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COMPLAINT COUNSEL'S OPPOSITION TO RESPONDENTS’ JOINT MOTION TO
EXCLUDE TOE EXPERT TESTIMONY OF DR. NELSON L. LEVY

Respondents seek o preciude the {estimony of Dr. Nelson L. Levy, an expert in the arva

of pharmaceutival licensing arrangements. Dr, Levy is being offered to testify that ssseeses
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medicine, academia, and the phammaceutical industry, and his detailed review of the record.

Respondents’ joint motion is entirely without merit and should be dented becanse:

) Dr. Levy is qua]_[ﬁgd to render an np]_nju.n that swessesrsasvrasanssnssns
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= . Dr. Levy's opinton is based on his expertise and detmled review of the record, not
on a subjective evaluation of the eredibility of fact witnesses,



1. Standard for Admissible Evidence

This proceeding is povermned by the FT'C"s Rules of Practice. As the Supreme Court
decided decades ago i FTC v. Cement Institute; “[A]dministzative agencies like the Federal
Trade Commission have never been restricted by the rigid niles of evidence.™ “Indeed,” as the
Commission has observed, “ane of the purposes in establishing [tribunais such as the FTC] was
to devise a way whereby the exclusionary rules of evidence would be eliminated as a bar to
common scnse resolution of eertain classes of controverted cases™ Under the 1TCs Rules of
Practice, "[t]elevant, material, and reliable evidence shall be admitted.” Reliability is the key to
admissibility. These principles apply equally to cxpert iestimony as to other forms of evidence.

Respondents have the burden of demonstrating that Dr. Levy’s testimouny is unreliable,

e

¥ 3330118, 683, 705-706 (1948). See afso Kenneth C. Davis and Richard 1. Pierce, Ir., TI
Admiristrative Law Treatise (3d ed. 1994) § 10.3 at 125-126 (abserving that “it makes liitic
sense (o take the risk of emmoneous exclusion of refiable evidence through application of highty
technical exeiusionary rules in the context of agency adjndications™). Indeed, even in the context
of 2 bench trial, court often apply more liberally the Federal Rutes of Evidence, which were
desigmed prirnarily to govem decision-making by juries. ¥olk v. United Stutes, 57 F. Supp. 2d
£88, 896 .5 {N.D. Cal. 199%) (observing that the “Laubers gatekecping” tunetion is “less
pressing” in connection with a bench trial because the judge and the fact finder are the same);
Efotek Site PREP Commiitee v. Self, 1 F. Supp. 2d 1282, 1296 (D. Utah 1993) (admitting expert
testimony despite “reservations” about methodology), Fierro v. Gomez, 865 F. Supp. 1387, 1396
T (NLD. Cal. 1993) (stating that the better approach under Daubert in a bench trial is to permit
expert isstimony suhject to.cross-examination), aff d on ather graunds, 77 ¥.3d 301 (9 Cir.
1996), vargted and remanded on other grounds, 519 11.5. D18 {1996).

* Philadelphia Carpet Co., 64 FE.C. 762, 773 (1964) (“it is lony setiled that hearsay
gvidénee is oot to be out of hand rejected or excluded by adminisirative inbunals™).

? 16 C.F.R. § 3.43(h) (emphasis added).

* Even under the Federal Rules, the “rejection of expert testitnony is the exception rather
than the rule.” Fed. B. Evid. 702, Advisory Committee Noles.
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Il Dt Levy Is Qualified To Render A Reliable Opinion As To Whether Schering’s 360
Million Paymcat Could Reasonably Be Considered a Licensing Fee for Niacer-SH

HL Iﬂ'\rj{ ]_s h[;mg offered o tﬂbﬁfy that wwretvvssvsnversersrnuritavavvadt thmvatrbbiimbvitvrs
SURERRERAAN RS BA DR 4R AN R R A4k dS i dEdnbavrad vl vonverikivennsnbridupruvddirddnsnd bbb n Elasf,i uu1i1is
detailed revieww of the recont and his extensive practicel experience in the pharmaceutical

indirstry, he roaches this opinjon from the following three conclusions;
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A, Dr. Levy’s Relevant Experience

D, Levy has had a distinguished career in medicine, academia, and the phammaceutical
industry that makes him well gnalified to offer his reliable opinion that the $60 miflion up-front
guaranteed payment by Schering ta Upsher was nof for the Miacor-SR license. Dr. Levy has
received degrees from prestigious universities, including his M.D. from Columbia and 2 PILD. in
mmnmumology from Duke. He has conducied mnﬁh al NTH in the arcas of virology and

immunelogy and was ap associate tenured professor at Duke.”

* Cugricubon Vitae of Dr. Levy (Attachment A).
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Dr. Levy's extensive cxperience in the pharmaceutical industry began two decades ago
end continues ¢o this day. During this time, be has worked for (wo multi-national pharmaceuticat
companics. As vicc-prosident of pharmaceutical rescarch for E.Lbbntl, Laboratorics, Dr. Levy was
involvzd in the design and conduct of ctinical studies necessary for FDA approval, and started
the research program that led to the FDA’s approval of three products. He also warked cioscly
with Abboit’s licensing/bosiness developmert grogp and domestic and intermational marketing
organization, participating regularly in senior-level meetings to decide whether to in-license
pharmacentical pmdur:t:s, includ.ing cardiovascular drugs, for sales in both the United States and
overseas. As Chief Execative Officer of the U.S. subsidiary of Fujisawz Fharmaceutical
Corapany, Dr. Levy was responsibic for all areas of the company’s operation including
matketing, salcs, business development (e.g., in-licensing of pharmacentical products}), finance,
regulatory approval, and research and development. While at Fujisawa, Dr. Levy in-]icenseq
four major pharmaceutical products.

in addition to these senior positions al two major pharmaceutical compantes, Dr. Levy
has developed broad and veried experience in the pharmaceutical and biotech industries throngh
CorcTechs, the company he formed more than 1§ years ago. As Chief Executive Officer and
Chiairman of CoreTechs, Dr. Levy has provided consulting services to numerons pharmacentical
and healfhcare companies on vanocus aspects of the companics” operations, inctuding research
and development, evaluation of products for in-hicensing, and marketing. At CoreTechs, he has
avaluated dozens of products and technotogies and has advised mejor pharmaceuticat companies
on decisions concerning the marketing and sale of phannaceuticals overseas. As just one

examiple of his consulting services, Dir. Levy assisted a company in its intermational research and
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development efforts by spending several weeks each yvear over i two year period on site at its
Ttaltan subsidiary. Through his work at CoreTechs, Dr. Levy also has become heavily invelved
in assisting developing companies {o evaluate their techmology apd determine the optimal means
to develop and market their technology and products.

Over the last two decades, Dr. Levy aiso has served on the boards of directors and
gcientific advisory boards for pimerons major pharmaceutical and biotech companies. In these
advisory capacitics, Dr. Lovy's input and adviee (and approval in some circumstances) is songht
on issues regarding all areas relevant to drug deveiopment, licensing and marketing.

B. Dr. Levy’s Broad Pharmaceutical Experience Qualifies Him To Offer His
Opinion Reparding the Niacor-SR License

Dr. Levy’s broad and m-depth knowledee of the pharmaceutical industyy and its practices
pravides him with unique qualifications to offer his expert opinion concerning the licensing
agreement for Niacor-SR. His experience spans atl areas velevant to his opinion that the sesesss
srsnsnestssnaraenssntransrentaranssrssnrenraneveenerenvern 411l his industry perspective is bascd on his
work with, or for, dozens of pharmaccutical and healthcare comparics.

Dicepite D, Levy's extonsive relovant experience as a medical doctor and acadenmuc, and
his two decades of wark in the pharmacentical industry, regpondents challenge Dr. Levy's
credentials to provide the opinions about which ke iﬁtends o testify. In its motion, respondents

set forth a distorted picture of Dir. Levy’s career and qualifications® and then argue that Dr. Levy

 Boring Dr. Levy's deposition, respondents’ counsel faited i fuily examine Dr, Levy’s
experience at CoreTechs and his posittons an the boards of numerous companies, choosing
instead to focus on lgss relevant arcas of Dr. Lovy's backgrotmd. For example, they questioned
Dr. Levy extensively about a single consumer product that CoreTechs evaluated, rather than
{continued...}



is ot qualified te testify about the Niacor-SR licensing oppoertumty becanse, they contend, be is
aoet-expert in cardialogy, lipidology and cholesterol, Huropean regulatory affairs, international
phamraceutical marketing, ang because he has not attended business schoal.”

Respondents’ position that Dr. Levy must be an expert in no less than four different
disciplines in order to testify about whether the; £60 million payment was for Nizeor-8R is not
supported by the law. An expert is qualified if he or she has “specialized kpowledge” that will
assist the fact finder in understanding the evidence or to determine a fact in issue.* This element
is interpreted tiberally.” Dr. Levy’s general expertise in the pharmaceutical indusiry and
specialized knowledge about pharmaceutical in-licensing arangements easily qualifies im to

evaluate the Niacor-SR licensing deal in this case.”

® {...contimed)
asking about the dozens of healthcare und pharmaceuticals preducts Dr. Levy has been involved

with-during his tirne at CoreTechs.
? Hespondents” Mem at 10-14.
1 Fed. R. Bvid. 702.

* It ve Paoli B.R. Yard PCE Litigation, 35 F.3d 717, 741 (3d Cir. 1994); see ¢izo Fed. R,
Ewid 70Z, Advisory Committce Notes (the qualifications of an expert arc to be “viewed, not in a
narrow sense, bat as a person qualified by *knowledge, skill, experience, training, or
edncation™).

W Diefenbach v. Skeridan Transp., 229 F.3d 27, 29-32 (1% Cir. 2000} (affirming
qualification of tugboat cuptain as an expert conceming procedures fatlowed by crews on
intcpratcd-mgboatbarges even though the witness never spent time on an witegrated
cughoattbarge); Eleock v. KMart Corp., 233 F.3d 734, 743-44 (3™ Cir. 2000) (affirming
qualification of expert with no formal truiming in the specific-field at issue but with experience in
a similar: field and “substantiaily more knowledge than an average lay person regarding [the issue
in dispmte]™); Tuf Racing Prods., Inc. v. American Suzuki Motor Corp., 223 F.3d 585, 591 {T*
Cir. 2000) (* Anyone with relevant expertise enabling hirn to offer responsible opinion testimony
hLelpful to judge or jury may quatify as an expert withess™ ¥citations omitiedy, Smith v. Ingersoll-
Rand Co., 214 F.3d 1235, 1243-1244 (10" Cir. 2000} (affirming gualification of ergonomics and
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Taking the qualifications respondents insists are nocessary to opine on whether
Schering’s $60 million was for Niacer-SE, it 1s hard to imagine anyone capable of providing

reliable expert iestimmly on this issve. Certainly none of respondents’ own licensing experts

wounld come close to quatifying.
* Nonc of respondents® three ticensing experts have a medical degree, let alone are
cardiologists."
, Upsher’s icensing expert, Mr. Bratic, professes no knowledge conceming

cholesterol-lowering drugs. He has never held a position at a pharmacentical
company, and therefore, has had no direct responsihility for valuation or in-
licensing of pharrnaceutical products, no expentence in pharmaceutical marksting
(It alone oversess), and ne experience concerming FDA approval of
pharmacentical products and nio experience."

safety consulfant experts even though they had no first hand experience with specific machihe at
issue), Rushing v. Kansas Citv So. Ry. Co., 185 F.3d 496, 505-507 (5® Cir. 1999) (afTirnting
qualification of expert audiclogist despite his limited experience with outdoor environmentat
sound reasurements at issue); i re Pacli R.R. Yard PCR Litigation, 916 F.2d 829, 856 (3™ Cir.
1990) (*Tn light of the liberat Rule 742 expert qualificalion standard, we hold that the district
court abused its discretion in excinding portions of [toxicology, microbiology, and PCE exposure
experts’| testimony simply because the experts did not have the degree or training which the
district cqurt apparently thought would be most appropriate.”)

"' Dr. Levy's medical experience is described in his eurricidion vitae, in his expert report
at page 1 {(Attachment I3), and in his deposition iransctipt at 136-143 (Attachment C). The
cxrricufym virg provided with respondents” expert reports indicate that none of these experts
bave reveived medical degrees. See generally curriculum vitae of V. Waller Bratic {Attachment
D). errricutum vitae of Zola . Horovitz (Attachment E), and curriculum vitae of Kenneth W.
MeVey (Attachmernt F). Mr. Bratic’s expert report specifically acknowledges that sssevesesssvess
sissussminssvanssnnane Qrghie Expﬁl't Rﬂpﬂﬂ atd (A.ttﬂ.ﬁ]]Il’lEﬂt G} Sm YESPDn.dE'ﬂtS’ ﬂxpﬂft mpnrts
already have been provided (o the Court in the contexi of Complaint Counsel’s Moticn to Limit
or Exclude Ouplicative and Improper Expert Witness Testimony, we have not reproduced them

in full here.

I Bratic Bxpert Report.



. Schering’s expert Dz, Horovitz also has no dirscl marketing expenence. And
Schering’s other expert, Mr. McVey concedes that he has no direct experience at
all with deals anywhere near the size of the Niacor-SR license,”

C. Dr. Levy's Relevant Experience Qualifies Him To Testify About How the
Majar Flaws in Niacor-SR Shoald Have Affected Schering’s Drac Diligence

Respandents mischaracterize Dr. Levy™s opinion and festimony in arpuing that he is not
qualified to opine regarding the likelihood of regulatory approval of Niacor-SR. As one
example, respondents argue that Dr. Levy’s use of a certain measurement for evaluating potentiai
liver toxicity — elevated liver enzymes at the levet of 1.5 times the upper limit of normal (“ULN")
—1s.the wrong standard to apply. And from this, they accuse Dr. Levy of drawing “wild
conclusions™ about the liver toxicity of Niacor-SR and the likelitood of FDA approval '*
Eespondents fai to prasp the sigmificance of Pr. Levy’s opinion on this point.

Dr. Lavy does not discuss the etevated liver toxicity of Nincor-SR in order lo render a
gpecific opinion on whether Niacor-SR would have been approved by the FDXA. Complaint
counsel’s rebuital expert, Dr. Pitt, a recognized expert in cardiclogy, witl provide that testimony.

Rather, Dr. Levy's testimnony is for another purpose. Tt will reinforce the conclusion that

fliiIlli.iilllli.lii.iillIlil-ilii’i-lllIIII"""I'."II!'I'III"'I'.".'II"'.'G‘.IIlllllliiliilil
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B McVey Diep. at 54-56 (Attachment H).

4 Respondents’ Mem. 2t 2, 16-17.
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As Dr. Levy explained in his deposition, the 1.5 ULN measurements was a svenssnsnaans
ssaranpinesverrenennr (o identify the possibility of liver toxicity which should have alerted anyone

reviewing the clinical data io conduet further investigation:

phuv bR AR AR R AR RN N P U PP RN PR PR AR R A A A A AN A A NS N RN T
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Upsher's medica$ expert Dr. Keenan shares Dr. Levy’s opinion that a 1.5 ULN level for
liver toxicity is a matter of concern. At his depositior, Dr. EKcenan testified that when liver

eﬁz}me ﬂmﬁﬂnﬂ 20 above 1.5 Ul_:h]? PR TR RS B A SRS SRS RN NS P PR AR VS SR IR AP Y

AR R R R RN R R Y N L N N N E e vt PR AR R A N AR R TR AT P PR PR A

sseeseseenremsannenns'® Ta fact that Schering had in its hands the relevant clinical data and ignored

* Levy Dep. al 26,
K eenan Dep. at 94-95 (Attachment 1),
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the presence of elevated liver enzymes underseores the fundamental deficiencies in Schering’s
catire due dl[LgEIlGE PIOCESS.

I Dr. Levy Used Reliable Meithods In Reaching His Conclosion That eesessss
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Respondents challenge Dr. Levy’s methodology for valuing the Niacor-SR license
becanse he rejects and fails to use the net present vahue methodelogy relied upon by some of
respondents’ experts.”” As Dr. Levy explained in his deposition, net present value calentations
are generaily GnNCIPAl il @ vessanenssssssensaserenssnsnesessaantnernasrenssnsonsssasesssssssssses
sserssenes!® Tor [ ovy found it was unnecessary to apply that questionable methodology in this
case. Based on his review of the record, he was able to apply the principles and methods in

which he i‘s En_ ﬂxpm tu th.ﬂ facts a_nﬂ cuncludﬂ q‘urte Iea_d;]},r ﬂla_t‘lillllll'l mavbinguaandd bunprnapdidn
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Respondents assert that Dr. Levy's approach must be uarefiable becanse his failmre to use
a NPV calenlation is “contrary to the zecepted practice in the pharmacentical indusiry.”™ Thizisa

startling arpument, to say the least, as Schering’s own licensing expert, Mr. McVey, a long-time

¥ Regpondents’ Mem. at 17-19.
' Levy Dep, at 179,
16



pharmaccutical executive, concedes that he never even thoughi of conducting a net present vatoe

for hils expert coport in this matter.

AR R AR A RAT R SRR AR A R N A A P RS AR FSEFFA N NS ANEY FRF S PP PR T EE Ak bwn skt n Bk b
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Mz, WicVey then testified that he has »+=»«=« in his career used a net present value calculationseses

EARSLES LIRS AR RS AR T sas s rsnsansanel He went on fo agree with Dr. ]_mr}i’g ohservation that a
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I1. Dr. Levy’s Oplinion Rests On His Extensive Experience In The Pharmacentical
Indastry And Detailed Review O The Becord, Not On Welghing The Credibility Of
Fact Whnesses :
Misfiring in its attempt {o undermine Dr. Levy's expert quatifications, respondents attack
his opinion a5 inappropriziely mvading the role of the Court by opining on the credibility of
witmesses.” Dr. Levy does no such thing. Rather, he takes the facts from the record and applies

his extensive expertise in pharmaceutical licensmg arrangements to reach an opinion as to

- whether Schering’s $60 million graranteed payment to Upsher is consistent with 2 livense to

¥ McVey Dip. at 167-168.

% Jd. at 169,

2 LewyDep. at 179.

® McVey Dep. at 170-171.

* Regpondents’ Mem. at 21-23,
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Miagor-SR, an wmapproved prodnct which faced potential regulatory approval obstacles. Based
- onchis expertise and detailed review of the record, Dr. Levy concludes that sesssesserranses
Dr. Levy's expert report includes ne accusations or suggestions that there was dishonesty in the
Niacor-SR license and he plans to offer no opinions on witness credibility.™

15 its motion, respondents seem to argue that any expert opinion which contradicts
testimony by fact witnesscs is impermissibie fact finding. This argument goes too far. It is
hardly surprising that Br. Levy's opinion would bo inconsistent with the opinions of respondents’
expetts or with testimany from sespondents’ employees. This is the reality of the adversarial
system. Expert testimony from one side will wirtualty always bolster, at least implicitly, the
credibility of certain witnesses while at the same time casting doubt on the credibility of others.
Bespondents are simply thying to bootstrap thas basﬂ:l truth of the adversartal systern into a reason
far exeluding the apposing side’s expert with whom it disagrees. In United States v. Rahm, the

Ninth Circuit rejected a similar ploy fo exclude expert testimony from a defensc cxpert that

* 1n his deposition, Dr. Levy did state his personal views as to whether there was
dishonesty or-untruthfulness by Schering emplovess, bat only in response to repeated questioning
b},r Upsher's mmsel_ ]TUI Exml']le’ U:pshgr‘s cuuﬂsﬂl askﬂd AFINSUESEEFESRFSREEEEFEESE N PN R

LI P IRl IRl EI RN I R IEIRTR L IRL II R IEI b i Il IRl Rl Tt JP IR eI IRl IRt IRl (1], } Althﬂug}l DI_
Levy provided his views in response to this line of guestioning, such views have nothing o do
with the conelusions expressed in his repart or as he expects totestify at trial. There was no ueed
far Br. Levy to probe the motivations of Schering, Upsher, or specific company employees to
reach his opinion, because, based on his experience and the record, it is clear that the $60 mitlion
cemld ant fairly be considered a licensing fee for Niacor-SR.
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would have supported the defendant’s story:

All defense evidence necessarily supported the defendant’s “stony™; that is its very
purpose. . . . The [expert’s] testimony certainly would have ephimnced Ralun’s
“credibility” bad she taken the stand, but zll evidence that supports a defendants
actual - or possible - festimony is not credibility evidence. The purpose of
Nelson's testimony was not to comment onr Rehm’s frathfizlness in gencral or with
TESpEtt to any account Rahm might offer as io how she came fo posscss the
counterfeit enrreticy. Rather, Nelson's testimony was intended to establish
Rahm’s diagnoses perceptual ditficuities, which were relevant to a fact in issuc ~
whether she knew the money was counterfeit. That Nelson's proffered testimony
supports the defense theory is the reazon it was proffered; it 18 not a reason for its
exclusion.®

Dr. Levy’s testimnony will nat commertt on the “truthfulness™ of any witness, nor is his opinion
based on suobjective judgtnents about who is lyving and who is not. The fact that Dr. Levy's
conciusions abont Schering’s $60 miltion payment will snpport our pesition and may shed light

on the credibility of ceriain withesses is “not a Teason for its exclusion.™®

093 F.2d 1405, 1413 (9th Cir, 1993), See also Greenwell v. Boarwright, 154 F.3d 492,
497 {5 Cir. 1999) (“Expert testimony is not inadmissible simply becanse it contradicts
eyewitness testimony™); U5, v. Moling, 172 F.3d 1048 (8 Cir. 1999) (upheld admissior of
expert testimony on tadus operandi of drug dealers even thouph testimony cast doubt an
defendant’s eredibitity by underentting “inuocent companion™ defense).

B Rakm, 993 F.2d at 1413,

13



ok ok ok R

For these Teasoms, we request that the Court deny respondents’ joint motion to exclude

Dr. Gevy.

Respectfiilly submiteel,

Karen 3. Boka
Bradley §. Alhert
Seth C, Silber
Andrew 8. Ginshurg
Karan R. Singh

Counsel Supporting the Complaint

Dated: January 22, 2002
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CERTIFICATE OF SERVICE

‘ { hereby certify that this 22nd day of January, 2002, I cansed a copy of the foregoing
Pablic Version of Cﬂmplail'lt Counsel's QOpposition to Respondents’ Joint Motion to Exclude the
Expert Testimoriy of Dr. Nelson L. Levy to be served upon the following person by hand

dﬂli‘l-"f:r}':

Henorable D. Michaet Chappeil
Administrative Law Judge
Faderal Trade Comrnission
Roor 104

600 Pormsylvania Avenme, N.W,
Washington, D.C. 20580

I caused one original and one copy to be served by hand detivery amd one copy to be
served by electronic mail upen the foilowing person:

Office of the Secretary

Federal Trade Commrission
Room H-159

600 Pennsylvania Avenue, N.W.
Washington, D.C. 20580

I causerd copies to be served upon the foliowing persans by electronic mail and Federal
Express:

Laurz §. Shores

Howrey Simon Amold & White
1299 Pennsylvania Avenme, N.W.
Washington, D.C. 20004

Christopher Curran
White & Case LL#
60T 13th S5t, N.W.
Weshmgton, D.C. 20005
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Nelson L. Levy

1391 Concord [rive

lake Forest, Mimsis £0045
g7 29553720

(847 2953750 Fax

| SENIOR GEMNERAL MAMAGER with

unique. combination of sa=ntfic, clint-
cal, business and manogenial oxped
ence and perpecive. Team builder
with very hioh energy, who leads by
recruineg oulstanding peopls, apphe
ing craativity to the eskablishmant of
aggrewivs corpolz abiactivzs and
the cptmi=asi on of organizat.cnal siwc

hare cnwd brs crexing a mibicu shos smezsas

“shared infrusn=c" Gnd domerds and
rewnigs the highest iovel o profss
sicnal performance.

PROFESSIONAL EXPERIENCE

Corelechs Corporation,
Lake Fores:, ilmois {1754 - puesent]

Choet Brevutive Ofiger. CorsTechs is
o 15 yeurodd company consisting of
bevor bunsiniss unity” One implaments a
novel, proaclive, voleodding pam-
gigm for the devalopnen! of sark-stage
technadegy: e ot provida: divense
opesating assisiance ko the healh care

“and bistachnology indusiies and the

imvesimen community serving them,
Fecentarcompiizhment hawe included:

*  Found, evoiuated, developed ond
cammenciatized ower thimy diveise tach-
nolexgien, inchading phammeaceuticals,
dhaanesfics, devices, software, chot
ics, chemmol and manufacturing pro-
cassas, cansumer products ond foads.
I: trosst coas worvad onoan EGkHTy-Or

rayaiteshorieng basis
*  Hebped found and build o 320

Schalar of fhe House, Summa com Lavd= Phi Bata Kepoa,

EDUCATION

BA/BS Yoo University, 1953
LN

Fh.D.

miflian {3 1% profil]l company engaged
i e Fll range of phnrmu:euiicc:.’-
chemistry, fiom combinataria! chamis-
iry and drug discovesylo prozess chem-
istry and large=cale monufaciuring Also
marketsonzof thaindustry's mos! highly-
raparded compotnd fibearies ko high-
inroughput scresning.

*  Founded in 1399 a compary that
is now developing o hatally novel rear
m=nt for awloimmiene disease.

v [oundsd in 1999 o consumer-
product compaay hat alieady has sales

of $A00.000, with 30% profitabibity.

= Fora $1.5 billion pharmaceutical
company, with R&D groups tolalling
aboul 1300 perons, evaluated in
datail, iestructured and, for sighteen
momhs, dirccled the total 2D effan,
incheding Discovery, Toxicology, Char
col Besearch, Phammozcutics and Pegu-
batory Affaics. Az helping to pot in
place vitalized pemmansnl R&ED marr
agement, rematned as a consullont,
reparting 1o the CEO, for four years.
Helped ke 3 compounds throcgh
development and dinical rigls.

«  for e 3150 milkon gencric phar-
naceutical company, helped conceive
and build its Ethical Pharmacedtical
Division.  Assistad with sitalzaic plarr
ning and the concenlion and dﬁwelop-
menl of new business oppoiumitiss.
Helpad find, evaluate, license and de-
velap 5 ethical phamaceutical prod-
ucty,  Assisied in the dasign of an
etgonizalional sirucure and operaling

Dui.e UI‘I]V-?—.-’SH‘:,FI |97;$- “mmUno|anr-']_

Columbin University Colzge of Fivaicians end Surgeons, 1687

pargdigm Fatcould Gocommadae ot
sl T and efhics! pharmaceiont st
EqIEs.

= For o 3:¥ Lilhon COmERaTy, G5
siskzd with slralegic ;,.':\ir::r|n=:1‘.gr g
zafionel desian and the evaluoton of
acquisition candidates during the es
tablishment ard beitding of its pharma

ceutical division

= Forsevernl carh-staoe componmes,
proveded acienriflcl dlizical amd basi-
ness counsel and leadeship  Cur
remily, on he Beard of Direckors o kvo
public and three privale companies
and the Scientihc Advisory Boords of

three p1.r|::r1|c Companies.

Fujisawea Pharmaceutical
Campan Dearlield, Mincis
M7 - 19331

The WMaorth American whsidiﬂﬂr' of
lapan's thiddargest phomacevtical
comzany.  Soles of 250 miflion,
~ 1000 employses, RED budgst of

450 million.

President.  Responsible for off opea-
lians, inchuding marketing, sates, busk
ness development, knance, remubatory
oiairs, MS and BED.

= Vitalized a declining, wnderpar
forming business.  Despite custing the
soobos fovce by A0, increased monthly
solzs bo biihrest bistoricol level by exten-
swve Iertraining of the entire soles foce,
directng sobes efforts ko the endhuse,
rather than the wholasalar, ond devel-
oping and implemening focusad m{




:_1:’ "-‘1 -

kefing programs for each produdt.

Concerved and implamented a
novel managentent and incentve sys
iem for the sales force.

. htegtuted‘ Finomcial cmui‘,r:is and
FES management into ol elements of
the business.

¢ Indicensed o major phormace
ticals.

=  {Created o 1 Oyeo shateyic plan.
The plannimg el wos on swxiting,
participative pracess that imeohved highly
nteractive mestings batwaen over 30
serior shofl

. Devefuped anepeienced, hiobly
capcble Requfatory Afiows Deparkment,
in order o hle 3 10GA's and manoge
aspects of the company's FDAmam
dimed validitg assessmen!.

+  Brought discipline and accowt
ability o0 RAD. Led them through o

‘writizafion of their projects ond o
w itical onatysis of their dato, prosocels
and persannel, Buill lmes of communi:
cdtion ond cooperation between RED
and marketing, tusires dovelopmend
and finance.
MDA submission.

Abbotilaboratories, Abbon
Park, Hinais {1981 - 1984).

Yice Prasident Phormoceuticol Re
search, Responsible for ol ressanch
elforts 1o discover new phormaceytical
pradurts.,

I Transformmed o mordbund research
+ arganization, thathod not gener-

ated a single phormaceutical prod-
uct in aver 20years, into g vibrant,
productive, self-susigining body
that was highly competitive within
the industry.

Deernphosized hierachy ond accened

Bremght 3 piojects bo-

a “walkingaround” style of monage
ment and leadership.

Showed special ability to communi-
cate camplex scientific concepls and
information o the nonsciantist,

St included synthetic, analytical and
thecrencal chemists, biochemists phar
mocologists, microbiclogisls, immwr
nologists ord systems onalysts, Crgo-
nized inke four mulidisciplinary divi-
sions; MMéuroscience, Cardiovasouar
fesearch  Immmonoscience/ Cell  Bicl-
oy and Antidntective Research; plus o
core Computer-Assisted Molecular
Design divizion.

Az, devetoped reseorch strategies for
oftice dir;:gn-:::.ﬂﬁ._ CORSUTISS producjs
and some infant nuvitionals ond hosp-
tol devices.

Fonclioned as the principal scientific
and clinical intedace with domeshc
ond inkernat wonal Marksting to develop
ard implemen* promational skategies
ored with Commercial Development ky
evaluals inlin:ensing candrdales.

A-:ccmpﬁshnerl:s incuded:

*  Six oporoved NDAs for entirely
novel closses of herapy and aver $2.5
Lilion in anneal revenues have come
From projeds carceived, inifiaed and
slcffad during iy tenuie.

+  Championed the conceptol rlicr
nar drug design ond melecular model.
ing ond built al Abbott one of the
indusiry’s laoding dreg design groups.

»  Vilglizedhe nahxalproduct screen
ing program by recrifing some key
rnicrabiologists and isclation chemists
and by inmoducing some navel corr
cepls inko the assay sysiems and isolz
fioa schemes. Without increasing the
stoff, the somple theoughpo! was in-
creased over 1 54ald, and the solation
rate was inaeased over dold.

* Onrganized and orchesiated ¢
hig}i;rsmce:sﬁiremiﬁngveﬂc:ﬂhhing
ocubstanding scicntists io Abbolt. Hied
106 staft, including 59 Ph.Ds. and
virually each Ph.D). hired had been
hiahly sought by the raditional research

leoders within the § . Developert
excallent ielolionships with Academio

-+ —Conceivedaand implementzd a
uwigue organizational structere ared
management philosophy that maxi-
mized the focus vpon project abjec
lives, interdiscipiinany collaberation and
scientific career developmeni. Devised
and chompioned a dislinctive Scien-
fific Lodder.

*  Builtexcelleni limes of communica-
tion and coopesalion with the domesic
and intemational Marketing mioups.

« Conceived and imglemenied ©
series of experiments that provider
dala upon which wera buill fhe princi
pal 1983, 1964 and 1985 promcr
liorol compoigns for Abbott's major
phamacavhcal products.

+  Designed 190,000 squore foot
latroralony buidding thai incoqprxates
state-obhean labotory ond Shuman
scclogic” fedtures. )

*  Hued eight of the couniry's most
uutskrnding scienlisls as consultants n
tecaptor biochemistry, neurophama
6ﬂ|o-gy, microbial biod'rerniﬂry, Mo
lzcular m-;:rdefing, 5 ic organic
chemistey ond anabylical chemisiry,

Duke University Medical
Cenier! Duam, Norh Carcling
U‘??S - 1981

Associera P kmm with
tenmel. Conducted research on com
- cer, neurclogic diseoses and hamedho
nisr whereby the brain may inflvence
the immune response. Tought medical
- siucddents, graduale stodenk and: post
doctared fellows. Pon Iﬂbﬂl‘ﬂ!‘w{i 20

Melson L Levy
fage 2
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M

- 35 persons. Principal lwvestigator on
tree major reseanch gronts with iotal
funding {direct costs] of over

$400.000/ 0.
Lncomplishments inclrdad:

*  Aworded lenure affor ondy thiee
years on e facully.

»  Did carminal research in four dupa
rte Fields:

-  Cell mbridization and gene
ransfer ipublished world's Firs
paper on gane therapyl

-~ Cancer immunclogy and im-
mutiotherapy

~  Vilogy/immunology in The
pcﬁ}ogmesﬁ olerdocrine and
r!eum}ogi:: discrders.

—  Cenral mervous sysiem woflu
ence an e inmoce [Eponse .

+  Published 132 scientific aricles,

+  (rgamzed ard ran an B0Hecturs
couse on Medical lmmunclogy foe
gradiale students and odvanced medr
ol siydents gnd mysell gave 26 of the
iecires.  The course wos ane of the
most ﬁngymlc:f courses in fhe mod-
cat schog!, and lwas consistenfly given
outstanding rafings o5 o keacher,

POST-GRADUATE RESEARCH
AND CLNICAL TRATMNING

1972 -73  Resident in MNewclogy,
Dke Utiversiny Medical Cearsr

197G -72  MNAH. Special Fellow in
tmmunalogy,
Duke Unbversity Medical Cenier

1968 - 7 fesearch Associole

bescday and- immenclogy,
Mational laditutes of Health

MIDICAL LICENSES AND
BOARD CERTIFICATION

Diplomale, The American Board of
Allareny ond Immunclogy.

licensed in Nonth Caroling and iffinois,

REPRESENTATIVE BUBLICA-
TIONS (out of a tatal of 133}

lewy, ML and MNaking, AL Vis
infections and dizeoies of the endor
crine systiem, L bl Dis 124,94,
1271

levy, ML, Seyderman, R, ladda, R.L
ond lieherman, K. Cytegenslic engi
neering in vivo: restorolion of biologic
complemant achivity ka5 deficienfmice
by intravenous inoculation of hybrid
cells,  Froc fNaf. Acod So. US
F0:3125, 1973,

Loy, PLL, Soon, DWW, and Snyder
man, R Bore marrawderived lym-

" phoid cells [B cellsk: Functional dapla

ton with cobra fackor and resh serum
Science T78:866, (972

levy, ML, Siegler, H.F. and Shingle

ion, WW. A muliphase imminother-
ﬂp’f Tﬁgfmﬂ f'Df humﬂn mepﬂﬂ'ﬁ:‘mﬂ -
chnical and laboratony resuin. Cancer
34:1548, 1974

lewy, N.L Specificity of lymphooyte-
mediated cytotoxizily fn patieals with
primany inracramal lumor.

1 fmmunol, 121:903, 1978.

lewy, ML Callmediated cpatoxicin
and senmrmedioted blocking: Evidence
the! heir associaled delerminants on
tumnon temew rells are differant. F

nexeT dymphocytas with spediic o
toricity, inflvenced b-ghnfacmym
iy, against measlesirfected cells.
Inmunof. 122:2379, 1979

levy, NI Anligenic crotsteacivit
ond dichotomy between anaplastic an
welldifferentioted glomas. In
Meancrind Sevies o Jmmopama.fcgy

+5Secomd 1o
ogy of the Ceniral ond Peripharal e
vous System  {P.A. Miescher e ¢l
eds.]. Schwobe, Basel, 1979

Warejcka, 0 ). and lewy, ML Centra
nervous system (OS] conral of the
immune response: eflect of hypotha
iamic lesions on FHA responsiveness in
ials. Fed, Froc. 39914, 1980,

Weslon, P& Jensen, Pi. EKoen M5
and Levy, ML Spontanecws cytatonic-
iy agoinst virssinbectad cells: Relotion-
ship to NK ogainst vninfected cell linas
and fa ADCC . | immuncl 12601220,
1981,

levy, N.L ond Coles, E. [Hective
fechnc:[u:rg',f transher 1|'H'::rugh ackves

licensing. Mot Res. Soc. Bufl 15:82,
1991,

PERSOMNAL INFORMATION:

Louisa Skles Levy.

& wons, oged 15 - 35
YEQLS,

Manied,
Children

Community: Rotary intermational;
Governor's Task Force on Boonamic
Development; Commissioner, lake
Ceunty Drainoge Districi; Sciencs Ad-
visory Council of Schodt District 67
Booid, Family Service: Secratary, Linke
Fovest thigh School Boosker Club; Base-
bafl coach lor 20 years.

Bethesda, Maryland munal. 121:916. 1978, :
Hebbies:  Tiiathlons, basebdll and
1967 - 68 Surgical dntem, Whiigh!, LL and levy, N1 Genaratinn | rack 'n mll.
Univensity of Colorado Madiva Center | on infected fibroblask of homan T and
Chovever, Coloroedo
n L dewy

Foge 2
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United States of America
Federal Trade Commission

In the matter of
Schering-Plough Corporation
Upsher-Smith Lahoratories, Inc.
and American Home Products Corporation

Docket No. 9297

Expert Report

by

Nelson L. Levy, phb., M.

Au g USt 1 3 T 20 01 Restricted Canfuleotia) .

Attoraey’s Eves Onle




The remnaining pages of the expert report have been redacted.
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In The Matter OF;:

SCHERING-PLOUGH & UPSHERSMITH
 MATTER NO. DO9297

NELSON L LEVY Ph.D, MD.
November 20, 2001

Wword Index included with this Min-U-Scripte

- For The Record, Inc.
Court Reporting and Litigation Support
603 Post Office Road
Suite 309
Waldorf, MDD USA 20002
(301) §70-8025 FAX:(301) 870-8335

Crgimal Fife T1I2OLEVASC, 257 Foages
Min-L-Serint® Fife W 28632458




The remaining pages of the transcript have been redacted.
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IN THE UNITED STATES OF AMERICA
BEFORF FEDERAL TRADE COMMISSION

In the Xater of

Schering-Plough Corporation,
a corporation,

Upsher-5mith Laboratories, Inc.

a corporation, Dackiet 9297

and

American Home Products Corparation,
# corporition

_'b*.*x-"‘-‘"-’vw“ub'u'-lw

EXPERT REPORT OF WALTER BRATIC

Qclober 8, 2001

Respectfully Submitted,

Walter Bratic
Vice Chairman and Managing Director

inteCap, Ine.



The remaining pages of the expert report have heen redacted.
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United States of America
Federal Trade Commission

In the matter of
Schering-Plough Corporation,
Upsher-Smith Laboratories, Inc.,
and American Home Products Corporation

Docket No. 9297
Expert Report of Zola P. Horovitz

Restricted Confidentiz
Attorney’s Eyes Only



The remaining pages of the expert n::ﬁurt have been redacted.
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United States of America
Fedearal Trade Commissicn

In the marter of
~ Schermg-Plough Corporation
Upsher-Smith Laboratories, 1nc.
and American Home Products Corporation

Dacket No. 9297
Expert Repori of Kenneth W. McVey

The rate charged for review of documents and
the preparaton of this repert was Pounds Sterlmg 250.00 per
hour plus cut-of-pocket expenses.

Atlameys’ Eves Only



The remaining pages of the expert report have been redacted.
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N THAE UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

In the Matter of

Schering-Plongh Corporation,
4 eorporation,

Upsher-Smith Laboratories, Inc.

1 corporation, Dacket 9297

and

American Home Froducts Corporation,
2 corparation

""r"‘""‘-""'-""\—!"l-—"h-n'-q—ru_.-.‘,.q._,-

EXPERT REPORT OF WALTER BRATIC

Oclober 8, 2001

Respectfully Submitted,

Walter Bratie
Vice Chairman and Manawing Chrestor

inteCap. ac.



The remaining pages of the expert report have been redacted.



ATTACHMENT H




In The Matter Of:

SCHERING-PLOUGH & UPSHER-SMITH
MATTER NQ. 9910256

KENNETH MCVEY
November 10, 2001

CONFIDENTIAL

Word Index included with this Min-U-Scripte

For The Record, Inc.
Court Reporting and Liﬁgarfan Support
603 Post Office Road
Suite 309
Waldorf, MD USA 20602
(301) 870-8025 FAX (301) 870-6333

Orrveireil Fite F1EPOMOVANC 288 Papes
MireCESeripd® Fife {12427 508




The remnaining pages of the transcript have been redacted.
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In The Matter Of:

SCHERING-PLOUGH CORE & UPSHER-SMITH LABS
MATTER NO. DO9297

JOSEPH KEENAN, M.D.
Decewmber 7, 2001

For The Record, Inc.
Court Reporting and Litigation Support
603 Post Office Road
Suite 309
Waldorf, MD USA 20602
(301) 870-8025 FAX (301} 8708333

Criginagf File TI207KFEEASC, 267 Papes
Min-LRScriptp Pie (0 FR206TI050

Word Index included with this Min-U-Scripts




The temaining pages of the franserpt have been redacted.



