiive system and, thereby, cause the liver o use hlood cholesterol o
synthesize more bile acids, which thus reduces blood cholestero! levels. Both fibrates
and bite acid sequestrants do have side effects and are used much less often than the

stating.

Prior fo the development of Niacor-SR, attempts had baen made to diminish the side
effects of niacin by administering the drug in a sustained-release formulation, the thesis
being that slow, continuous release of the drug inio the blocdstream would obviate the
flushing reaction seen with the standard tablets and capsules thai release a |arge bolus
of the drug with each dose. Unfortunately, such sustained-release niacin preparations
induced significant liver toxicities and thus were considered unsafe,

4 AG. Goodman, LS. Gimen ef al. (editars). The Pharmecofogical Basis of Therapeutlcs, Saventh
Edifion. Macmilan Publishing Company, New York, pages 824-5,
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Niacor-SR was developed by Upsher-Smith Laboraiories as a sustained-release
formuiation of niacin that would be administered twice-daily and would lowsr |LDL
cholesterct and raise HDL chaolesterol but lack the aforernentioned liver toxicity.

C.  Clinical Trial Data on Niacor-SR {All These Datz Were Provided by Upsher-
Srnith ta Schering Prior to the Scherlng-Upsher Agreement)

The FDA requires, as one of the major elements for the registration In the U.S. of a new,
branded {as opposed fo generic) phanmaceutical product, the conduct of two so-called
"pivotal” climical trials.  Pivolal trials are well-controlled siudies, in a substantial
population of patients, that demonstrate convincingly both the safety and efficacy of the
phatmaceutical product. At the time of the Schering-Upsher Agreement, Upsher-Smith
had finished two clinica!l trials that it hoped the FDA would consider as pivotal. The
results of one of the irhals {#920115) had been analyzed and the study report
completed; these results were provided to Schering. The other frial (#900221) had
been completed, but all the data had not yet been analyzed, and the study report had
not yet been completed; nevertheless, date were presented fo Schering on some
aspects of the efficacy of Niacor-SR and on the withdrawal of patients from this study
because of adverse effects and safety concemns. '

Based on data from these clinical trials, all of which were provided to Schering prior to
the execution of the Schering-Upsher Agreement, 1 would conclude that Nizcor-SR had
approximately the same efficacy as a cholesterollowering drug as do standard
(immediate-releases) niacin products. Niacor-SR, however, did not sufficiently sbviate
the flushing reaction seen with standard niacin products and, most importanily, had a
much inferor safety profite (liver and gastrointesting toxicities).

Upsher-Smith planined to complete the report on study #900221 in June of 1997% ..,
within two weeks after execution of the Schering-Upsher Agreement. The company
then planned to complete various cther requiremeants and file the New Drug Application
(hereinafter “NDA™, including the study reports on the two pivotal triafs, in Decernber,
1987. Schering's stated pian was to use the data in Upsher-Smith's NDA to support
applications for registration of Niacaor-3R in the European Union (hereinafter "EU™} in
1898, While the data from pivotal trials for a U.S. NDA, because of the known high
standards of the FDA, are almost always acceptable to the EU reguiatory authorties,
such authorities likely would have required that additional clinical data be accrued in EU
countries. No such studies had been initiated by Upsher-Smith by the time of the
Schering-Upsher Agreement {or thereafter), and, | believe, it would have baen difficult

5 SP16 00079
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[

| for Schering to plan, conduct and analyze such studies and make the requisite filings in
suppart of registration in the EU by the end of 1998.°

I | have reviewed the data, provided by Upsher-Smith to Schering prior to execution of

the Schering-Upsher Agreement, from the two aforementioned clinical trials and would
affer the following opinton on the results of the two trials:

Clinical Trial #920115

4. This was 2 double-blind, active contro! siudy comparing the effects of
Niacor-SR to those of immediate-releasa niacin. ("Doubls-biind” refers to a study
where neither the patient nor the administering/evaluating personnel know
whether test drug or conirol had been given.) (An “active control” study is one
where the effects of the test drug are compared fo those of a-drug known to be
effective; this contrasts fo a "placebo-controlled” study, where the effects of the
test drug are compared 1o these of an inactive substance, typicatly the vehicle In
which the {est drug is dissoived or suspended.}

Group A (active control) received 2,000 mg/day immediate-release niacin
Group B received 1,000 mgfday Niacor-8R
Group C raceived 1,500 mg/day Niacor-SR
Group D received 2,000 mgiday Niecor-SR

2. Miacor-SR, at 2,000 mgl'day {Group D), was shovwn to be as efficacious in
reducing LBL cholesterol and friglycerides and in elevating HDL cholesterol as
2,000 mgfiday of immediate-release niacin {Group A). The lower doses of
Niacor-SR wera effleacious but less so than immediate-release hiacin,

* Projections developed by Schering specified the end of 1998 as the time when filings for regutatory
approval of Nlacor-SR would be méde in the EL.
" 5P16 00061112
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3. A number of concerns regarding the safety of Niacor-SR were ralsed by
the study. The following table shows the data leading to such concems.
Group A Group 8 Group G Grouf
Hijachn 2000 mey Riact SR 1CHmn | MererSR 5M0mg | MeaconSR
Percentage of Patients Affected
Had at least ove Adverse Event ~ Ef 24 8o 25
Discontnued from study andfor had to reduce 33 3z 39 57
"1 dose of test or controd drug _
Witimdrawal from study for safety reasons 17 9 2 37
Fhushing (overa! incidence) 9% ar 81 a7
Flushing {severe) T4 62 53 63
Elevation of fiver enzyme SGOT {AST} in biopd 5 9 12 31
Elavation of lver enzyme SEPT {ALT} in blood 3 8 18 34
Mausea 3 4 4 20

’Grcrup A, the control group (immediate-refazse niacin), and Group D hed approximately the same
afficacy; 50 It Is most reasanablie to compare thair toxicities as well, hence, they sre boided, Since
Groups B and C were less efficacious than 2,000 mgfday of immediaterelease niacin {Group A), the
toxiciies of Groups B and C should nghtfully ba comparad to Jesser doses of Immediate-release rhizein
that, presumsbly, would have had efficacy simifar {o that of Groups B and C and less toxicity than Group
an .

a. Most significant was the increased incidance of the elevation
of liver enzymes in the hlood of patients tzking Nlacer-SR. SGOT
and SGPT are enzyme proteins that are released into the bloodstream
when liver cells are damaged. Elevation of these anzymes in the biood is
generally considered a sign of liver disease or damage. In my opinion,
such enzyrmne elevations in patients taking Niacor-SR wouid have alerted
any person familiar with drug toxcity Issues to the strong possibility that
Niacor-SR was an hepatotoxic (i.e., toxic fo the Fver) drug. Such would be
particitlady trug in view of the kKnown hepatotoxicity of previous sustained-
release niacin preparations. Such data would have mandated a detailad
examinaton of the effects of Niacor-S5R on the liver prior to any
congideration of in-licensing the drug. Such detailed examination, in my
opinicn, wouid have included, at the least:

i, Examination of liver bicpsies in patients traated with Niacor-
SK;

fi. Examination of ‘the revershhilty and persistence of the
-enzyme elavations; i.e., do the enzyme alevations disappear
after the drug is stopped, and do the elevations persist with
prolonged administration of the drnug;

Rﬁtﬂcmd Confidentisi,
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. Detaifed examination of the histopathology® results from
animal toxicology studies done prior to the ciinfcal thials.

b. Nizcor-SR appears io have an adverse effect profile at least as bad
as that of immediate-releasa niacin. Since it is the adverse affect of nizcin
fhat has largely preventaed its acceptance by patients and physicians, such
results would not bode well for the success of Niacor-SR in the
marketplace and, cerfainly, would have discouraged any potential
licensee. .

c. The incidence and severity of flushing, while diminished in patients
taking Niacor-8R (relative to patients taking immediate-release niacin),
was still very high 2nd, in my opinion, still would have preventad most
patients from using Niscor-SR. Since reduced fiushing was to be the
major selling point for Niacor-8R, ! think the still-high incidence and
severty of flushing, particularly in view of the increase in henpatic and
gastrointesiinal toxicity of Niacer-SR, would have discouraged any
potential licensee.

Clinical Trial #000221°

1, This was a double-blind, placebo-comirolled tral. Patients who recelved

MNiacor-5R {as opposed to patients who received placebs} were given Niacor-SR
at the following doses: '

Week 1: 500 mg/day

Weeks 2-10: 1,000 mgfday

~ Weeks 11-19: 2,000 mg/day

As noted above, because the study report had not yet been completed, litde
information on the results of this study was available to Schering at the fime of
the Schering-Upsher Agreement. Following is a compilation of that information
that was available:

2. Nizcor-SR did reduce LDL cholestersl and frighycerides and raise HDL
cholesterol.

® Histopathology refers to abnormalities seen during microscopic examination of tissues and organs
¥ §P{6 D00T4-84
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3. No data were available on the incidence of specific adverse effects o
toxicities, but two bits of information did not bode well for the safety of Niacor-SR;

a. Only 62% of patients receiving Miacor-8R completed the 19 week
study, compared to 81% of thase receiving placebo.

b. Over 32% of patients receiving Niacor-SR. withdrew from the study
specifically becauss of safety issues, compared to only 8% of patients in
the placebo group.

These resuilts, taken together with the results from Study #920115, certainly
would have raised sefious congems, in any person familiar with the development
and marketing of phamaceuticals in the U.S. or CU, about the safety and
rmarkatability of Niacor-5R,

D. Reguliatory Gongems Regarding Niacor-SR
1. Safety Issues. These have been discussed in the previous section,

2. Pharmacokinetics. Pharmacokinetic studies show how effectively the drug
enters and leaves the circutation. Parameters, such as the rate of absorption of
the drug from the gut into the bloodstream, the maximum concentration of the
drug reached in the bioodsiream, the half-iife of the dnig in the circulation and
ihe total fraction of the drug dose that enters the circulation, are medsured. Such
studies are always required for an NDA submission but are particularty important
for a drug that purporis to be a susiained-release formuiation. Upsher-Smith had
performed preliminary pharmmacokinetic studies with a single dose of Niacor-5R

. but, the FDA demanded that the studies be performed with repeat doses of the
drug. As a first step in the performance of such studies, the company had to
develop a reliable assay to measure levels of the test drug in the circulation and
axcreta. It was spparent from minutes of Upsher-Smith's project team
meetings'® that, at the time of the Schering-Upsher Agreement, they had not
even accomplished this first step in the. performance of ithe requisite
pharmacokinetic studies. Without the generation of consistent and refiable
multiple-dose pharmacokinetic dala, Upsher-Smith could not win approvat of
Niacor-SR in the U.8. or other major markets of the world.
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E. Upsher-Smith’s Patent Position on Niacor-8R Was Waak, Especially in Non-
NAFTA Countries

At the time of the Scherng-Upsher Agreement, Upsher-Smith had no issued patents,
and only one patent application, in the EU. A cross-icense agreement between
UpsherSmith and Kos Phamaceuticals, inc. {_KDS), moreover, meant that even the
meager patent rights Schering did receive under the Schering-Upsher Agreement were,
in effect, nan-exclusive.

1. The foilowing was Upsher-Smith's entire patent position on Nizcor-SR, as
presented to Schering prior to the Schering-Upsher Agreement:?

Evanstad Patent {(Evanstad, Malhotra & O'Neill, U.S. patent # 5,126,145)

8. Compesition-of-matter patent for a controlled-release tablet
containing a water-soluble medicarment.

b. Issued in the LS. on 6/20/92.

c. Issued in Australia and India.

C. Filed ins Japa"n and Korea, status pending.

d. BUT not filed in the EU, Schering's 'majt:rr market for Niacor-3R.
O'Neill Patent (O'Neill & Evanstad, U.S, patent # 5,268,1861)

3. Meathod-of-use patent for the sﬂppressinn of noctumal cholesterol
gyrthesis with a proionged-release dosage of niacin.

b. [ssued inthe U.S. on 12/7/93.

c. Filed throughout the £ on 6/29/93, status pending.

2. Upsher-Smith had entered into a patent cross-license agreement’™ with a
competitor, Kos Phamaceuticalg, inc. The licenses granted by the agreemant
gave to Kos the right to sub-license products made under Upsher-Smith's
patents, while Upsher-Smith was not granted the corrasponding night regarding

" gp1g 000B2-64
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Kos's patents.™" Thus Kos would be able to practice Upsher-Smith’s patent:
{for ingtance, make a product identical o, or better than, Niacor-SR) and ther
license the product in any teritory to any major phamaceutical company anc
thereby create direct competition to Schering. This situation, in effect, renderec
as non-exclusive the supposed exclusive ficense grantad to Schering by Upsher
Smith in the Schering-Upsher Agreement.

Niacor-SR Faced a Direct Competitor, Niaspan® (Kos Pharmacuticals,Ine.)
Which Was Well-ahead in Development and That Had Distinct Performanes
and Safety Advantages

1. Niaspan is another sustained-release formulation of niacin that was
developed by Kos Pharmaceuticals, Inc. Schering knew that Kos had filed the
NDA on Niaspan in ‘May, 1996."* Upsher-Smith, which, at the time of its
Schering-Upsher Agreement with Schering, was projecting filing its NDA on
Niacor-8R in December, 1997, thus was at least eighteen months behind Kos.
(Niaspan was approved by the FDA in August, 1987.)

2 MNiaspan had some clear advantages over Nizcor-SR that were apparent
at the time of the Schering-Upsher Agreement: '

a. Miaspan was a once/day produgt, while MNiacor-SR had fo be
administered twice/day. A drug given oncelday offers much better patient
convenience and compliance than does a twicefday drug, a factor that
translztes into a2 major advantage in the marketplace.

b.  Niaspan did not show the liver enzyme elevations™ seen with
Migacor-58.

The advantages of Niaspan over Niacor-SR were acknowledged by Ms. Denise
Dolan, a Product Manager for Upsher-Smith: "Kos is expected to launch
Niaspan, a once-daily, controlled release formulation of niacin in late 1397 with
superior cholesterol level Tesults and side effects profile.”””

B gl 14401-2 and USL 14408
" Neposition of Daniel Bell, page 63

P 5pCiD2 1A 00108
¥ Elevations in the biood levels of the enzymes, SGOT and SGPT, are strongly suggestive of damage to
: liver cells.
: 7 UsL 43100,
Restricied Confidential,
Attorney’s Eves Only
Levy Expert Report

August 13, 20M
Page 12



Unsoccessful Attempts by Upsher-Smith (Prior to the Schering-Upshe
Agreement} to Find a European Licensee for Niacor-5R

1. David Pettit, & consultant hired by Upsher-Smith, tied unsuccessfully fo
over six months to find a Fcensee for the European rights to Niacor-SR. £
contact summary produced by Mr. Pstiit listed 41 companies, includinc
Schering-Plough Limited (Schering's United Klngdnm operation), that hac
reiected the opportunity to license Niacor-SR. 18

2. Ms. Viclona O'Neill, Upsher-Smith's Vice President of Business
Development and Proiect Management, wrote that the company would have
heen willing to license Niacor-SR “in exchange for initial or 'up-front’ payments
{which may be in the forrn of milestones against pre-agreed criteria) and they
would seek rovalties on net trade sales if the product is sourced within the EU ol
built into transfer pricing if the product is manufactured for Upsher-Smith in the
USAM This argues that Upsher-Smith would not have required non-contingen:
up-frant paymenis, particularly payments as large as $60 miflion, for the rghts tc
Niacor-SR.

Summary of My Perception of Niacor-5R Based on Information Readily
Available to Schering at the Time of the Schering=-Upsher Agreermeant

1. The drug had clinical efficacy similar to that of immediate-release niacin in
lowering LDL cholesterol and trighycerides and raising HDL chotesterol.

2. The drug showed clear evidence of hepatatoxicity that, uniess mitigated,
would be unacceptable.

3. The drug decreased, but not sufficiently, the flushing caused by
immediaterelease niacih,

4, Patent protection for the drug, particuiarly in the EU, was weak or even
nes-existent,

Restricteg Cﬂﬂﬂdmﬂnj
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5. The drug Taced direct competition from Niaspan, which was at |least
eighteen monihs shead in development and had a better safety profile and
syperior dosing schedule.

Analysis of Scheﬁng’s Dué-diﬂgenr:e on Niacor-SR

Personnel

1. Mr. Raman Kapur was an unusual choice as the imternal “champion™ and
principal negotistor for Miacot-SR, He was the head of Schering’s U.S. generic
pharmaceutical business, a position that would nrot typically find him leading the
deal for a branded pharmaceutical product to be sold principally in the EU.

2. Mr, James M. Audibert carried out almost ait the due-diligence on Niacor-
SR. Audibert testified that he could recall no one, other than his boss, Mr.
Thomas Lauda, with whom he discussed the project during his assessment of
Niacor-SR* 1t is my opinion that Mr. Audibert was quite junior io handle by
himse!f the due-diligence on a project that the company vafued so highly as to
pay a $60 million nen-contingent licensing fee.

3, It was strange to me that David Poorvin, Ph.D., Schering's Vice President
of Woridwide Licensing, did nof seem to be involved at al! with the licensing of
MNiacor-SR. Dr. Poorvin is a vety experienced licensing executive, who signed
mast of the other in-licensing agreements for branded phamaceuticals that were
executed at or around the time of the Schering-Upsher Agreement.

A Multitude of Routine Efferts Were Missing from Schering’s Due-diligence
on Niacor-SR '

1. Safety assessment by the Schering-Plough Research Institute {SPR!).

a. Mr. Thomas Lauda, Schering’s Executive Vice President for
Global Marketing, under whoem were Audibert and the company's
entire licensing effert, said, In discussing the requisite due-diligence
on an in-licensing candidate! “In all cases he has to have a safety

P Depasition of James M. Audibert, pages 31-32 Restricred Confidential ,
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2.

review, The product has to be reviewed by the Institute to agree with
its safety.”®' By “institute” he is referring to SPRY,

There was no evidence that such a safely review was performed by SPRI
or any other persons or groups with professional gualifications {o review
the safety of Niacor-8R. Indeed, it is inconceivable to me that any such
review would have missed the hepatotoxicily data and other adverse
effects of Niacor-SR described in previcus sections of this report.

Anafysis of pre-clinical (animal) and clinical data on efficacy and safety of

the in-licensing candidate by R & D perseonnel, in addition to the aferementioned
safety assessment.

3.

a. Mr. Martin Driscoll, Vice President of Marketing and Sales for
Scherng's Primary Care Business Unil, said: "Well, importantly one
elament of due diligence that's essential is i, for example, you're looking
to Feense a product, we want {0 ensure fhat the chinical profile is what the
other party has stated it is in terms of safety and efficacy. Our research
people will evaluate it to determine whether the preduct is safe and
effective under our standards, the standards of the federal government or
the various regulatory agencies. That's one element of the due

diligenca."

Input from tep managers in the EU regarding the market potential of

Niacor-SR in their termtories.

a. It s almost inconceivable to me that any company would pay $60
million for the rights to a drug without checking with, and getting the
enthusiastic support of, the persons directly responsible for selling it,
including:

i. Mr. H.-J. Kummer, Schering's President of Europe/Canada

ii. Managers of individual countries in the EU. (Indeed, Niacor-
SR had already been rejected by Schering-Plough Limited,
Schering's United Kingdom subsidiary.)®

Depnsmnn uf Thomas Lauda, page 64
Z Deposition of Martin Driscoll, page 44

B UsL 14500
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A,

b. Mr. Jeffrey A. Wasserstein, who, at the time of the Schering-Upsher
Agreement, was Schering's Staff Vice President, Corporate Business
Levelopmant, reporting fo the Vice Chairman of the company, and who
was invoived with the presentation regarding Niacor-SR and the Schering-
Upsher Agreement made o Schering’s Board of Directors, said in his
deposition that he had “no personal knowledge of anyene in international
who was or was not interested™ in Niacor-SR.

Input from Regulatory Affairs, particularly those Indmduals responsible for

the EU and Japan, regarding the likelihood, timing, etc. of regutatary approval in
the varous junsdictions.

. For instance, an assessrnent of what studies would be required in
the EU in addition to those conductad for the U.S. NDA filing.

b. Regulatory authorities in many countries of the EU impose pricing
restrictions on new pharmaceutical products. The opinions of individuals
with expertise an such autherities would be vital to an assessment of the
revenue potential of Niacor-8R in the EU. Such was a particularly
impariant issue in view of the presence of very cheap over-the-counter
niacin preducts in several markets of the EU.

c.  Examination of the minutes of Upsher-Smith's Niacor-SR project
team meetings would have shown to Scherng that Lpsher-Smith was very
likety to encounter difficulties at the FDA regarding the conduct of it
oharmaccokinetic studies and, probably, its general data management as
well®  Since so much of Schering’s reguiatory strategy involved
leveraging FDA's acceptance of Upsher-Smith's U.S. clinical data in the
EU, it would have been important to secure the opinion of individuals with
experiise on U.8. regulaiory matters regarding the FDA's probable
response 1o Upsher-Smith's data.

5. Intellectual property review.
. The entire prosecution file on each of the patents and patent
applications covered under the prospective license typically would be

“ Deposition of Jeffrey A, Wasserstein, page 58
sl 12588, USL 12591, USL 12598 Kestricted Confidential ,
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7.

reviewed by patent counsel. It is imporiant fo examine the prosecution
history of a patent {o ascertain the likelihood of the patent's sustaining s
challenge.

’I:r. Detailed examination of any interferences that may have been

proveked against any of the patent applications,

C. Examination of any pre-existent crossdicenses or other
encumbrances involving the patent nghts being licensed. Certainty, the
aforementioned cross-license agreement with Kos would have greatly
influenced the valuation of Upsher-Smith's patent positicn on Niacor-SR.

Input from Manufacturing.

a. A pharmaceutical company typically would have sought an
assessment by its manufacturing personnel regarding whether Upsher-
Smith would be able to supply product for the EU and Japan, particulary
since Upsher-Smith was principally a U.5. company and had almaost no
non-NAFTA experiencs.

b. A pharmaceutical company also typically would have assured that
aliemate manufacturing sites were available and able to manufacture the
product in case of a failure, regulatory clesure, etc. affecting Upsher-
Smith’s manufacturing capahility. -

Financial analysis of Niacor-3R. This seems only to have been done by

James Audibert, who was perhaps qualified to do a preliminary analysis but did
not have the background, nor did he secure the input, to perform the detailed
financigi analysis requisite to an informed decision regarding a prospective in-
licensing opportunity.

C. The Financial Projections in Audibert's Evaluation of Niacor-SR Were
Based on At Least Five Spurious Assumptions®

1.

He aasumed that Miacor-SR would have labeling for co-administration with

a statin® BUT Upsher-Smith had no clinlcal trials anywhere testing the efficacy

3 SP18 00040-47
SP16 00045 Restricted Confitengs,
A.I.'Eﬂr“e:. !,_ E_]I"ES Dl]]}f
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and safety of the co-administration of Niacor-SR with a statin, and there were no
plans for Schenng to conduct such trials. Such co-adrinistration, therefore,
could not havs baen promoted,

a. This ceontrasts sharply with Schering's own on-going efforts with
gzatimibe, Scharing's new cholasterol-lowering drug, which is being tested
in clinica! trials hoth as a single agent and in combination with a statin.

2. He assumed that Niacar-SR would be the only sustained-releass niacin In
the EU until 2002. BUT Kos's Niaspan was about to be approved in the 1.5, and
could have been approved in the EU well before Niacor-SR.

3 He assumed that Niacor-SR would have a selling price in the EU of 50%
of that of Lipiter® (the iop-sefling stetin.) Audibert's assumptions, however, did
not consider a number of factors that very Bikely would have led to very low
pricing for Nizcor-SR in the EU:

a. Very inexpensive over-the-counter niacin was available in several
EU countries, a fact that would certainly have influenced the market, as
well as the regulatory autharities that set the pricing for pharmaceuticals in
many EU countries. Indeed, some countries in the EU set the price at the
level of the lowest price charged for the active ingredient in a product, in
the casn of Niacor-SR, the price of niacin.

b. Miacin is an old drug, and the EU regulatory auvthonties do not
typicatly give premium pricing to old drugs in new formulations.

c, inexpensive generic cholestyramine (2 bile acld sequestrant} was
widely avaiiabie throughout the EU and was utilized clinlcally in a manner
very similar 10 the use of niacin and the projected use of Niacor-8R (i.e.,
as an adjunct to diet and stafin themapy.) Accordingly, | believe that
generic cholestyramine might have been used by EU ragulatory
authorities as a pricing cormparator for Niacor-SR.

Restricted Coafldential ,
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4 He assumed that Niacor-SR would have minimai side effects. BUT the
documents that he reviewed showed cleary that Upsher-Smith's clhinical trials
had shown:

a. Elevated liver enzymes;

b, A high incidence of dmp-outs and dose-reductions among subjects
taking Niamr-SR

C. Fieshing in 87% of patients.

5. He neglected to include the 10-15% royalty expensa in his calculatons
and pmjectlans of profits from the sale of N:acnr—SR

D.  Audibert's Financlal Projections for Niacor-SR Were Significantly Higher
Than Those of Other Individuals '
1. Audibert projected that Scherng's sales of Niacor-SR would be $45 million
in year 1, reach $114 million by year 3, $126 million by year 4 and then flatten,
resulting In profits of $345 million in the first 5 years of sales.”® These figures
were based oh Niacor-SR's captuting 1.6%™ of the non-NAFTA market for
cholestercl-lowering agents by year 3. 1 think the 1.5% markei share projected
by Audibert was an arbitrary and ambitious figure for two reasons:
a. Sales of niacin products in 1886 represented less than 0.1% of the
non-NAFTA sales for cholestergl-lowering agents, with sales of not just
the siatins, but the fibrates and bile acid sequestrants as well, dwarfing
those of niacin products,! .
b. Japan and the EU comprise the bulk of the non-MAFTA
pharmaceutical market. While Audibert did project plans to register
Niacor-8R in the EU, he made no menticn of Japan. This is consistent
with Lauds’s statement that Schering derived 80% of its non-U.5. sales
from the EU.®2 The absence of Niacor-SR sales in Japan, or even the
sublicensing of Niacor-8R to a company with a strong presence in Japan,
> SP15 00035-36
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would mean that Schering would have to achieve greater than a 2%
market share in the EU to approach the 1.5% figure projected by Audibert.

2. Ms. Denise Dolan, a marketing specialist for Upsher-Smith itself,
estimated that her company would achieve, in the U.5., Niacor-8R sales of only
$5.7 million in year 1, rising to about $7.5 million by year 4, #

3. Mr. James J. Egan, the Direcior of Licensing for G. D. Searle, evaluated
both Niacor-SR and Niaspan and opined thet the market for a sustained-release
niacin product in the EU would have been $25-30 million. He also expressed the
concerns noted above about low pricing of the product in the EU.*

4, Mr. Martin Driscoll, who had been closely involved in Schering's
consideration of Miaspan, sald he had projected the fotal U.S. market for Niaspan
at a maximum of $80-70 million®® (and the EU market is considerably smaller
than that of the U.S.)

E. Audlhert Maintained That Prior Due-dillgence on Kos's Nlaspan, Because of
lts Simitarity to Niacor-3R, Obviated the Need for Much of the Due-diligence
That Normally Would hava Eeen Parformed on Niacor-SR

1. BUT Drnscoll noted, in discussing Schenng's inieractions with Kos
regarding Niaspan: “...we simply didm't get into a substantive due diligence.” And
he said that the only documents provided by Kos were “summaries of their
pivotal clinical thals.™®

2. Driscoll had refected Miaspan, in large part because it caused flushing in
B8% of patients during Kos's clinical trials: "First and foremost as 1 teviewed the
elinical information on the product, | f&lt they had too high a rate of flushing, and |
remember — | remember this number, it's just in my memery, that they had an 88
percent incidence of flushing in their pivetal clinical trial,™

* |JSL 13190-7 : Restricted Canfldential ,
* Daoosition of Jemes J. Egan, pagas 60-G1 Actaraey’s Eyes Only
il * Deposition of Martin Driscoll, page 90

Depusmnn of Marlin Driscoll, page 53

¥ 1bid, page 85
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V.

A,

3. The deposition {a2nd associated exhibits} of Mr. Mukesh Patal, Kos's Vice
Prasident of Licensing, suggested that Audibert was not a central figure in
Schering's discussions with Kos:™ '

a. Ms, Karin Gast, Senior Direcior, Business Development, at
Schering. led the interactions with Kos.

b. Conference calls on April 8, 1997 and Apri 25, 1987 inciuded,
among the Schering participants, Ms. Gast, Mr. Ray Russo and Ms.
Antonia De Mala, but not Audibert, )

C. The only menticn that | could find of Audibert's invoivement in the”
Kos discussions was the log of a phone cali on March 13, 1997 between
Gast, Russo and Audibert from Schering and Bell and Heatherman from
Kos ¥

Summary of My Opinion on Schering’s Due<diligence Efforts Prior to the
Schering-Upsher Agresment

1. The due-diligence effort conducted by Schering did not reach what | would
consider even a minimal level for the in-licensing of 2 pharmaceuiicai product. |

2. There was ro apparent veason for the hasty {5 days) and sub-minimal

effort, since neither Audibert nor Lauda “recalls that there was any particular
urgency to complete the assessment in an unusually short time frame.™

Analysis of the Sﬁheﬂnq-Upsher Agreement

Deserlption of the Agreement!

The Schering-Upsher Agreement is a threg-page letter, with an eight-page

Exhibit A, sent on June 17, 1987 by Mr. Raman Kapur of Schering to Mr. [an Troup,

President of Upsher-Smith, and execuied by him on June 19, 1897, though the efiective

* Deposition of Mukesh Patel, Exhibits 2, 3, 4, 5,8, 7

B SPCID2 1A 00108-10

0 pdemorandum of Sehering-Flough Corporation to the Federal Trade Commission Concemning Flla No.
5040258 from Howrey Simon Arnold & White, LLF, March 23, 2C01, page 19

“ s 03183-93 . Restricted Conftdential ,
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date is stated as June 17, 1887. The Schering-Upsher Agreement anticipated the
subsequent execution of a Delailed Agreement but, nevertheless, was binding upon the
parties, contingent only upon the approval of the Schering-Upsher Agreement by the
Schering Board of Directors on or about June 24, 1997. The Schering-Upsher
Agreement dealt with two disparate issues: 1) settlement of a dispute between Upsher-
Smith and Scherng cohcerning Schering's extended-release potassium chlorde
product, K-Dur, and Upsher-Smith's desire to market a fike product; 2} licensing by
Upsher-Smith to Schering of six products, most notably Niacor-SR. This report is only
directly concemed with the latter issue, and the analysis that follows in this Section
deals only with the latter issue. :

B. Schering's Stated Rationale for Licensing Niacor-SR Was Ezetimibe

A major theme of Schering's explanation® for its licensing of Niacor-SR involved
ezetimibe, a drug being devsloped by Schering and currently in Phase Il clinical trials.
Ezstimibe is a new class of drug that inhibits cholesterol absorption and could become
one of Schering's major products. Schering has stated that, in order to maximize the
sales potential of ezetimibe, it must build 2 major presence in the cardiovascular drug
marketplace. Accordingly. Schering has argued that Niacor-3R would have given it the
basis an which to begin the building of such a presence. As proof-principle of this
argumart, Schering has stated that, because of the failure of Niacor-SR, the company
now has been forced to seek an alliance with Merck o co-markst ezetimibe.® | did nat
find Schering's rationale {or the Niacor-3R deal convineing for & number of reasons:

1.  The Scherng-Merck agreement is only for the 1.5, %*a territory where
Schering never had rights fo Niacor-SR; so how could the failure of Niacor-SR
have necessitated the Merck agreemert?

2, Ezetimibe is now in Phase Il clinical trials in the U.S., with approval
expected in 2003. Schering projected EU approval of Niacor-SR for late 1928, It
does not seem reasonable to me that Schering would have buill, around a
minimal product like Niacor-SR, a marketing organization capabla of handling a

*® Mamorsndum of Schenng-Flough Corporstion to the Federal Trade Comvnission Cunaammg File No,
BG10258 from Hewrey Simon Amold & White, LLE, Margh 23, 2001, page 19 ¢
» * ibid, page 20

Reuters Limited, “Schering-Flough, Merck Forgs Pact,” Yahoo.com, May 23, 2000

** Harris, Gardiner, "Drug Makers Pair Up to Fight Key Patent Losses,” Wall Sireet Journaf, May 24, 2000,

page B1
AR::tnftﬁi Cﬂnfdenﬁa]
OrOey’s By
Levy Expert Report e Only
August 13, 2001

Blana A%



potential blockbuster lke ezetimibe, especially without the U.S. market and with
at least five years' hiatus between the drugs,

3. Schering said that it did not do the earlier deal with Kos Phamaceuticals
for Miaspan (a oncelday product almost two years ahead of Niacor-SR and for
which LS, rights were available} primarily because Kes demanded that Schering
commit to giving Niaspan considerable primary detalling activity (ie.,
salespersons would promote Niaspan before other products.) Such contradicts
the deposition of Driscoll, who said that ha rejected Miaspan largely becayse of
its high incidence of flushing.*® Driscoll's opinion notwithstanding, # Schering's
rationale for indicensing a sustained-refease niacin product really was to provide
a foundation for the building of a sales force for ezetimibe, then Schering would
have had no difficulty in providing primary detailing for Niaspan during the
projonged perdod between the launch of Niaspan and that of ezetimibe. What
else would the specialty sales force for ezetimibe have done whila waiting for the
approval of ezetimibe? '

C. Tearms of the Schering-Upsher Agreement

1, Licensed products and their respeciive temtories are listed in Section JI1LA.
An exclusive, paid-up, royally-free license, with the right to grant sublicenses,
was granted o Schering for ali the products, except Niacor-8R. The license
grani for Niacor-SR was ailso exclusive, with the right to grant sublicenses, but
bore the royalty and milestone payment obligations described below., ‘

2. Unconditional, non-refundable feas. totaling $60 milfion, wers o be paid to
Upsher-Smith by Schering as follows:

a $28 million immediately (actually within 48 hours of the date of
approval of the Schering-Upsher Agreement by the Schering Board, the
“Approval Date™);

b. $20 million upon the first anniversary of the Approval Date;

C. $12 million upon the second anniversary of the approval Date.
R-Eirjﬂel:l cﬂnﬂd:l"rill R
& Deposition of Martin Drscoll, page 85 Attorney™s Eyes Ounly
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3. Milestone payments upon the first commercial sale of Niacor-SR by
Schering or its sublicensee in each of the following countries were to be paid to
Upsher-Smith by Schering:

. & United Kingdom $1 million;
b. Germany | %1 million;
c. France $1 million;
d.  Spain $1 million;
e. taly $1 milfion;

f. Befgium/the Netherlands  §1 million;
g. Japzn 32 million:
h. Latin America 51 miition;

i. Australia, Taiwan, Korea
or South Africa 51 miilion.

4. Royaliies on aggregate net sales of Niacor-SR by Schering and its
sublicensees equal to 10% of net sales up to $50 million and 15% of net sales in
axpess of $50 milllon were to be paid to Upsher-Smith by Schering.

2. Unusuwal Features of, and lems Missing from, the Schering-Upsher
Agreement

| recognize that the Schering-Upsher Agraémerﬂ anticipated the execution of a
Detailed Agreement to supercede the June 17, 1807 agreement, but this Detailed
Agreement was never executed. The comments in this section are not meant to
enumerate the myriad detailed dauses, definitions and protections that are typically
found in 2 full icense agreement and that, presurmably, would have heen found in the
Detailed Agreement. Rather, my comments refer to some major items that, In my
opinion, would have been covered in even a brief, but binding, letter agreement that

was meant to precede a full license agreement.
Restricted Copfdential
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1. $E0 million in non-contingent paymenis. In my apinion and experience, it
is almost unheard of for a pharmaceutical company to make such a large non-
contingent cash payment for an unapproved pharmaceutical. Occasionally, such
payments are made for a pofential “blockbuster” drug that represents a major
therapeutic advance and for which the license has been actively sought by
several mafor phamaceutical companies. Even the very optimistic perceptions
voiced by Schering and Upsher-Smith would not put Niacor-SR even cicse to the
“blockbuster” ciass, and there was no evidence that any company was seriously
interested in a license for Niacor-8R, particularty for the non-U.5. market. The
fact that the Upsher-Smith:Kos cross-licensing agreement in effect meant that
Schering's license for Niacor-SR was non-exclusive made the $60 million
payment even more unreasonable,

2. In my experience, one of the major elements of a license agreement has
been the clear assurances by both licensee and licensor that they wilt diligently
carty out the activities necessary to effectively develop and market the licensed
product. The licensor almost always demands time-specific milestones, with the
ability to revoke the license ¥ the licenses has not been sufficiently assiduous in
developing and marketing the licensed product. The licensee, fkewise, aimost
always demands that the licensor explicitly agree to carry out those development
and patenting activities upon which the approval and commercial succass of the
product depends. The Schering-Upsher Agreement had no such assurances
from efther party. Most glaring of these omissions was the absence of a
commitment by Upsher-Smith to pursue with diligence the requirements for the
filing of its LS. NDA for Niacor-SR. Schering's entire strategy for the
development of Niacor-SR depended upon its use in the EU of Upsher-Smith's
data and U.S. NDA filings.

3. Alse in my experience, licensees have always demanded clear wamanties
by the licensor regarding the licensor's ownership of the products and inteltectual
property being licensed. The Schering-Upsher Agreement contains no such
warranty from Upsher-Smith.

E.  Other Agreements Where Schering Was the Licensee

| was provided thirteen agreements execuied hy Schering with eleven different
icensors. | read all these agreements and considered eight of them {o have enough
simitarities 1o the Schering-Upsher Agreement as to be comparabie. | have briefly
described in Table 1 the salient features of each of these eight agreements (pius those

Restricted Confidential,
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of the Schering-Upsher Agreement} with the emphasis on affording a comparison with
the Schering-Upsher Agreement. The agreements are listed in the Table in alphabetical

order of the licensor.
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- F. Summary Comments on the Schering-Upsher Agreement

1. A non-contingent payment of $60 million was greatly in excess of non-
contingent payments made by Schering, and, in my experience, cther
gompanies, for pharmaceuticals with much greater sales potential than that of
Nizcor-SR. Only two of the agreements iisted in the table included non-
contingent payments amounting to even half of $60 million. Both of these
agreements were for drugs that provided entirely new classes of therapy and that
had market potential much in excess of even Audibert's projections for Niacor-
SR. The ICN agreement was worldwide, and the licensed product, Ribavinn,
was a perfect complement fo Intron-A, one of Schering's major products. The
licensed product in the Centocor agreement was considersd a potential
breakthrough in the treatment of Crohn's Disease and rheumatoid arthiitis.
Moraover, of the $30.5 million in the Centocor agreement, $20 million was
applied against Schering's portion of development expenses. The British Biotech
agreement included only a $6 million non-contingent payment (of which §4
million was stock) and granted almost wordwide rights to what could be an
enormous breakthrough in the therapy of cancer. The Enzon, Scherer and
Becton Dickinson agreements each included . non-contingent payments of less
than %1 miilion but provided to Schering technologies of considerable importance
to various of Schering’s major marketed products.

2. Most in-ficensing agreements for unapproved phamaceuticals, including
all the other agreements listed in Table 1, provide higher paymenis contingent
upon the licensed product's achieving various milesiones, most importantly,
approval in major markets, than they do non-contingent payments. Such was not
the case with the Schering-Upsher Agreemennt, this fact being particulardy odd in
view of the myriad factors that any informed party would have recognized as
major risks to the approvability and marketability of Niacor-SR.

3. In my apinion, neither party built inio the Schering-Upsher Agreement the
rudimentary perfarmance and due-diligence provisions that would have been
demanded by any party serious about the development and marketing of the
licensed product.

Levy Expert Report Restricied Confldential
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Activities of the Parties After the Schering-Upsher Agreement

Upsher-Srmith's Activities

1. | was provided documents that appeared to be the minutes of Upsher
Smith's Niacor-SR project meetings:

8/14/97: They seemed o be making some progress on the development
of assays requisite io the pharmacokinefic studies demanded by the FDA and
with which the company had been struggling since early in the vear, but
guestions were raised about the impact of the study delays on the development
timeline.  Also noted that Niaspan had been approved and indicated a
consequent need to revise and update their marketing plans.*’

10/21/97; Assay development for phammacokinetic studies still
progressing; samples cellected. Team has decided to develfop an ANDA*
strategy and conduct only minimal activity on the NDA strategy while this plan is
being developed and svaluated.” | find It Incredible that Upsher-Smith would
take such steps without at least confarring with Schering unless they knew
that Schering was not very serlous about developing Niacor-SR.

1113/97: Mo mention of phamacokinetic studies, Repeated plan to
develop an ANDA strategy. The ANDA (generic) product now seems to have
been givén a name, Niacin ER.®

1/15/98; Niacor-SR project has bean put on hold.5*

There zre considerable Inconsistencles In the record regarding when
tpsher-Smith actually terminated its efforts to develop Niacor-SR as an

* Ust 12583 :

# ANDA = Abbrenvisted New Drug Application.  An ANDA Is an application made to {he FDA for the
spprovat of a generic drug and is based on the concept that the generic drug is equivaleni to & marketed
drug that is no longer covered by patents. In this case, Upsher-3mith intended to maintain that Niagor-
SR was & generic version of Kos' Nizspan. Unlike an NDA, en ANDA does not require dlinical irials
demonstrating the safsty and efficacy of the dnug end, accordingly, is a much smpler filing. But an ANDA
would be of no use to Schering's effort to register Niagor-3R in the EU or any other gountry, and Upsher-
Smith's change to an ANDA strategy would have had very deleterious effects on any of Schering's
marketing plans, pricing assumplions and financial projections for Niacor-5R.

“usL 12581
151 12580
St sl 42579
Restricted Coofidentlal,
Levy Expert Repart Attorney’s Eves Duly

August 13, 2001



NDA product {16/97% or 1/15/98%). Regardless, It was almost a year
{9/12/98) until they notified Schering.>

B. Schering Gave No indication of Being Serious About the Development of
Niacor-SR in iis Terrltorles

1. No evidence of a project team’s having heen formead.

2. No clinical trials were begun in the EU.

3. Upsher-Smith was having difficulty developing assay methodalogy for the
conduct of pharmacokinetic studies mandated by the FDA. The pharmacokinetic
studies wers essential to Upsher-Smith's NDA filing on Niacor-SR and thus
directly Impacted the fimelines for Schering's own developrment of the product.
Such assay development is routine for the R&D departments of major
pharmaceutical companies, and thus it seemed strange to me that Schering did
not.provide help 1o Upsher-Smith on this matter (or that Upsher-Smith did not ask

for such heip.)

%2 whi -Smith Laboralories, Inc., pages 27-28
White Paper of Upsher-Smith L abora , Inc., pag Restricted Confidential,

33 -
USL 12579 :
* 2P16 00057 Attorney™s Eyes Only
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DOCUMENT LOG- Dr, Nelson Levy

Document Title EBates Number Begin Bates Number E

FIC 0015138 . FTC 00151
Schering et al, D-9297 Schering et al, D2

Complaint Counsel’s Idertification of
Trial Experts

Audibert investigational hearing
transcript and exhibits

Bell investigational hearing transcript and
gxhibits

Driscoll investigational heating transcript
and exhibits

Hoiman mvestigaticoal hearing
transeript and exhibits

Kapur investigational hearing transcript
! and exhibits

Kralovec investipational bearing
transcript and exhibits

Lauda nvestigational hearing transcript
and exhibits

O"Neilt investigational hearing transeript
and exhibits

Patel investigational bearing transcrpt
and exhibits

Robbins investigational hearing trangeript
and exhibits

Troup investigational hearing transcript
and exhibits
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TSL 12351 USL 17
TJSL 12341 USL 124
& USL 15473 USL 15
1JSL 15534 VUSL 158!
USL 21232 USL 21X
03/23/01, White Paper of Schering-
Plovgh Corporation
5P 05 011 8P 05 00(
SP 16 00057 SP 16 0K
SP 15 00236 SP 16 00;
SP 18 00004 SP 18 00(
Schering-Flough White Schening-Plough Wi
Paper Exhibits 0000189, Paper Exhibits (3001
Schering et al, 9910256 Schering et al, $910:
06/28/05, Collaboration and Licensing
Agreement by and between Neurogen
Corporation, Schering Corporation and
Schering-Plough Ltd.
07/28/95, Exclusive License and Supply
Agresment between ICN
Pharmaceuticals, Inc. and Schering-
Plough Ltd. :
07/28/95, Stnck Purchase Agresment by
and between ICN Pharmaceuticals, Inc.
and Schering-Plough Corporetion
04/03/98, Dhstribution Agreement by and | Schering-Plough 0000390, ;  Schenng-Plough 00004
Between Centocer, Inc. and Schering- Schering et al, 991-0256 Schering et al., $91-02
Plough Ltd
Co-promotion Agreement by and between | Schering-Plouph 0000538, |- Schering-Plough 00006
Bristol-Myers Squibb Company and Schering et al., 991.0256 Schering ¢t al , 991-02
Schering Sales Management, Inc.
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06/17/97, Key Pharmaceuticals, Inc. v.
| Upsher-Smith Laboratories, Inc.
17.5.D.C., D.N.T. (Crvil Astion MNo.

955281 (WHW)) i}

Schering-Plough 0000002,
Schering et al., 981-0256

Schering.Plongh 00000
Schering et al, 991-02

SPCID 60001 SPCID 0000

SPCID 00030 SPCID 001

SPCID 00138 SPCID 002

SPCID 00442 SPCID 005

SPCID 00255 SPCID 003

SPCID 00695 SPCID 007

SPCID 00631 SPCID 006

FTC 0015038 FTC 00150
Schering et al,, D-9297 Schering et al., D-92
FTC 601501} FTC 00150
Schering et al, D-5297 Schering et al.,, D-92
FTC 0015024 FTC 00150
Schering et al,, D-0297 Schering ot al | D-92:
AAA 600378 AAA DODD3
Moreton 0000001 Moreton 000GT,

SP 12 00075 SP 12 001

USL 02008 USL 020!

USL 09122 USL 091:

USL 09883 USL G98;

USL 11367 USL 113

USL 11396 USL 114

USL 11031 USE 119

USL 11946 USL 119

USL 12577 USL 126:
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CERTIFICATE OF SERVI{E

I hereby certify that this 3rd day of January, 2002, [ caused an original, one paper copy
and an cicctrome copy of the foregoing Respondents’ Joint Motion to Exclude the Expert
Testimony of Dr. Nelson Levy and accompanying memorandum, to be filed with the Secretary

of the Commission, and that twoe paper copies were scrved by hand upon;

Honorable D. Michael Chappell
Administrative Law Judge
Federal Trade Commission
Room 104

600 Pennsylvania Avenue, NJW.
Washington, DLC. 20580

and ane paper copy was hand delivered ipon:

Karen Bokat

Bureau of Competition
Federal Trade Commission
Washington, D.C.

601 Permsylvania Ave, N.W.
Washington, D.C. 20580

Chrigtopher Curran
White & Case LLP
601 13th St., NNW.
Washington, D.C. 20005

Enk T. Koons




