UNITED STATES OF AMERICA e
FEDERAL TRADE COMMISSION  _.<iilGecoizge.
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In the Matter of g S Srongre”
Schering-Plough Cerporation, )
a corporation, )
)
Upsher-8mith Laborataries, 3 Docket No. 9297
4 corporation, )
)
and )
)
American Home Products Corporation, 3
a corporation. )
)

ORDER SHORTENING TIMES FOR RESPONSES

O January 4, 2002, Complaint Counsel filed a motion for an extension of time for fling
its responses to Respondents’ metions in fimine. Complaint Counsel’s mofion represents that it
cordenred with Respondents but that they were unable to reach an agreement for an extension of
time 1o respond to the motions. Pursuant to Section 3,22(c) of the Commission’s Rules of
Practice, 16 C.F.R. § 3.22(c) and due to the approaching trial date, to the extent Respondents
intend to oppose Compiaint Counsel’s motion for an extension of time, Respondents must file
their oppositions by 1:00 p.m. on Tuesday, January 8, 2002.

On January 4, 20062, Respondent Schering-Plough Corporation (“Schering™) filed a
motion for an extension of time: for filing its motion in limine to exclude the testimony of
Banakar and Adelrnan. The Scheduling Order requires motions ir Jimine to be filed by January
3, 2002. According to the motion, Schering atternpted to file the motion on Janmary 3, 2002, but
arrived at the Office of the Searetary four minutes passed the filing deadline, Schering does not
indicate whether its motion for an extension of time is opposed by Complaint Counsel. Pursuant
to Section 3.22{c) of the Commission’s Rules of Practice, 16 C.F.R. § 3.22(c) and due ta the
approaching trial daie, io the extent Complaint Counsel intends to oppose Schering’s motion for
an extension of time, Complaint Counsel must file its opposition by 1:00 p.m. on Tuesday,
January 8, 2002,

ORDERED:
D, Michael Chappell” -

Administrative Law Judge
Date: January 4, 2002 e
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Schering-Plough Corporation,
A cotporation,

Upsher-Smith Laboratories,
a corporation,

Docket No, 9297

and

American Home Products Corporation,
a corporation.
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ORDER GRANTING MOTION OF MERCK-MEDCO MANAGED CARE
FOR EXTENSION OF TIME IN WHICH TO FILE MOTION FGR
IN CAMERA TREATMENT OF PROPOSED TRIAL EXHIBITS

On December 31, 2001, third party Merck-Medee Managed Care, LLP. (“Merck-
Medee™) filed a motion for extension of time in which to file a motion for in camera treatment o
certain docmments which Respondent Upsher-Smith Laboratories, Ine. (“Upsher-Smith™) has
listed as proposed trial exbibits. Upsher-Bmith does not oppose Merck-Medeo’s motiop foran
gxtension of time,

Merck-Medoo’s motion is heteby GRANTED. Merck-Medeo has until Janvary 11, 2002
to {ile its motion for in camera tregtment. Any opposition to Merck-Medco’s motion for in
camera restment is due on Jzaneary 18, 2002,

GRDERED: —

D. Michael Chappell
Adminjzstrative Law Judge

Date:  Janoary 4, 2002.



UNITED STATES OF AMERICA
T T
FEDERAL TRADE COMMISSION ﬁﬁﬁm“ ::amﬁ.;&:%
& ReRENTR PaC TS g
Sk 7 202
In the Matter of SECRETRES
SCHERING-PLOUGH CORPORATION, Docket No. 9297
a corporation,
UPSHER-SMITH LABORATORIES, INC.,, PUBLIC VERSTION
& coTporation,
and
AMERICAN HOME PRODUCTS
CORPORATION,
2 corporation.

COMPLAINT COUNSEL’S MOYION FOR THE ISSUANCE OF SUBFOENAS AD
TESTIFICANDUM
Pursuant to Rule 3.34(a}(2) of the Federal Trade Commission’s Rulcs of Practice,
complaint counsel move for an Order authorizing the issuance of a nine subpoenas a4
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Erch of these individuals” testimony is reasonably relevant to complaint counsel’s
prosceution of this mattor and thus satisfies the conditions wnder Rule 3.34(a){2) for the issuance
of a subpoena ad testificandum to pive testimony at an adjudicative hearing. Each of these
tndividuals was listed on Complaint Counsel’s Preliminary Witness List and is corrently on
Complaint Counscl’s Final Witness List. A brief description of cach individual’s position and

relevance to complamt counsel’s case follows.
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contracting, and cost-containment strategies, and, in particitlar, sesesereses gelection of
prescription potassium supplements for its formulary. We also expect sseservansnces g testify

about the use of potazsium chlonde in freatment.
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revrrnrnsensnnrnrarsnnersnre Ve pXPECt srevrenraess to (estify generally about seessees pmscnpﬁm
drug coverage program, contracting, and cost-containment strategres, and, in particular, sevessanse
selection of prescription potassium supplements for iis fermulary. We also expect sesssssssnsssnse

to testify about the use of potassium chloride in treatment.
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EXPECT »ewmsssvsanserense { testify penerally about the inpact that a genenc product has on a
branded product™s revenues and market share. sesessmssves ig glso expected to lestify about the

stafius of =reeerenn ANDYA for an AB-rated generic version of Schering's K-Dur 20 preduct and

ssensns plang for marketing its product.
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sessensasson oontact with Upsher-Smith Laboratorics, Inc. {‘Upsher™) mgarding Upsher’s Klor

Con 20mEq produet.
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surransaears W e_xpec[ LI TIT T Ny tmﬁfy aboit reverens Pmcﬂimg for BVH]llﬂﬁng pmdum for
licensing. In addition, =sreeresrerrenrrererenrenrees may testify sbout the negotistions between

Upsher and =sesassssvses reparding Upsher™s Nizeor-SR prodect and about the negotiations
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generally about the negotiations between o=+ and Schering-Plovgh Corporation (“Schering™)

and other phammaceutice! companies reganding sssssssssssse product and about 15sues related o

marketing sessssevenran 3y Hizrope. wrevesner jg slzo expected to testify abont the cross-licensing

agreement between Upsher ang s«seesevse= related to patents for extended-releaze niacin.

ba b Ll b L Ll L Ll Ll Ll Lyl Dl d il L)L -"VE Bxpﬂct SESEFIFSFAREFEERER tn tﬂsﬁf}[ gmﬂajl}r abgut the
negctiations betwesn swove angd Schering regarding eeseessssseess produet and about issues related
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snsesnsinners We gxpect =eevesrensaness o tostifly about the patent infringetnent suit and settlement

reached between AHP and Schering over the “743 patent.
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wreerrvereress We gxpect seevrseres to testify generally about the procedure [or evaluating liconsing

agreements at ESI and specifically sbout the m-.gntintiuns between Schenng and ESL over

buspirone and enalapril. We also expect serssseveen 1n testify about the setilement negotiations



between Schering and ESI invnlving ihe litigation over the “743 patent. In additton, we expect
snesneranner {0 tegtify penerally about the impact that a generic product has on a branded product’s
revenues and market share and specifically about EST's expectation of the imrpact that its AB-
reted generic product would have on K-Dur 20.

For the foregoing reasons, each of the mdividuals for whom complaint counsel seek a
subpoena ad testificendumn is relevant to an element in either complaint counsel’s case-in-chief or

case-im-rebuttal. Complaint cormsel thus respectfully request that its motion be granted in all

respects.

Dated: Jamuary 7, 2001

Robin L. Moore
Andrew 5. Ginsburg
Complaint Counsel



CERTIFICATE OF SERVICE

L, Andrew 5. Ginshurg, hereby certify that on January 7, 2001:

1 caused two copies of the public version of Complaint Counsel’s Motion For The
Izsnance Of Subpoeanas Ad Festfficandum to be served upon the following person by hand
delivery- '

Haon. D. Michael Chappell
Adnmonistrative Law Judye
Federal Trade Commission
Room 14 ,

800 Pennsylvama Avenue, N.W,
Washington, D.C. 205380

I caised one original and one copy of the public version of Complaint Counsed’s
Motion lfor The lssuance Of Subpoeanas Ad Festificandum to be served upon the following
person by hand detivery and one copy to be scrved by clectromic mail-

Office of the Sccrotary

Federal Trade Comrmission
Eoom H-15%

600 Pernsylvania Avenuc, N.W.
Washington, D.C. 20580

1 caused copies of the public version of Complaint Coungel’s Motion For The
Izgnance Of Subpoeanas Ad Testificandiim to be served upon the following persons by electronic

mail and Federal Express-

Laura 5. Shotes, Esg.

Ilowrey Sirmon Arnold & White
1299 Penpsylvania Avenue, N.W.
Washington, D.C. 20004-2402

Christopher M. Curran, Esqg.
White & Case LLP
601 13th Steet, NNW.

Washington, Iy C. 20003 Q‘F f-"‘

Andrew 5. Gindﬁmg
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tn the Matter of
MSC Software Corporation, Dkt, No. 8239

a corporation,

I L S )

Notice of Withdrawal of Motion of DaimlerChrysler Corporation to Limit Subpeena

Duces Terum

To: The Hongrabis 1), Michag| Chappell
Administrative Law Judge

DaimlerChrysier Corporation, through its attorneys, withdraws its Motion to Limit
Subpeena Duces Tecum, filed on Decembsr 12, 2001, based on the agreement of its
attorneys and Complaint Counsel.

Respectfully submitted,

- -7
} L. / -‘:_-.:-"' f’
b Lo cfzfe.a'f--f%/f’” :

i
Allan M. Huss, Sanior Staff Counsal
CaimlerChrysler Corporation
1000 Chrysler Drive, CIMS 485-13-65
Auburn Hills, Michigan 48326-276E
{248)-512-4126
Fax: (248)-512-4202

Dated: January 7, 2002
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In the Matter of

MSC.SOFTWARE CORPORATION, Docket No. 9299

i corporation.
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SUPPLEMENT TO COMPLAINT COUNSEL’S
MOTION TO COMPEL COMPLIANCE WITH
SUBPOENAS AD TESTIFICANDUM AND DUCES TECUM

There is added reason for this Court to enter an order competling Respendent’s current
and former emi:ﬂ:::—yms to appear for depositions as originally scheduted. - On Saturday, Yanvary 3,
2002, by a telephone message frem its counsel, Respoadent canceled three of Complaint
Counsel’s scheduled depesitions set for Tuesday, Wednesday, and Thursday, January 8, 9, and
10, 2002. (Ex.A, Declaration of P, Abbott McC:r.rincy}. The cancellations were confirmed by
letter from Respondent’s counse! today, Japuary 7. (Bx. B, Letter of Marimichael O. Skubel),
The scheduled depositions involve bwo cumrent employees of Respondent, Messrs. Todd Brown
and Roburt Loowers, and one former employee, Mr. Thomas Cumy, The canceilation followed
Complaint Counscl’s January 2 deposition of David Beer, another current employee of
Respondent. |

Respondent’s cancellation of these three depositions overums its prior commitment to
this Court that it would proceed with these and other scheduled depositions. The cancetlation is
added reason why Coniplaint Counsel’s December 17, 2001, motion is not moot and why the

Caurt should enter an order compelling these and the remaining scheduled witnesses to appear

for their depositions as agreed by Respondent.



Respondent’s stated explanation for its decision to withdraw the witnesses was its
claimed n=ed for more time te “process™ recently produeced materi;ﬂs. Its purported ressons are
unrclated to any emergency or I.II.-'lfﬂl'CStﬂn scheduling conflice raised by any of the subpeenaed
witnesses, Respondent’s justification is not acceptable. The Commission’s own rules state that
discovery by both sides should proceed simultanesusly.! Respoadent is attempting to unilaterally
delay the triz) date by delaying the depositions of 1ts current and former employees and by failing
to preduce decurnents in response to Complaint Counsel’s document request.

Respondent has had over forty days to prcpam for these depositions. Throughout,
Respormdent has had access to its current and former employecs and to its own documents.
Additiorally, Compliant Counsel turned over t0 Respondent on December 11, 2001, most of the
third-party materials received in response to Comnmission investigative subpoenas and remaining
materials on December 21, 2001, On Fanuary 2, 2002, Complaint Counsel supplied verbatim
statements of witnesses identified on Complaint Counsel’s December 17, 2001, preliminary
witness list. Complaint Counsel has also promptly tammed over to Respendent documents
| produced by the Lockheed Martin Corporation and the Boeing Company in r&spnnsc. to
subpoenas duces fecum issued on behalf of Complaint Counsel to those firms.

In today’s letter, Respondent’s counsel accuses Complaint Counsel of “sandbag[ging]
our witnesses™ by using recently-received third party documents to examine MSC’s employee

Mr. Beer at his deposition on Thursday last week. In fact, however, the only documents used in

Tax
The parties shall, to the greatest cxtent practicable, conduct discovery simultaneausly;
the fact that a party is conducting discovery shail not operate to delay any other party's
discovery,” 16 CFR, § 3,71,

2



the examinaticn of Mr. Beer were MSC customer contracts or other docnments prepared by Mr.
Beer himseil or by others at MSC and with which Mr. Beer was familiar in his capacity as a sales
representative for MSC, Though the documents came from the files of MSC customers, and not
MSC itself, fhere was absolitely no impropriety in using them in the deposition. In fact,
Complaint Counsel would have preferred to examine Mr. Beer using copies of the same
docurments from MSC’s files, but was unable to do so becanse they have never been produced to
Complaiat Counsel by MSC, either in the investigative stape of the case or in response to the
docoment request that has been outstanding since before Thanksgiving.?

Complaint Conasel request that the Court grant our Motion to Compel Compliance with
these Subpocnas Ad Testificandum and Duces Tecum for the reasons set fosth above and in

Complaint Counsel’s December 17, 200H, Response to Respondent MSC Software Corp.’s

1t is still the ease, as recited in Complaint Counsel’s pending Motian to Compel
Compliance with the document request, that not a single respensive decument has yet been
preduced by MSC in response 1o the documest request.

3.



Motion to Quash Subpoenas Ad Testificandum and Complaint Counsel’s Motion to Compel

Compliance with Subpoenas Ad Testificandum and Duces Tecum.

Respectlfully Submisted,

PW%@MW .

P. Akbott McCartney
Pepey D, Bayer

Kent E. Cox

Karen A. Mills

Patrick 1. Roach

Counsel Supporiing the Complaint
Burean of Competition
Federal Trade Commission
Washington, D.C, 20580
(202) 326-2685

Facsimile (202) 326-3496



UNTTED STATES OF AMERICA
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)
In the Matier of )
)
MSC.SOFTWARE CORPORATION, } Docket No, 929%
a corporailon, }
)
ECTAR OF P. ABBOTT Me d

I, P. Abbott MeCartney, make the folfowing slateinent:

1. I am an aitorney for the Federu) Trade Commission. I serve as Complaint Counsed
in MSC.Sofiware Corporation, Docket No, 9296,

2. On Janvary 3, 2002, I picked my phone mail messages. There was a message
(rain counsel for Respondent, Marimichael O. Skubel, left at 1:00 p.m._ on January 5, 2002,
cancelling Complaint Counsel’s depositions of Messrs. Curry, Brown, and Louwers, scheduled

for Jannary 8, 9, and 10, 2002, respectively.

3. In her message, Ms. Skubel stated “we are going to have to cageel Curry,
Louwcers, and Brown far next week' and said that the reason for Lhe cancellations was counsel’s
need, before they prepare fhe witnesses for their depositions, te process decuments and
statements that were provided by Complaint Counsel in discovery ,

4. At zhout 4:43 p.m. on January 5, 2002, T left 3 message with connsel for
Respondent, Marimichael O. Skubel, that we expect the three witnesses to appear at the
scheduled times and dates for their depositions.

5.  OnMonday, Fanuary 7, 2002, T received by fax a letter from Ms, Skubcl
confirming the czncellation of these depositions.

Executed on Tatuary 7, 2002 '
Pttt (.

P. Abboit MceCartney




Exhibit B



KIRKLAND & ELLIS
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BES Fifisenth Slhanl, MW,
Waidkington, DB, 2odo%

207 ATR-EO08 Faz=inile:
Mermictrael 2 Rkubal 07 BTS5200
Te Call Wikar Directhy:
(207} BTR503%
armichne_skypbhal@de kitkland.com:

Taguary 7, 2002
Viz Facsimile

P. Abbatt McCartney, Esqg.
TFederzl Trade Commission
Bureau of Competiiion

601 Permsyivania Avenue, N.W.
Washingron, DC 20580

Subject; MSEC, Seftware Inc,, Docket Mo, 5298
Dear Abbott:

This letter memortalizes the messaye I 1eft on your voice mail that Messrs, Curry, Brown,
and Louwers will not be avaiiable for deposhions this week. Aa my voice majl of Junuary 5,
2002_ stated, it 1s not fair 1o hold thess depositions at this time, As was evident in Mr. Beer's
depesition ou Japuary 3, Complaint Covnsel is it posssstion of a afgnificant pumber of third-
party documents that wers provided to MEC ouly days ago.

We belicve it was improper for Complaint Counss] to teview these documenis and use
them to examine Mr. Beer witheut affording MSC thtoely access to these documents, In
additinn, the third-party verbatim staternents, Iong withheld 5y Commplaint Counsel, are critical o
the preparation of MSC’s defense, Complaint Counsel eannot continue to sandhag our witnegses
m thiz moymer. Indeed, Complaint Coungsl's conduct Wecomes even more sgregious in Light of
its failure to respond adequately to MSC's interrogatories. Betauss Complaint Counsal has
chosen to hide the bafl rather than provide the miormation it claims supports ils case, MS{Cg
ability to prepare for these depositions bas hesn severely hanipered.

We will review the substantial vohme of docoments that have just been produced and the
twehty vetbatim transeripts and declarations Complaint Counse]l has withbeld until last weck,
and wr will preparc MSC's withcsses accordingly, consistent with our obligations under the
Protective Order. '

Because Comnplzint Counsel hizs had the oppertunity to seck depesition testimoty during
the irvestigation stage, there is no prejudice to a ghort delay. On the other hand, holding the

Chisago Lorgion Loz Angelos Naw Yark



KIRKLAND & ELLIS

B. Abbott MeCarmey, Bsq.
January 7, 2002
Page 2

it i \ i time to prepare, would be highly
Jenositions this week, without affording MSC adeguate ig
pl’cfjudiﬂial. 1o MSC. We are, of course, willing to werk with yeu to reschedule these depositions
and will contaet you this week to discuss logistics.
Respectfizily,
I
I
L

Marimichael O, Skubel

L)



CERTIFICATE OF SERVICE

This is to certify that on January 7, 2002, I caused a eopy of the Supplement to Complaint
Counsel’s Motion to Campel Compliance With Subpoenas Ad Testificandinn and Duces Tecum
ter be served by hand upen the following persons:

The Honorable D. Michael Chappeil
Federal Trade Commiission

600 Pennsyivania Avenue, NJW.
Washington, D.C. 20580

Marimichael O, Skubel, Esquire
KIRKLAND & ELLIS

655 Fifteenth Street, N.W.
Washington, D.C. 20005

(202) 879-5034

Fax (202) 879-5200

Connsel for MSC. Software Corporation

D B, Wbt

1. Dennis Harcketts
Bureat of Competition
Federzl Trade Commission
Washington, D.C. 20580
(202) 326-27%3

Facsimile {202) 326-3496
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In the Matter of -SECRETRE
Schering-Fiough Corporation,
3 coTparation,
1¥psher-Smith Laboratories, Dockel No. 9297
2 corporation,
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American Home Products Corporation,
A corporation.
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RESPONDENT SCHERING-PLOUGH CORTORATION'S
RESPONSE TO COMPLAINT COINSEL’S
MOTION FOR EXTENSION TO RESPOND TO MOTIONS IN LIMINE
Respondent Schering-Plough Corporation (“Schering™) rcspectfuﬂy submits this

memorandumm in response to complaint counsel’s motion to extend its time fo respond to

respondents’ motions in limine unil January 14, 2002,

1. The Third Revised Schéduﬁng Order provides that responses to motions in
limine arg due on January 10, 2002,

2. On Jaomary 3, complaint counsel asked if respondents ﬁ'_:}uld agree to
support & four-day extension of the timc to rcspond to motions in Amine, so that

responses will be due on Janwary 14.

3. Ordinarily, Schering would consent {o a.fnm-day extension such as that
requested by complaint counsel. The parties have worked together to accommodate
similar requests for briel extensions throughout this proceeding whenever possible.

However, Schering is very concerned that an extension for cornplamt counset’s responses



to all of respondents’ motions ir limine woutd unduly shorten the pesiod in which the

Cort may .consider the moticns, gven the proximity of the final prehearing conference

. znd the hearing 1tself.

4. The majonty of respondents’ motions in Hmine relate to evidence that
complaimt counsel iptends to present in ils case in. chief. For example, two of
respondents® motions seck to exclude or limit the testimony of complaint comnsel’s expert
witnesses Dr. Nelson L. Levy and Dr, Timethy Bresnghan. Aaother of respondents®
moticns ..seeks io lirmit complaint comsel’s use of investigalive hearing and deposition
festimmony at the hearing. The resolution of these motions will affect the evidence that the
present will present at the hearing. Schering respectfully submits that thl;-; Court will at
least be inconvenienced, and may not have sufficient time t-c-.t consider these motions jn

fimine before the hearing, if complaint counsels® responses are not filed by Fanuary 19,

5. The motions in Fimine relating to complaint counsel’s rebuftal experts,
Drs. Pitt, Bazerman, Bapakar and Adehman could conceivably be resolved afler the
hearing has begun, Thus, Schering agrees with respondent Upsher-Smith's suggestion
that compiaint counsel's ttme to respoﬁd to those three motions in fimine could be
extended until Janunary £4, 2002, without prejudice to the parties or undue inconvenience

to the Court.



CERTIFICATE OF SERVICE

I hersby certify that thos 7th day of January 2002, I caused an original, ene paper
copy and an ¢lectronic copy of Respondent Schering-Plough Corporation’s Response to
Complaint Counsel’s Motion for Extension to Respond To Moticns in Limine to be fled

with the Secretary of the Commission, and that two paper copies were scrved by hand

upon:

Honorable 13, Michael Chappeil
Adminigtrative Law Judge
Federal Trade Commission
Room 104

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

and one paper copy was band detiversd upon:

Pavid Pender

Assistant Director, Burean of Competition
Federal Trade Comumission

Room 8-3115

601 Pennsylvamia Averme, N.W,
Washington, D.C. 20580

karen Bokat

Federal Trade Cornmnission
Room 3410

601 Fennsylvaniz Ave, N.W,
Waghington, D.C. 20580

Christopher Cutran
White & Casc LLP
601 13th St., N.W.
Washington, D.C. 20005

@Mz’.g@-

_Diane E. Bieri
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In the Matter of

Schering-Plough Corporation,
a eotporation,

Upsher-Smith Laboratories,
a corporation,

Dacket No., 9247

PURLIC VERSION
and

American Home Prodncts Corporation,
2 corpoeratjorn.

RESPONDENTS® JOINT MOTION TO EXCLUDE THE

EXPERT TESTIMONY OF DR. NELSON L., LEVY

Rm‘pund;nts Schering-Plough Corporation {“Schering™ and Upsher-Smith
Laboratories, Ine. (“Upsher-Smith™) respectfiliy submit this molion Lo exelude the expert
testimony of Nelson L. Levy. Complamt counsel offers Dr. Levy as a proposed expert
wilness in suppori of complaint counsel's allegation that the license payments from
Schering to Upsher-Smith for Niacor-SR. znd other pharmaceutical producis were in facy
disguised payments to keep Upgher-Smith from entering the market with a generic
version of Schcriﬂg’é K-Dur.

Dr. Levy's experience does not qualify him to give the testimony complaint
counsel has reqﬁested, however. Dr. Levy is not a cardielogist and is plainly not
knowledgeabie about chﬂlesterﬁl;redncing drugs. He has little or no experience in
marketing and no experience in the valuation of pharmacm:ﬁcai prodizets. He has meager
experience in in-licensing pharmaceutical producis at large companies (since 1983 he has
worked at only cne for fourteen months in the early 1990s), he has no regulatory

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



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

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

opition int this regard must be exciudad.

For these reasons, a5 sct forth in the accompanying joint memerandum,

Respondents mapectﬁ.tﬂ},r request that the Court grant this motion, and exclude the

testimony of Dr. Levy.

Dated: Taguary 3, 2002

Respectfully submitted,

Johh 'W. Nields, Ir.

Marc G. Schildkraut

Laura S. Shores

Charles A. Loughlin
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1299 Peansylvania Ave., N.W.

Washmgton, DLC. 20004

{202) 783-0800
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Rejeev K. Malik
60] Thirteeath Street, N'W.
Washington, D.C. 20005-3807 -
Telephone: (202) 626-3600
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MEMORANDUM IN SUPPORT OF RESPONDENTS’ MOTION
TO EXCLUDE THE EXPERT TESTIMONY OF DR, NELSON L. LEVY

Respoudents Schering-Plough Carporation (“Schering™) and Upsher-Smith
Lahoratories (“Upsher-Suith™) submit this memorandum in support of their motion fo

exclude the expert testimony of Nelson £. Levy.

L INTRODUCTION
Complaint counsel contends that the $60 miflion (made in three payments over

two years) Schn:ﬁn;g paid Upsher-Smith for the license rights to market Niacor-SR, a

sustained-release niacin product fo treat elevated cholesterol, and t]:rce other

| pharmaceutical products in Europe cannot reasonably be cﬂnside]'_éd to have been g
hccnsmg fes Complaint counsel contends that the payments were instead disguiszed
payments to Upsher-Smith {o refrain from entering the market with its generic version of
Schering’s K-Dur.

_ Compiaint counsel has no direef evidence to support this clamm. The Niacor-SR
product WEE evaluated in writing by a uniquely well-credentialed official at Schering—an



uiﬁcial who knew nothing about the patent case or iis settfement. Aad every witness who |
knew about the livense has lestified that if was a bona fide transacfion. Schﬁﬁn,g witl call
these witnesses live at trial.

Calﬁpiaint counse plans to prove its contention through the opinion testimony of
an expert witness, Dr. Nelson Eevy. Dr. Levy will testify that in his opinion, and

contrary to the testimany of every fact witness in the case, that: [

]

As set .fﬂl'th more fully below, Dr. Levy’s experience does noi qualify him to give
expert testimony on these subjecis. Dr. Levy is medically trained and spent three years in
the Research and Development department of Abbott Lahoratories—a large
pharmaceutical manufacturer—in the early 1980s. However, Dr. Levy isnot a
cardiologist and is plamly nof knowledpgeable sbout cholesterol-reducing drugs. He has
little or no experience in marketing, é:':d virtually none in the vzluation of pharmaceutical
pmdl:mts. He has meager experience in in-licensing phammaceutical products at large
cottipanies (i the seventesn years since 1983 he has worked at only one such company
for fourteen months in the early 1990s), he has no regulatory expertise, and ne expesience
in marketing drugs overseas,

Dr. Levy betrayed his lack of czpsﬁmca related to {:hu]astlcml—raducing dnegs in
his deposition. He testified that {

1 FDA and all experts i the field,
i]llulﬁdiug corplaint cotmsel’s rebuttal expert, Dr. Piti, agree that the relevant benchmark

is 3 times ULN. As a result, Dr. Levy dyew wild conclusions about [

}. Further, Dr. Levy thought that [
- -



] And he believed |

]. Biopsies involve inserting a large needle thiough the skin and flesh into the
liver and extracting a plug of the Liver itseif. Not surprisingly, D, Levy’s astonishing
testimony on this subject diew no agreement from complaint counsel's other expert.- See
Pitt Dep. {attached as Exhibit 1 to Memorandum in Support of Respondents® Motion te
Lirnit the Rebuttal Testimony 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 FDA approval process, he has nothing to
. offer in the way of expertise on the prospects for FD'A approval. And because ke has no
experience in marketing or in-Heensing drugs for sale ontside North America, he 1s
vmiquely 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 cccurred almost twenty years ago, does not begin o gualify him fo testify
to what due difigence “standards™ exist in the industry today.
Finally, Dr. Levy’s apinion that [ J
] is squarely at odds with the
SWom testimony ufﬂm witnesses invﬂl'l;red in the transaction. His.(rpininn thus rests
heavily on his conclusion that these witnesses, none of whom he has ever iaid eves on,
are not telling the fruth. (Deposition of Nelson Levy (“Levy Dep.”at ) {aftached as
Exhibit 1 hereto) (| |
1. And, believing that his experience qualifies

him to apine on Schering’s mobvahons, he also intends to opine that |



J. See LevyDep.at{ (I

. Under
disposilive casc law, an cxpert witness may ot opine on the credibility of fact witnesses

of on a party’s intent, and Dr. Levy's opinions in this regard are inadmissibie.

‘W DISCUSSION
A Principlcs Governing the Qualifications of Experts

1. The Expert’s Area of Expertise Mast Match the Subjert
Matter of His Testimony

Courts have “broad diserstion” to exchude expert testimony, Jn re Natural
{Organics, Ir:c.,. 2001 FT'C Lexis 25 *G (Feb. 26, 2001). A purported expert witness must
have cxpertise on each of the particular matters upon ;whir:h he intends fo render an
opinton: ' .

Even where o witness has special knowledge or experience, gualification
{0 testify as an exper aiso regquires that the grea of the witness's
competence mustches the subject matter of the witness's festimony. Thus,
the courts have frequently precluded a withess from testifying as an expert
where the witnees has specialized knowledge on one subject but offers to
testify on a different subject. .

29 C. Wright & V. Gold, Federal Practice & Procedure, § 6265 a1 255-56 (1997)
(emphasis added). See afso Kumho Tire Co. v. Carmichael, 526 U.S. 137, 157 (19%9)
("The trial court -hﬂd to decide whather this particular expert had sufficient specialized
knowledge to assist the jurors “in deciding the particular issues in the case.™). When an
expert lacks the reqnisite credentials, it is not simply a matter of according less weight fo
his testimony—the ﬁmpcr remedy is to exclude the testithany. See In re Air Crash
Disaster at New Orieans, 795 F.2d 1230, 1233 (5% Cir. 1986) ("{W]e recognize the

temptation to answer objections to receipt of expert testimony with the shorthand remark



that the jury will “give it the wdgﬁt it descrves.’. . . . [but] [{]rial judges must be sensitive
to the qualifications of persons claiming to be expn:rts ). _

- The law is alsu clear that the testimony of an expert whn is not experienced in the
specific ﬁaicl at issue, bui is instead experienced in a more generalized fietd, orina
related one, should be excluded for lack of the requisite qua]jﬂr.;.aﬂuns. See Coul
Resources, Inc. v. Guif & Western Indus., Inc., 954 F.2d 1263, 1268 (6™ Cir. 1992) (CEO
of coal company wilh expertise on development of mining rights nut qualified as expert
oL COsis and spproprialencss of coal preparation plants); United States v. Chang, 207
E.3d 1169, 1173 (9" Cit. 2000) (expert in intemationa! finance cannot opine whether
international securities were (;onn’terfﬂit); MeDonald v. Federal Labs, Inr., 724 F.2d 243,
248 (1" Cir. 1984) (expert on chemistry of race cannot npfne on mace canister design);
Hiison v. Wonds, 163 F.3d 5335, 937 (Sth Cir. 1999) (expert with 25 years” experience
consutting on fire reconstruetion and teaching mer_:hmical and industrial_ engineering
cannot opine on auto accident reconstruction where he never taight, conducted sindies or
published in that field); Barres v. Atfantic Richfield Ce., 95 F.3d 375, 382 (53" Cir.
1996)(expert on animal studies not quatified to testify on correlation between animal
.resu'lts and human r&sultzﬂ.l Courts particularly adhere to this rule fo exciude medical
experts where they attempt o provide an expert opinion Iheycnd their particular fields of
- medicine in which they possess expertise. Sze Edmonds v. fihinois Cenirc.zf Guif R. Co.,

: Sez afva United States v. Kladouris, 964 T.2d 658, 669 (7° Cir. 1992} (witness with
general knowledge of hydrocarbons not qualified as an expert on chemistry of fire cansation);
Firemen s Fund Ing, Co. v. Videfreeze Corp., 540 F.2d 1171, 1180 (34 Cir. 1976) (genlogist not
an expert-on seismotomy): Jones v. Lincoln Elee. Co_, 188 F.Ad 709, 724 (7* Cir. 1999) (abuse of
discretion not to exclude metaliurgist from testifying on health effects of manganese); Ciy of
Hobbs v. Hurtford Fire Ins. Co,, 162 F.3d 576, 587 (10™ Cir. 1998) (expert with 30 years
experience In handling and adjusting third-party claims not qualified to opine on first-party
clams); McCullock v. H.B. Fuller Co., 981 F.24 656, 657 (2d Cir, 1992¥etectrical and industrial
engineer not qualified to opine on adequacy of warning label).
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- 10 ¥ 2d 1284, 1287 (3" Cir, 1990) (clinical psychologist not qualified as expert on
whether stress worsened coronary disease).’ |

Thrs rule has also been specifically applied to experts who wish to qpine On izstes
of valuatim;z. Courts reguiarly exchide purported experts who have merely demonstrated
some gelictal experience or expertise, but who lack the specific expertise necessary to
perform the valuation of the asset in question. See Suitum v. Tahoe Regional Plarming
Agency, 80 F.3d 359, 361 {o* Cir. 1996) {vacated on other gtﬁunds} (excluding expert on
development ights fransfers as not qua]iﬁead'to opine on market valuation of
developtnent nghts.

Further, it is wetl established that where geographic distinctions matter, even a
witness with preat expenience jn one geographic area is not qualified to render expert
opinicns on other regions, See Taylor v. Guachita Parish School Bd., 648 T.2d 959, 970
(52 Cir. 1981) (affirming exclusion of “able sociclogist with 2 fine academic record” who
had studied segregation in 16 cities but not the city at issue),” Thus, an expert on the
valne of real estate in California would not be gualified to opine on the vaine of a picce of
- meal estate in Massachusetts.

Finatly, supervision of others while in an executive position at a company does
not itself qualify a person as an expert on the rnatter supervited. See Coal Resaurces,

Tac. 954 F.23 at 1268 (rejecting plaintiff's asserfion {hat CEQ’s approval and review of
all coal prcpara.tiuq plant construction and modification during his temure gualified him as
expert on the costs and appropriateness of such plans; holding “review of plans and

* See afso Watkins v, Schriver, 52 E.34 769, 771 (8 Cir. 1995) (neuralogizt not qualifiad
t¢ opihe oh accident reconstroction in case involving paralyzing neck injury); Gezes v. Daited
States, 707-F.2d 1141, 1145 {10™ Cir. 1983} (professor of immnnolegy not qualified to review
particular patient's medical records). '

* Sea afso United States v. Hirschberg, 988 F.2d 1509, 1514 (7* Cir, 1993) (“knowledge of
police practices in Chicago does not qualify Iilineis police deteetive as expert on practices in
Miami"); Kack v. Gorilla, 552 F.2d4 1170, 1173 (6 Cir. 1977) (expent on medical standards in
Duiuth cammot testify on standards in conmmunity located 100 miles away).

-G -



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

2. - Au Fxpert May Not Testify on the Credibility or Motivation of

Witnesses

Ii is fmdamental that assessments of credibility belong to the trier of fact, and are
not a proper subject for expert testimony. See Wright & Gold, § 6262 at 178 (Rule 702
“seeks to preserve the trier of fact’s traditionat powers to decide the meanmy of evidence
and the credibility of witnesses™). See, e.g., United States v. Awkard, 597 F.2d 667, 671
(9" Cir. 1979) (exror to atlow expert 1o testify on witness' ability to recall incident;
“opinion téstim-:rnjr on credibility is limited to cf:amcter; all other opinions en eredibility
ate for the jurors themselves o form™); United States v. Benson, 941 F.2d 598, 604 (7%
Cir. 1991) {“ercdibility is not a proper sﬁbjmt for exprert testimony™).

It is equally improper for an expert o testify about a party’s intent or motivation.
Seze, e.g., Aerotech Resources, Inc. v, Dodson Aviation, Inc., 2001 T1.8, Dist. LEXIE
5646, *6-*7 {D. Ean. Apr. 4, 2001} (improper for expert to testify sbout intended effcot
of agteement, as that was province of factfinder); In re Diet Drugs Products Liability
E&igﬂiﬁm, 2001 ULS, Dist. LEX1S 1174, *7 (E.D, Pa. 2001) (Yany profiersd expert
{estitiony concerning the intent of AHP or any other entity (such as the FDA) shall be
_extinded on the basis that the qu-:ﬁﬁon of intent is to be determined by the jury, not
gxperts™).

B, Dr, L.e‘i"_v is Not Qualified to Render an Opinion on Whether the
Rights to Market Niacor-SR Qutside North America Werc Worth $60

Mitlion |

1. Factnal Backgronnd

4. Tke licensed product. Niacor-SR, a sustained release niacin
formulation being developed by Upsher-Smith was the prineipal product involved in the

ticensing transaction at issue. Niacin (vitamin B-3}) is a well-known compound, which

- 7.



Dir. Levy admits | 1. (Repori of Nelsan
Levy (“Levy Rep.™), attached hereto as Exhibit 2, at[  ]). Well before 1997, niacin was
recognized (as it is now) as a good complement te statins (such as Mevacor and now
Lipitor) faf use in combination fherapy in the management of cholesterol and lipid levels.
However, as of 1997, the nse of niacin was limited because the then-availabie immediate-
release niacin products frequently produced unpleasant side effects. Niacor-SR,’
however, utilized a novel sustained-release technology, which, by introducing mzcin into
1 patient’s system more, gzja@ual_l},r,_afﬁ:rﬂdﬁhe promise of fewer side effects. Because
Upsher-Smith planned to market Niacor-SR in North America on its own, Schering and
Upsher-Smith negotiated a Hmﬁe giﬁng Schering the rights to market Niscor-SR
outside North America. Thus, the principal targets for Schering were Europe and Asia’s
mmlti-billion doﬁar markets for cholesterol-lowering drugs.

Shertly before negotrating with Upsher-Smith for the rights to market Niacor-SK
outside North America, Schering had negotiated with a company called Kos
Phatraceuticals, Inc. {(“Kos™), for the rights to co-market its sustained-release miscin
product, known as Niaspan. Schering did detailed sales projections for Niaspan in the
TUnited States, and concluded that its sales would exceed $100 million per year and that
the pn:-ﬁt;,a had a nct present value of over $25¢ millien. Market anatysts predic-téd even
greater salcs for Niaspan of over $25( million per year, and Kos (then a one-product
company) ratsed $60 million from the publié in ap initial public effering in excimngn for”
less than 30 percent of Kos® stock. Partly because of the fact that Kos® expectations for”.
Niaspan exceeded Schering'’s, no tr_a.usactinn with Kos was ever consummaicd.

When the opportunity arosk to acquire the rights to market Niacor-SR outside
Narth America in June 1997, Schering once again prepared sales and profit projections.
The Schering official who perfirmed these projections, James Audibert, was uniguely
quatified to do so. He is scienlifically (rained and had spent several yoears in Research

and Develapment inside a pharmaceutical company. He was exiracordinarily
. s,



knuwledgcai::!e about cholesterol-reducing drugs, having made them a special focus of his
study and work during the previous six months. He had cxﬁsive experience in
sustained-release technology and in bringing sustaincd-release formutations of old drugs
tu-.maIkEL .He: was in 1997 a member of Schering’s Glebal Marketing division, and had
_experience m markets outside the United States.

Mr. Audibert reviewed the results of the Nizcor-SR clinica! trials provided by
Upsher-Smith. He prajected annual sales for Nizcor-SR of over $100 million aficr its
third year on the market—sales which would yield a profit to ._Sche:ing with a net presenl
value of $225-265 million.

b. Dr. Levy’s apinion. Dr. Levy does not question that in 1997

Schering had the experience and acwipen o evaluate and market a drug such as Niacor-

SR on a successful basis. But he nonetheiess renders the opinions that [

]- Based on these opinions Dr. Levy cavatieriy conciudes that

the payments for the license reflect [
). (4 ).
c Dr, Levy's Credentisls. After cornpleting his medical

education in the 1967 and obtaining a Ph.D. in immunofogy 1373, r. Levy spent eight
. years #t Duke University doing academic research and teaching bn cancer immunology,
neurelogy, muttiple sclerosis and brain control of the immune system. ( ). He
dogs not répcrrt having done any rasr;amh int the field of c::ardiula'gy. He is board certified
in allergy and immmelogy, He is not bqa:rd certified in cardiology.

Starting in 1981, he spent three years at a pharmaceutical company, Abbott
Laboratories, overseeing drug research on HIV, infections, hypertension and prostatic

hypertrophy. {/d.}). During the course of his deposition he could not dentify any
-9 .



instance in which he oversaw ar did any research on any nigcin prodocts, any of the
statins, or any lﬁlﬂlﬂl‘ cholesterol reducing agent. See generﬁﬂy Levy Dep.

For nearly all of the 17 years since he left Abbott, Dr, Levy has worked out of his
home, mnnmg a allﬁnnsulting firm with twu other professionals advising start-up
| companies and investors, quite unlike Schering, principaily on product development.

(#d.; Levy Dep. 99). In response to questions regarding his qualifications and experience,
the one product that he proffered as an example of a product that CoreTechs, his
sonsulting operation, was working anwasa |

| (LevyDep.[ . 11

Finally, mere than seven years ago Dr. Levy briefly headed the U.S. operations of
g Japanese phm:ﬁmceutical company, Fujiéawa, with no claim that any of the drugs with
* which he dealt freated cholestero! or were similar to Niacor-SR in térms of pharmacolagy
or market prospects. (Levy Rpt. 1). [ |

]. Levy has not been empleyed by 4
_ pha:maccutinal company it any capacity since 1993, (/. at[ ).

Unlike Mr. Audibert, Dr. Levy has no expertise in cholesterol-reducing drugs, no
eﬁpcrﬁ’sc in sustain;d-rclaam technology, no marketing or valuation expenence, and
absuluiaij_,f no expensnce marketing or.li::cnsin.g drugs cutside North Amernca. Given his
credentials, it is surprising that Dr, Levy belicves he is éuaiiﬁed to second-guess M,
Andibert’s evaluation of Niacor-SR, and astonishing that. he purports fo render an opinion
that { ‘. |

2. Dr. LevyIs Not An Expert On Valuing A Licease For The Sale
Of Pharmacenticals Anywhere — Let Alone In European
Market '

A Dr. Levy is Not Qﬁaﬁﬁed ta Valoe the Niacor-SR
License

- 0 -



Dir. Eevy has no experience, education or training that qualifies him to appraise
the value of the Niacor-SR license. First, Nr. Levy's educational md teaching
-backgmund through 1981 does nat gnalify him to evalizate the vaive of a pharmacentical
products limm He never attended hukiness schonol, he has r]qt writter: any articles on
the topic of valuation of pharmaéel,ltical licenses, and he never took or tanght any courses

on the subject. Moreover, Dr. Levy himself admits that when he left academia:

(I..E'-"_‘,‘]jﬂp, [ 1. Thus, ay claim to expertise neceas:arily_dep;nds on his subhsequent
work experience. And little or none of il involves marketing or valuation of
pharmaceuticals.

Dr. Levy’s brief tenure at two pharmaceuatical corporations many years ago,
where he supervised research in therapeu!:lc areas unrelated io cardiology and cholesterol
and presided briefly over the Amr:ﬁcan subsidisry of a Japénﬂser company, does not
provide hum with the relevant expertise. His experience ﬂﬁ;mEEiug.R&D at Abbott is
inapposite — experience in scientific rescarch does not make one an expert in other
aspects of the business, such as valuation and marketmg See, ez, Chang, 207 E3d at
1173 (internationa) finance expert i‘.:an_:mt opine on whether international securities were
counterfert). Likewise, Dr. Levy’'s 1ll-starred 14 months at Fajisawa, where he mercly
gupcrvised others, docs not qualify him as an expert. See, e.zg.., Coal Rﬁsaurce.s, 054 F.2¢
at 1268 (CEQ’s n{;tcrsig}ﬁ of coal plant ¢onstruchon did not ::;uza'di‘r";.nur him as an expert on
construction budgets and plans prepared by othexrs). '

j)r, Levy's own description of his work history canfmns that he iz nnqualified o
o_pine regarding pharmaceutical license vgluatiuns generaliy:

. He admits that |

- 11 =



He admits that [

He admits that [

He admits that [

I-

- His CV indicates that he has in-licensed only two major drugs in his
lifetime (#4. 81) and, although in his deposition he elaimed [
}s he admits |
1.

For these reasons alone his opinions on the valugtion of Niacor-SR do not meet the

requirements of Daubert and Kumho and Rule 3.43(h).

b. Dr. L-B"r’j’ Lacks Expericace in Cholesterol-Reducing
Drugs

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

the very heart of Niacor-SR 'z technology:

Q1
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(Levy Dep. [ 1 (emphasis added)). 'He could not [

1.
Th':. only knowledge D, Levy may possess regarding cholesterol is hased on |
1. (id). This knowledge is plainiy outdated and an
insnflictent a basis for an expert upininn.ﬂn_new drugs or the curment regulatory
envircnment and market conditions. See Posgdo v. Derers, 5 F.3d 119, 124 {5“‘ Cir.
1993} (excluding expert who had not worked in Televant field in almost 20 years and had
not taloen aﬁ}r refiesher courses). For example, during the course of his deposition he
[

1.! Obviously, a new drug’s prospects for FDA approval depend on the

current state of the art. (fd.). Dr. Levy’s research after mecheal schood [

) I). He slso has no professional experience
with [ '
| (4§ -
c. Dr, Levy is Net Qualified fo Opine oo Enropean Market
Potential

Dr. Levy also has no expertise in marketing or licensing dmgs outside North
America. The prospects for draps differ among various geographical markets due to
differences in drug pricing, regulatory strustures, preseribing patterns, sod insurance

coverage, among others factors. Dr. Levy [ : 1.5

) [

].
3 Indeed, eme of Dr. Levy"s criticisms is that [

|- (LevyRep.at[ ]).
-13 -



This is striking because not only is Dr. Levy’s general experience with valuing
pharmacecutical drugs marginal at best, but by his own admission he has |
1. In his deposition he admitted that:

In [act, it is apparent from these admissions that Dr. Levy's knowledge regarding
niacin in Em;np-: and European markets and liﬁansing gencrally is based on wh:at he has
learned from rezding depositions in this case. Knowledge gained through work as a
witness, however, does not count toward an expert’s credentials. "29 Wright & Gold, §
6265 st 248. Indeed, courts rontinely exclude expert testimony where the experl is
merely interpreting the deposition testmony of the witnesses. For example, one court
excluded an expert who 1.‘E.]itﬂ. “almost exclusively on his interpretation of depositian
testimony” to reach his mnﬂlusim::_s hecause in so doing the witness “does not serve as an

expert, but seeks to supplant the role of counsel in making argument at the trial and the
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role of the jury interpreting the evidence,” Primavera Familienstifung v. Askin, 130
F.Supp. 24 450, 528 (S.D.N.Y. 2001). |
In sum, 1. Levy simply lacks the expertise to evaluate cholesterol-reducing
drirgs or to value any drug for marketing either here or in Europe. He plainly lacks
expetlise to opine, as he -:iocs, that Schering personnel must have been |
[ (Levy Dep. [ P to value Niacor-SR’s Buropean potentrat
as they did.  Without knowing the range of reasenable values for a Licensc for Niacor-SR

in Eurcpe, Dr. Levy’s conclusions regarding the license agreement are unsupportable,

3. Dr. Levy Is Not Qualified To Render an Opinion Regarding
the Likelibood of FIBA or Earepean Regulatory Approval ¥or
Niacor-SR

Dr. Levy is mlarly unqualified to opine regarding the likelihood of regulatory
approval of Miacor-SR in 1997. His lack of expertise is demonstrated not only by his
Jack of qualifications regarding US approval of chntcsteml-ﬁgﬁﬁug drzgs, bot also by
the jarring fundamental errors in his description of NI@T—SR and fhe applicable FDA
. standards. Further, in his deposition he effectively admitted he was [ |

_ - _ ]. Accordingiy, his opinion that Schiering
chonld have concluded that the side effects of Niacor-SR raised questions regarding FDA
ot Emopean approval is neither correct nor admissible.

At no point in his brief corporate pharmaceutical career did Dr. Levy ever have
substantial involvement with jssues related to regulatory apprdva.t.' His three years as a
laboratory ressarcher [ |

}+ LevyDep.at[ 1. And his consulting work cut of his home over the
past 17 years has not [ | Seeid at[
1. Dr. Levy never worked for the FDA or a regulatory agency in any European
country, and does not claim [

- 15 -



. Idal 1 _
Dr. Levy revealed his ignorance of Evropean regulaiory approval procedures

during his deposition. He was unable [

] Plzinly, Dr. Levy is not
qualified to opine on the likelihood and timing of approval of Niacer-SR by European
repulators.

Moreover, Dr. Levy’s opinton regarding the likelihood of regulatory approval of
Niacor-SR depended on his views on the drug’s potential liver toxicity. That opinion

. rests primarity on data received by Schenng showing that [

- According te Dr. Levy, [
Not cnly does Dr. Levy lack any professional basis to opine that { | _. F
), the evidence is clear that he conld not be
more wrong. Liver enzyme lﬂ\;é‘ls of 1.5 imes ULN cause no concem at FDA at all,
Tndoed, the subjects in cholesterol drug clinical trils, such as those conducted by Upsher-
Smith on Niacor-SR, can and do begin the trials with liver enzyme levels ofup to 1.5
times ULN. FDA told Upsher-Smith the relevant standard was 3 times ULN and this is

the standard the FDA used in evaluating all the other major ¢holestero] reducing agents
- 16 - :



(including the blockbuster statins).® See [

Moreover, other eXPETLS in this case who opine on this issue, incluﬁing Corrplaint
Cotmsel’s rebyttal witness Dr. Pitt, confirm that the mlgvaut standard is 3 times ULN.
Sce, e.¢.. Pitt Rep. 5; Horowitz Rep. 14-15; MoVey Rep. 1. In light of this record and
the totat absence of evidence that “other experts in tﬂﬁ industry” (or the FDA) uses Dr. |
Levy's | 1. his opinion regarding the FDA approval (and
~ therefore the teasonableriess of the license agreement) should be excluded. Kumbo, 526
US. at 157, - J | | |
Indesd, Dr. Lr.w y made several other sirikingly emmoneous assertions regarding

FDA apﬁruva.l. Based on his incorrect assumption that [

]. These speculations on bis part are again at
odds with standard practice and the ﬁpininné of the other medical experts in this matter,
including Dr. Pitt. (Pitt Dep. a1 12}. Moreover, through guestioning it became clear Grat

tis basts for these conclusions was not any experience with the FDA, but that [
]. Finaliy, Dr. Levy even asserted that

7 1. In fact, however,
such tests are not required for known compounds (such as niacin) and no sech studies had
 beent cnnhucted. Thus, the basis for kis conclusions is not properly tethered to reality

and, as the Supreme Court cautioned, “nothing. . .requires & district court to admit

# Cholesternl drugs which cause liver enzyme levels to exceed 3 fimes ULN in some pm’c_eﬁtag: of
patients my nonetheless be approved. Davidson Dep. ul 8992, FDA recommends liver snzyme

-mpnitoring for sech drups.  Horovilz Dep. 2t 190-93,
7 It dmuutﬂppcartlmtﬂt I,ev}rhashaenagmaralpmx:tmnmfmat[casttwndmades
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evidence that is connected 1o existing data only by the ipse dixdt of the expert.” (Generai
Efecrrie Co. v. Joiner, 522 U.5. 136, 146 (1997).

For these reasons, Dr. Levy’s conclusions regarding the appravability of Niacer-
SR are ihtaﬂy flawed, and thus his conclisions regarding the reasonableness of the
livense agreement is m&thﬁut foundstion and should be excluded.

C.  Dr.Levy Failed te Use Reliable Methods and Prineiples in Reaching
His Conclosion as to Valuation of Niacor-SR and the Qther Licensed

. Trodocts _

Even if Dr. Levy's credentials were sufficient to qualify him on the valuation of
phamacentical licenses, his methods and conclusions fail to meet the standard of
reliability Daubert, Kumho, and Rule 3.43@}{ require. Indﬁed, althongh Dr, Levy
purports fo opine on the reasonableness of the license agreement negotiated by Schering

and Upsher-Smith, he rejects [

]. Having done this, hewever, he fails to perform any quantitative

valuatfon of Niacor-SR, let alt;-ne the other ph:anna{:éuﬁcal products Schsi'ing licensed.

As part of its internal process for approving the Niacor-SR license, Schering
performed a detailed financial analysis of the value of the dmg to Schering. As part of
that analysis, Mr. Audibert concluded in  June 17, 19‘9? memorandum that Niacor-SR
would prodnce profits fo $345 million in its first ﬁve years of sales. {SP 1600035-36).
Mr, Awdibert’s documents have been ppo-duced, and he has stood by his veluation
threnghont both of hm deposmﬂna

Dr. Levy nonetheless opines that the license fees [

] LevyDep.at{ [} Vet
nowhere in his report, or, for that matter, anywhere else, does Dr. Levy provide a

calculation of what he believes the Niacor-SR license was worth.
_ 1% -



The use of net present values (NPV3) to determine the value of a license s a fong-
cstablished practice in the pharmaceutical industr. Sec Deposition of James Egan (former
Scarle axccﬁtivﬁ} at 12 -13 (deseribing use of discounted cash flow model to determine ‘
whcthcrﬂf‘v of produet made it a good candidate for in-licensing). Indeed, every
economic expert in the case agrees on this point. |

Dr. Levy’s cxp]anaﬁun { ' 1.
however, is contrary to the accepted practice in the pharmaceutical industry: {

LevyDep.at[ ] Although acknowledging [

Tellingly, Dr. Levy also concedes [

] /4.

Where an expert’s opimion deviates from the majority view, he is obligated to
ghow that the.altemaﬁve method he suggests is employed by at least a recognized
_ minority of wu‘]nn the field. See Dawbert v. Mereli Dow Pharms., Inc., 43 F.3d 1311,
£318 (9th Cir. 1995} (scientific experts might be permittad to testify if they could show
that the methods they used were also ani;:[nyed by “(at least) a recopnized minarity aof
scientists in their field.”). Moreover, where an expert claims o be applying principles
and methods & accordancs with standards in the field, but reaches a conclusion that other
-~ valuation exi)cﬂs would not reach (here, that { J}, the trial court should be
skeptical. Fed. R. Evid. 702, Committee Note {2000 Amendment) (“[ W ]hen an expert

purports to apply principles end methods in accordance with professional standards, and
.19 -



yet reaches a conclusion that other experts in the field would not rear;h,. the toal court
may fairly suspect that the principles and ruethods have not been faithfully applied.”)
(—::iting Lust v Mmﬂ Dow Pharms., Inc., 89 FAd 534, 598 (Sth Cir. 1956).

Dr. .bevy.‘s report cannot meet this requirement of Rule 702. He simply does not
prapese his own method of evaluating the value.of the leense agreement, Jet alone
provide e quantitative valuation of the license agreement. Instead, his opinion is exactly
that — his persoral opinion. Even a cursory review of his report reveals tﬁat his is not

relying on any objective or industry standard, but rather his own gut feelings:

«

]

These statements in his report artficuiating a personal ruiber then industry standard,
combined with Dr. Levy’s resort in his deposition to unsupported and oflten inflammatory
shetoric, rather thap reasoned analysis,” only further demoenstrates his unfirnitiarity with
the standards prevatling in the industry at the time iha: licensing aglﬁcmmt Schering mmd

Upsher-Smith in June 1997,

¥ During bis deposition, in the guise of apalysis, Levy offered & vaniety of epithets and pejorative
conclosions abowt the license agreoment and the work of the pharmacentical employces of Schering-
Plyugh. See Leovy Dep. [ ' _

.-



" Dr. Levy's reliance on inexact conclusory statements, which are based on his
personzl reactions, and his failure to perform the analysis that is standard in the industty
15 simply another reason Dr. Levy's opinion should be excluded. See Navarro v. Fuji
Heavy indus., Lid, 925 T, Supp. 1323, 1329 (N.D L. 1996) (finding an expert witness's”
. affidavit inadmissible as it “Includes nothing defiming the ‘reasonable standard Dfll:-ﬂ.l'ﬁ' in
the induét‘y, much less any information showing that Fuji failed to conform fo such 2
standard’). Ashe does not offer an alternative industry standard for valuation, Dr.
Levy's tmﬁﬁuny “supplies uﬁﬂliﬂ_g buta bottom }ine [and] supplies nothing of value to
the judicial process . .. .7 fd at 1329 {internai citations and guotations omitted). |
Becauze Dr. Levy's opinion is. not haécd-nn any reliable pringiples or methods but rather
unsuppﬁrted and conclusery .upinjons which do nol assist the l:‘;nmt, his expert report
should be exclunded.

D. Dr, Levy Is Not Qualificd Te Repder An Opinion On The Credibility
Of Schering Witnesses Or Schering’s Intentions In Entering Into The

License Agreement

Dr. Levy comcludes that Schering withesses, [

]
Expert opinion does not assist the trier of fact “if it draws infcrences or reaches

conclusions within the jury's corupetence or within an exclusive function of the jury.”
Nichols v. American National Insurance co., 154 F.3d 875, 883 (8" Cir. 1998). In
Nickols, a psychiairic expert testified as to the “psychelogical eredibitity” of the plaintiff

-21 -



in a sexual harassment case. The expert testified that “recall bias, secondary gain and
malingering” influenced the plaintifi's testimony. fd. The Couwrt héld that the expert
“used these terms t'n‘ indicate that [the ﬁlaintiﬂ’s] version of the facts-was inconsistent and
changed ﬁm time and that it was tainted by bias and desire for finaneigl gain.” Id. &t
884. Becanse these were “inferemces™ that the jury was required to draw, the Ccrurt-
excluded the expert’s opinion on the grounds that if “impermissibly instrucied the jury on
how to weiph . . | evidence.” fd
Similarly, in Securities and Exchange Commisgion v. Lipson, an accounting

expert offered an opinion that the defendant would not have ﬁdcd stocks on the basis of .
his company’s internal repnrts. because the defendunt believed that these reports were
unrelizble, 'i'he court refused to admit this testimony becanse *all of [fhe expert’s] years
of training and E&pﬁﬁeﬁw as an accountant . . . do not specially cquiﬁ him to divines what
Defendant traly helieved abont the reliability of the reports.” 46 F..Sllpﬁ. 2d at 763, The
' court charactcrized the cxperts’ opinions a3 “‘at worst, tank specuiation™ and “at best, . . .
credibility choices that ammthm the ptovince of the jury, not [the expert], to make.” Id.
€Y. In re Diet Drugs, 2000 U.8. Dist. LEXIS 9037, * 22 (“testimony of an expert that
comstitites mers personal beticf as to the weighi qf‘ the evidence invades the pr;whﬂc of
the jury™); DeJager Construction, Inc. v. Larry Schleninger, 938 F.Supp. 446, 449 (W
Mich. 1996) (expert’s opinion excluded where expert selected pnrtinﬁ:e. nf Tecord
supporting client’s position and then opined on credibility of witness statements).

Nothing in Dr. Levy's background qﬁﬁﬁﬁ him to give “expert” teshimeny to the
effcet that Schering witnesses lied in their depositions. To the exient his opinion is based
on his belief that Schering’s due diligence fell below some *‘standard™ in the '
pharmaceutical industry, it is inadmissible: Dr. Levy has been out of the indostry for far
too long o render an expert opinion on this subject.

To the exterit Dr. Levy's opinicn iz based on his belief about thf:lr credibility, he

st ot be permitted to render it at the hearing. The question whether Schering
- 22 -



witnesses are telling the truth is one for this Court to decide for itself. Dr. Levy is equalty
unqualified to opine on Schering’s motivations in entering into the license agreement. In

his deposition, ke fcstified that, [

]
Pr. .ch}v‘s beliefs about Schering’s motivations yust be exciuded. The intent or

- . motivation of z party is a matter for the trier of fact, not experts. In derofech, for
Exa-mple, an aviation censulting expert proposed fo testify that the parties” confract
negotiations demenstrated an intent to establish an exchusive brokerage agmaﬁsm rather
than the eale of any awrcraft. The district court excluded this testimony, on the ground that
it “would speak to the effect that the parties intended their agreement to have. Thists a
task mo:re properly performed by a fact finder.” Zd; see also Salas, 980 F.2d at 3(]5
{"conclusory assertions regarding [a defendant’s| stale of mind would not be helpful to a
Jury, {mﬁ are] not admissible.”), Dr, Levy should be stmilarly preciuded _ﬁ'um testifying
about the intentions of Schering and Upsher-Smith and entering the license agreement.
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. CONCLUSION

Because Dr. Levy has no specialized knowledge that will assigt the Court in
understanding the evidence or determining the disputed factual issues, his testimony should be

evcluded.

Respectfully submitted,

= Johrl W. Nields, Jr.
Marc G. Schildkrawut
I.aura 8. Shores
Chatles A Loughlin
HOWRLY SIMON ARNOLD & WIIITE LLP
1299 Pennsylvania Ave,, N.W.
Washington, D.C. 20004
{202) 783-0800

htmfneys for Respondent
Schering-Plough Corporation

Rajeev K. Malik

601 Thirteenth Street, N.W. )
Washington, D.C. 20005-3807
Telephone: (202) 626-3500
Facsunile: {202} 639-9355

! Aﬁu:ﬁﬂya for Respondent
Upsher-Smith Laborateries, Ing,

Dated: Japuary 3, 2002
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

Tn the Matter {_Jf

Schering-Ploagh Corporation,
a corperation,

Upsher-Smith Laboratories, Docket No. 5297

-2 mlpf)mtiﬂn,
and

Arnerican Home Preducts Corporation,
a corporation

ORDER CRANTING RESFONDENTS' 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, do not quaiify him to offer his proposed testimony in this maiter.

ﬁccurdingly, I’I‘. IS HEREBRY ORDERED that Respandenis’ joint motion to exclude the
testimony of Dr. Levy is hereby GRANTED, and Dr. Levy shall not be permitted to testify in

this matter.

D. Michae! Chappell
Adwinistrative Law Judge

Dated: January , 2002



UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

In the Matter of
- SCHERING-PLOUGH CORPORATION, Docket No. 9297
f corporation,
TFSHER-5MITH LABORATORIES, INC.,
a eorporabion, PUBLIC VERSION
Redacted to Eliminate Reforcoces to
and Depositinm Testimony Dresignated as
Confidential by Upshet-Somth Laborstorics, Inc.
AMERICAN HOME PRODUCTS
CORPORATION,
i corporation.

COMPLAINT COUNSEL’S MOTION IN LIMINE TO EXCLUDE EXPERT
TESTIMONY QOF ROBERT W, POLLOCK

Compiaint counsel moves for an order excluding capert festimony by Robert W. Pollock
at trial or in his expert report coneerning or relaiing 1ot 1) the Hatch-Waxman Act of any
provision ot aspect thereot, inc].utiing particularly the Act’s 180-day exclusivity provistons;

2} any competitive assessment of the agreement, or any aspect of that aprecment, between
Upsher-5mith Laboratories, Ine. (“Upsher™) and Schering-Plough Corporation (*“Schering™)
sctiling the patent infringement litigation berween them eoncerning K-Dur; and 3} the isene of
possible approval or disapproval by the FDA of Upsher-Smith's New Dt Application
("NDA”) for Niacor-SE. The bases for fus motion are set forth in fhe accompanying
Memorandum in Support of Complaint Counsei’s Motion to Exclude Expert Testimony of

Bobert W. Pollock.



Dated: Janmary B, 2002

Respectfilly Submitied,

)

Pavid M. Namow
EKaren . Bokat

Counsel Supporting the Complaint
Burcau of Competition

TFederal Trade Commission
Washington, D.C. 26580



UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

Jn the Matter of
SCHERING-PFLOUGH CORPORATION, Docket No. 9297
# coTparation,
TPSHER-SMITH LABORATORIES, INC.,
4 corporation, PUBLIC VERSION
Redacted to Eiirmnate References to
amnd Deposition Testimony Designated as
Confidentiat by Upsiter-Smith Laboratories, Inc.
AMERICAN HOME PRODUCTS
CORPORATION,

a corporation.

MEMORANDUM IN SUPPORT OF COMPLAINT COUNSEL’S
MOTION IV LIMINE TO EXCLUDE EXPERT TESTIMONY

OF ROBERT W. POLLOCK

Respondent Upsher-Smith Lahoratories, Inc. (“Upsher-Simith™) has designated Robert W.
Pollock as an expert witness to testify regarding “FDA/Hatch-Waxman.” Complamt Counsel
moves for an Order m Lirnme to exclude undet § 3.43(b} of the Cornmission’s Rules of Practice
Mr. Pallock's testimony ag mmreliable, Mr. Pollock’s opinions, as proffered in his expert report
dated October 8, 2001, include opinions about matters for which he is not quatified as an expert
“by knowledge, skill, experience, iraining, or education™ undt_:r Rule 702 of the Federal Rules of
Evidence. Mr. Pollock is a pharroacist with no legal or economic training, yet he ofters “expert”
ﬂpini;:uﬂs on issues involving tega? questions, competition, aﬁd techmicatly-based FDA drug
approvals where be has no training and littte or no relevant expenence.

Moreover, Mr. Pollock and Upsher-Smnth have utterly failed to discharge their

1esponsibility to demonstrate that My, Pollock’s opinions meet the stamdard for reliability of



expert testimony as embaodied in Role 702 and established by Supreme Court and other relevant
case law, beginning with Dawbert v. Merrell Dow Pharmaceuticals, Inc., 509 US 379 (1593,
that such testimeny be “based upon sufficient facts or data,” is “‘the product of reliable principles
and methods,” and that the expert “has appIieﬁ the principles and methods reliably to the facts of
the cage.” Consequently, Mr. Pollock’s testimony will not, and cannot, “assist the trier of fact to
understand the evadence or to detenmine a fact in issue,” the purpose of allowing expert
testitnony under Rule 702. Such flawed testimony necessarily is unreliable and thercfore nmst be

excluded from this proceeding under § 3.43(b) of the Commission’s Rules.

Fﬂr ex,an'[pic, dﬁspitc ARk adEi AR pp g R PR PR AV IR SR FE PSR NS RN A PR RN PR PR
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etstsssabebetstnbisstsbnibnrensannieranes M. Pollock, in his expert report, proceeds to offer
opinions about the status at various imes of the Hatch-Waximan Act’s 1830-day exclusivity
provision, including interpretations ol the tegal eifect of court decisions addressing those
exclusivity issues. Mr, Pollock’s expert report alse includes an opinten regarding one 1530s - an
asseszment of the competitive nature of the patent infringement litigation settlement agreement
between Scherimng and Upsher-Smith - that is entively outside the area of expertise that Upsher-
Smi_th has designated for Mr. Pollock’s expert testtmony ("FDA/Hatch-Waxman™, and is an -
issue on which Mr. Pellock also is entirzly unqualified by edycation, training, or expericace to
render a reliable expert opinion. Finally, Mr. Pollock offers an opinion concerning the FDA’s

review and possible approval of a New Drug Application {“INDA™) for Upsher-Smith’s Niacor-

SR prﬂ{lunt- dcspi LAl L) -'l‘l-l'l“-"l'l"i.‘--*.-"-'!'I"#H"‘-H'!'-"i‘-.i-"-!'r'i-.‘ifri"'i"!" FRYRNV TSN VAN FEEEE
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SHELBIEBIEIMIIR NI, @d based on very timited and inadequate factual information Telating to the
Niacor-SE NDA.

Nor did Mr. Pollock in his expert report {Copy attached), or «++ersssrmarcarsmcsscrsnnense

srensernessresrnrerarssarensareanansnss identify any reliable principles or methods iu his area

of expertise that he used in forming his vartons opinions and reaching his conclusions, and 1o
whick he spplied sufficient Facts in a reliable manner in order to reach his “expert” canclusions,
as required by Rale 702 of the Federal Rules of Evidence. The result is that Mr. Pollock’s
“expert™ opinions arc simply personal, lay opinions, ungrounded in any accepted bedy of expert
learsing or experience, not hased on any refiable expert anatytical methodology, .and based cn
inadequate facts to form reliable expert opimions. His opinions, therefore, are of no assistance (o
a trier of fact amd, under Rule 702, are not proper for consideration by a trier of fact. Section
3.43(b) of the Commission’s Rules states that such unreliable evidence must be excluded in

Commission adjudicative proceedings.

i The Applicable Legal Standard for Expert Testimony
Section 3.43(b) of the Commission’s Rules requires that “[i]irelevant, immatertal, and

unrelizble evidence shall be excluded.” femphasis added}. Thus, éxctusion of unreliable

evidence is mandatory, not discretionary, under the Commission’s Rules. The Commission’s
Rules gre silent as to what constituies “unretiable evidence,” or “unreliable” expert witness

evidence, and § 3.43(b) makes no distinction between expert and other evidence. In such



instances, while not bound to follow tim Federal Rules of Evidence,! the Cornmission frequently
looks to the Federal Rules for guidance and often applies those Rules in its adjudicative
administrative proceedings, especially where the Commission’s own Rules are silent onam
issue.”

Rule 702 of the Federal Rules of Evidence, which is the resuit of the Supreme Court’s
decisions on the issue of proper and allowable experl witness testimony,’ is entircly concerned
will] assaring that only reliabic and heipiul expert testimony is admitted into evidence before 3

trier of fact. The Rule Jays out the requirements for permissible expert testimeony in federal court

' See FTC v, Cament Institute, 333 11.8. 683, 705-T06 (1948); In re American Home
Produets Corp., 98 F.T.C. 136, 368 n. 9 (1981}, In re Herbert R. Gibson, Sr., FTC Mkt No.
09016, 1978 FTC Lexis 324, ALJ Initial Decision at 14-15 (May 19, 1978); In re Thompson
Medical Co., Inc., 101 F.T.C. 385, 388 n. 7 (1983) (Interlocutory Order) {citing 56 Fed Reg.
56,862, 556,863 {1978) (comment of Coimnissien on adoption of its discovery reles noting
advisory, but non-binding, natiwe of Federat Rules)).

2 See, ez, Inre Olin Corp., 113 F.T.C. 400 at 600-602? (Commission upheld ALI's
exclusion of expert witness testimony due, in part, io failore of underlying data relied upon by
expert to meet the standard of Rule 703 of Federal Rules of Evidence that data rciied upon by
expert be of a type normally relied on by experts in that Geid), fn re American Home Products
Corp., 98 F.T.C. 136, 368 n. 9 (1931) (Commmission relied on exception to the hearsay rule in
Rule 803{8) of the Federal Rules of Evidence as addittional support for admission into evidence
of rel{able scientific reports prepared by FDIA experts pursuant to FDA regulations); In re Amrep
Corp., 102 F.T.C. 1362, 1379 (1983) (ALJ ordcred sequestration of all witnesses at tral,
following Rele 615 of Federal Bules of Evidence). See also In re Textron, Inc., 1990 FTC Lexas
483 at n.2 (December 27, 1990) (ALY Order Denying Offer of Depositions) (“[the Federal Rules
of Evidence] are pertinent only in the absence of direction of 2 Commission Rule of Practice.”);
In re Thompson Medical Co., Inc., 101 F.T,C. 385, 388 (1983} (Interlocufory Order} {(“Thus, the
Cornmission has concluded that the more liberal view of discovery of experts under the Federal
Rules [of Civil Procedure] 15 the cne that should apply in Comimission adjedications.™).

* The Advisory Comrnittee Note to Rule 702 (2001 Bdition) observes (at p. 408) that the
- gurrent content of Rule 702 is a response to ihe Supreme Cowrt’s rulings in Daubert v. Merrell -
Dow Pharmaceticals, Jnc., 509 UL, 579 (1993) and Kumkbo Tire Co. v. Carmichael, 526 U5,
137 (1999), charging trial jndges with the responsibility of acting as gatekeepers to exclude
unreliable expert testimony regarding any area of cxpertise.
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proceedings, based on the standards emmciated by the Supreme Court in Dasbert and Kiemho.
Rule 702 provides general standards that corris snust use to assess the reliabitity and helpfalness
of proffered expert testirnorry. The Rule states that “if scientific, techmical, or other specialized
knowledge will assist the trier of fact to understund the evidence or to determine a fact in issue”™ a
witttess “gualified as an expert by knowledge, skill, cxpenenee, training, or cducation™ may
testify thereto in the form of an opinion or otherwise “if {1) the testiﬁmny is based upon

sufficient facts or data, (2) the testimony is the product of reliable principles and methods, and
(3} the witness has appfied the principles and methods reliably to the facts of the case.”

The Advisory Committes Notes regading the 2000 Amendments te Rule 702 explan that
“the admizsibility of all expert testirnony is govemed by thé principles of Rule 104{a). Under
that Rule, the proponent of proffered expert testimony has the burden of establishing that the
pertinent admissibility requirements are mel by a preponderance of the evidence.” {Fedcrzl
Rules of Evidence Rule 702 at 408 (2001 edition) ¢iting Bowrjaily v. United States, 483 U.8. 171
(1987},

Rule .TDE requires that an expert witness be qealified as an expert by “knowiedge, skill,
nxpeﬁenoa, training, or education.”” As is discitssed in more detaxl below, Mr. Pollock lacks any
spa:tahzed training or education in the areas where he offers “expert” opinions. He is not an
attorney or an economist, and has no fraining or academic degree in any specialized Geld other
tlian pharmzcy and pharmacy administration, neither of which is relevant io the issues on which
he proffers opinions. Upsher-Smith clams that Mr. Pollock’s area of expertise is “FDA/Hatch-
Waxman.” However, he holds no degree and hag had no format edneation or training in or

relaﬁng tﬂ mis area nf ex'pmﬁsc’ AEFSIAFRESEFRFEFFEFFIRE Y RN FERFEF I"'I"II‘"'_"""‘""FT"T'“*“-'.-’.‘- Lo
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serebumursersenctssasssansrensessesnrenseaavasvassserrareasarsnrrvnsve the pivotal district court decision in
_MM Pharmaceuntical Corp. v. Shalala, 955 F.Supp. 128 (DD.C. 1997}, winch enjoined the
FDA from granting final approval to a subsequent ANTYA filer — in derogation of the first filer's
180-day exclusivity nights -- based on the first ANDA [iler’s failure 1o meet the non-statutory
vequirement adopted in regulations by the FDYA that the fisst filer successfully defend {i.e., win)

in a patent infringement smt against it brought by the PIOOEET drug COMpany. sssssressesre

AR ARk N AN PR FE R PV FSEF FEF NS NESE NN B HErddi ddPddnbbeidFiibreurey vavewkewdddkd okl
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Despitc Mr. Pellock’s experience working for the FDA apd in areas involving the FDA,
his expetience dots not provide him w:th any experitse to offer the kinds of opinicns he proffers
in hi3 expert report. Moreover, even where Mr. Pollock™s experience arguably is relevant to
some of the opiniens he oficrs, this expertence is an insefiicient basis for those opimons m lhight
of his failure to adequately and explicitly explain how his mm:lusi;ms derive from that

experience. As the Advisory Commmttee Notes to Rule 702 state:

-6-



If the witness is relying solely or primarily on experience, then the witness rust explatn
how that experience leads to the conelusion reached, why that experience is a sufficient -
basis for the opinion, and how that experience is reliably applied to the facts. The trial -
court’s gatekeeping function requires more than simply “taking the expert’s word for it.”
See Daubert v. Merrell Dow Pharmaceuticals, Inc., 43 F,3d 1311, 1319 (8" Cir. 1995)
{“We've been presented with ondy the expert’s qualifications, their conclusions and their
assurances of reliability. Under Daubert, that’s not enongh.™). The mare subjective and
conttoversial the expert’s inguiry, the more likely the testiimony should be excluded as
wreliable. See O 'Conner v. Commonwenlth Edison Co., 13 F.3d 1090 (7 Cir. 1994)
(expert testimony based on a completely subjectrve methodology held properly excluded).
(Notes p. 411). '

NGWhm in h_is n‘xpm I'Epi}l't T T o T T YT T LTI has L.ir. P‘Dﬂock e}iplﬂ.ined lihuw ﬂ_lat
experience leads io the conclusion rezched, why that experience is a sufficient basis for the
opimon, and how that experience is reliably applied to the facls,” While his report is entirely

silmt on mc'se imeﬂ, iﬂ MS dBPDSiﬁD“ LL L LY L Ly L tL LY L L IL Ly Lty el bl YL LIl Iy LI gLl JE TR RISyl Y
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i fact, Mr. Pollock fails entirely, in === his report and ssesessssssencesseransasisasson, fp -
identify any accepted body of knowledge or learning and e;cpmimme in the areas of expertise that
~he claims qualify him to render expert opinions. He therefore entirely fatfis to explain how his
conclusions are grounded in such an accepted body of learning or expericnee in this field. Asthe
Advisory Comnuttee Notes to Rule 702 state (at p. 410);

The trial judge m all cases of proffered expert testimony must find that it is properly
grounded, well-reasoned, and not speculative before it can be admitted. The expert’s
testimony must be grounded in an accepted body of leaming or experience in the expert’s -
field, ard the expert must explain how the conclusion is so grounded. See, 2., American
College of Tnal Lawyers, Standards and Procedures jor Determining the Adnissibility of
- Expert Testimony ofter Daubert, 157 FR.D. 571, 579 (1994) [ W]hether the testimony
concerns economic principles, accounting siandards, properiy valuation or other ron-
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sciemtific subjects, | shoulkd be evaluated by reference to the “knowledye and experience’
of that particular field. ”).

Furthermore, while information relied upon by an expert in reaching his or her
ﬁnﬁclus_iuns itself need not be admissible into evidence, under Rule 703 of the Federal Rules of
Ewvidetice, for the expert’s opinion or inference to be admissfhlé:, facts or data upon which 2n
expert witness bases an opinion or inference must be “of a type recasonably relied upon by experts
in the particzlar field in formming apinions or inferences on the subject.” As will be seen below,
Mr. Pollock’s opimions regarding the compotitiveness of the Schenng/Upsher-Smith settlement
agreement and regarding the Ikﬂtmﬂﬁd of the I'DA’s approving the Niacor-8R new drug
application rely on inadeqmate information thal does not meet the Rule 703 standard, and

therefore his opinions on these issuss are unreliable and not properly admissaible.

11 Mr. Pollock is Not Qualified by Training or Experience {0 Render Expert Opinions
Concerning the Hatch-Waxman Act, any of its Provisions, or the Legal Implications
and Effect of Conrt Declsions Relating to that Act, and His Opinions Do Not Meet
the Requirement O Retiability Necessary for Them to Be Admitted into Evidence
Under Commission Rule 3.43(D) and Rale 702 of the Fedcral Rules of Evidcnce

IMr. Pollock states in his expert report {p. 3) that he has
been asked by counsel for Upsher-Smith to evalnate the expert report of Joet E. Hofliman
an] rendex an opinion as to its accuracy. In particular, | have been requested to provide
my opinion 28 to the state of 180-day exclusivity rights {including triggering of those
rights), and industry perception of those rights, at the time of the agreement between
Schering-Plough and Upsher-Smith, deted June 17, 1997, and at certain subsequens times.
While Mr. Pollock may be qualified to offer some timited testhmony as to his
wnderstanding of the status of the Hatch-Waxman Aci's 180-day excivstvity provision during the

titne he way 1t the FDA, and possibly may have some experience relevant to industry perception



regarding that issue, his total lack of formal training and limited relevant experience render him
unqualified to ofTer expert opmions abont the state of 1he law or the regulatory environment
regarding the Hatch-Waxman Act or its 180-day cxclusivity provisions at any time relovant to
this procesding. He likewisg 1s unqualified by traiming or experence to evaluate the opinions
abaut the Hatch-Waxman Act offered by Mr. Hofiman, Complaint Counsel’s expert witness
regarding FDA and Hatch-Waonan Act issues. Mr. Hoffiman is a highly reparded attorney who,
for ngarly 30 vears, has represented and counseled numerous clients on FDA repulatory law,
including the Hatch-Waxnmam Act since i1s enactment in 1984, The opinions Mr, Hoffinan offers
iﬁ his report involve consideration of the changing status and interrelationship of statutes,
regnlations, angd court dectsions, and are dependent upon his knowledge and farmiliarity with the
lcgal background concemng the Hatch-Waxman Act.

From even & casnal reading of Mr. Pollock”s report and susssssssnrsasssnsessssnranssnnse it ig
evident that a!l of the opinions and most of the stateme;:ts Mr. Pollock offers concerning the

Hatch-Waxman Act in fact involve interpretations of legal issnes, statutes, regulations, and court

dﬁﬁiﬂﬂn& sbhbbnénbennsnnwn rirsnna L [ L1 (1] i FEERSERSNEAAE SRR
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TrersEnsEaEE — This training is unrelated to the opmions Mr. Pollock olfers
relating to the Hatch-Waxman Act. Nor has Mr, Pollock’s experience, either at FDA or
subsequently, provided him with special expertise to analyze and evatoate the lepal environment
regarding the Hatch-Waxman Act, and to render retiable apinions as an expert witness
concerming 1 80-day exclusivity isswes under the Hatch-Waxman Act, particularly at a time

several yuars after he had left the FDA,



Mr. Pollock’s expert report is replete with staternents and conclusions that, as a non-
Iawyer with only limited experience regarding 180-day exclusivity issues under the Hatch-
Wu:;ﬂnan Act, he is unqualified by fraining or experience to offer as refiable expert testimony.
That some of Mr. Pollock’s opipions er statements may agree with those of Cormplaint Counsel’s
expert, Mr. Hoffiman, is irrelevant to Mr. Pollock’s qualification to ofter such opimions. For
example, Mr. Pollock states

I generally concur with Mr. Hoffman's opinion that there was at least “substantial

uncertainty” as to whether Upsher-Smith, an ANDA Frst filer settfing its patent suit with

the innovator, was entitled to 180-day exclusivity at the fime of the agrecment dated June

17, 1997. In fact, ¢ven 2 fully informed settiing [mst filer would have had Jittle or no -

reason 1o believe that it weuld enjoy such exclusivity. (Pollock report at 4)

This opinion regarding status of 180-day exclusivity under the Hatch-Waxman Act as of June 17,
1897, the date of the settlement agreement between Schering and Upsher-Smith, involves a
complicated and difficult issue, as can be seen by its careful treatmment in the expert reports of
both Mr. Hoffman and Mr. Safir, Schering’s expert witness on Hatch-Waxman Act issues. Ta
reach a conchision zbont this issue, an expert must consider and evaluate the legal import of
numerons and nften_cé-nﬂicting factors regarding the legal status of the relevant statute and its
provisions, including certain regulations mnd other non-statutory guidance, and the interpretation,
scope, and effect of various court decisions bearing on the issue. Mr. Pollock’s absence of legal
trainisg or direct experience in construing statutes and case law immediately mise questions as to
his experfise to do so here. Moreaver, Mr. Pollock’s FDA experience ended approximately two
and a half years prior to the relevant time and prior to the critical court decisions relating to the

issue of 180-day exclusivity under the Hatch-Waxman Act, and involved virtually no activity

relating t0-snch exclusivity issues. Likewise, his expericnce since leaving FIA has incinded
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only limtted invelvement with Hatch-Waxman Act issues, of which 180-day exclusivity is only
one of many. This experience provides a woefully inadequate basis for Mr. Pollock’s clamm of -
expertise on the sxclusivity issue.

Mr. Pollock then goes on in his report (al 4-7) to discuss certaiz FDA reguliations and
other ﬁrritti:n gnidance relating to the “successful defense™ requirement tmder FDA regulations,
an issue that was in litigation before, during, and after the Schering/Upsher-Smith settlement
agreement, Throwghowt this section of his report, Mr. Pellock discusses the legal status and
trnpact of various FDA regniations and guidance, as well the holdings and imptications of
mmmerons court decisions, including his upiniﬁns as to the holding and effect on FDDA regulations
of the district court decision in Mova Pharmaceutical Corp. v. Shalala, 955 F.5upp. 128 (D. D.C.
1997, As noted above, both the Mova decision and the setticment agresment at issue in this
proceeding occurred more then two years after Mr. Pollock left the FDA, While his experience
may provide inm wiih some msight about the FDDA™s position on the successful definse
rﬂﬁuirﬂment daing his tenre at FDA, his experience provides ne such expertise regarding this
tzsue years aﬂer he [eft the FDA.

At p. 4 of his report, Mr. Pollock states that “jblecanse Upsher-Smith sctiled its lawsuait
and did not successfully defend it, under FDA regulatory provisions applicable at the time
Upsher-Smith was not eligible for a 180-day exclusivify penod.” Insofar as this statement is
nothing more than a factnal assettion that, at the time of the Schering/Upsher-Smith settlement
agreement, published FDA repulations included a successlul defense requiremment for 180-day
exclusivity, it is unobjectionable (though not necessarity accurate) factual evidence, rather than

aexpert opinton. However, if, as the subsequent discussion in Mr. Pollock’s report makes clear,



this statcment really is an opinion as to the continued applicability of that provisiop of the FIDA's
regulations o selthng first ANDA filers (such as Upsher-ﬁnﬁth} in light of the Mowa district
court decision, then Mr. Pollock again is unqualified to refiabty perform the tegal analysis
required to offer hig opinion. Once again, nothing in his training, earlier FDA expenepes years
before the #ova decision, or subsequent employment i)mvidf;s him wtth the expertise to reach
such a law-hased copclusion regarding the implications of this court decision on FDA
regulations.

In his report {at pp. 6-7), Mr. Potlock discusses 1he legal imphications of the AMove
decision on first ANDA filers that scitle theiy patent inﬂiugcmmt litigation. He offers his
opinion as to the legai implications of Mova, stating {at p. 7} that “Afov was of little gindance to
an ANDA iiler settling its patent l_awmﬁt [such as respondent Upsher-Smith) because it
concerned a first ANDA [(iler that was in the process of defending an infringemnent snit,” withont
providing any cxplanation as to how or why he has reached this conclusion. This is particalarly
troubling piven what the court in Mowe did and said. The court in Mova enjoined the FDA from
gmnting approval to a iater filer’s ANDA based on. the first filer’s [ailure to successfnlly defend
its patent infringement law-mi.t, as required by FIDA’s regulations. The court held that the Hatch-
Waxamnan Act was clear on its face as to what was required for a first ANDA. fiier to qualify ior
180-day exclusivity, and contained no requirement that the first filer successfislly defend the
litigation in order to have that exclusivity, The ¢court went on o say that “indeed it {the statotory
requircment for 180-day exclusivity] dees not even requare the institution of patent ittgation.”
955 E.Supp at 130. A fortiorar, a setiling first filer meeting the Act’s stated requirements for

§80-day exclusivity cannot be denied that exclusivity by the FDXA merely because it has settled
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litigetton m which the courtin Mova concinded it was not even required to be enpaged in the first
place. Yet this is the apparently anomalous result that Mr. Pﬂi]ﬂ-ﬂi{?s unexplamed interprotation
of Mova says remains open afler the Mova devision,

The statys of the success{ul defense requirement at various times is a compiex and
difficult issue, requirmg knowtedgeable and careful analysis of the scope and implications of the
court dectsions in AMove and other cases. Mr. Pollock’s unexplained conclusion on ihis issue, not
bascd on legal or other relevant expertise or experience, is nothing more than the type of
unsupported conclusion that the Supreme Court has held is properdy sxclodable. (See General
Electric Co. v. Joiner, 522 U 8. 136, 146 (1997) (“nothing in either Daubert or the Federal Rules
of Evidence requires a district court to admi! opinion evidence that ig commeeted {o existing data
only by the ipse dixit of the expert™).*

At pages 7-8 of his report, Mr. Pollock goes on to discuss thc 1ssue of a first filer’s 180-
day exclusivity under the Hatch-Weaxaman Act being triggered by a court decigion tinding the
inmovator’s patent to be invalid or not infringed in a caze involving a subsequent ANDA filer. -
Citing scverzl coart decisions, he states (at p. 7) that *[z] final decision of nen-infringement or
invalidity in any court action -- not Jjust one against a fivst fler - triggers the fivst filer's
exclusivity period. The language of Hatch-Waxman has always permitted this interpretation.™
He iater conchudes {at p. B) that

At all times after June 18, 1997, subscquent ANDA filers had reason to belisve that they

* “Ipse dixit” (Latin) - literally “he himself said it;” fi.e., a “dogmatic statement
supported by bare authonty; dictom™ (Mawson & Berlite, Dictionary of Foreign Terms (2d ed. .
1979)),"an assertion by one whose sole anthority for it 1z the Fact that he himself bas said it”
{Gifis, Law Dictionary (1975) “a bare asscrtion resting on the authority of an individual™ {Black,
Black’s Law Dietionary (1ev. 4% ed. 1568) ].
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cotdd, tirough their own court actions, mngger a first Bler’s 18G-day exclusivity. If the -
exclusivity period was triggered but the first filer was for semc reason unable to enter the
markel, the exclusivity would nonetheless nin and a suhsequent filer could enter the
market upon the expiration of the 180 days.
Again, this is a cornplicated] issue implicating the Hatch-Waxman statute, FDA repniations, smgd
court decisions, and about which Mr. Pollock is unqualified by training or experience Lo provide
the cowrt with reliable expert advice. His lack of training oF expenence in construing statutes and
cowrt decisiens, and his at best very limited relevant pmfesﬁ-—.}nﬂ] experience provide ne bagis for
his claimn of expertise on this issue. As Mr. Pollock’s own discussion of this issue makes clear,
all of the relevant activity couceming this issue occurred no carlier than Feb'rualz}r of 1997, more
than two years after Mr. Pollock left the FDA. {See Pollock Expert Report at 7-8). And nothing
in his subsequent expentence “providing expert technical advice to domestic 2nd international
client regarding U.S. Foed and Diug Administration (“FDA™} regulations, * including
“requirernents for approval of new prescription drugs, generic drugs, and prescription drug
1atieling™ {Pnﬂr:;-ck Expert Report at 1] qualifies him to offer an expert opinton on this issue.
Were Mr. Pollock to hold himself out to the public as gualified to pravide expert opinions
regarding statutes and regulations, and the impott and effect of various court decisions, as he
does in dus expert report, he would risk prosecution for the unlicensed practice of law, Yet he,
@d Upsher—SIﬁith, seck to have his opinions regarding the Hatch-Waxman Act admitted as
expert testimony in the present proceeding and relied upon by the court. Morewver, as discussed
above, Mr. Pollock’s prefessional experience, both while at the FDA, and subscquently, provide

little or no support for kis claim of expertise in ths area. The events and issues he addresses n

his report all oceurred or arose fonig after be had left the FDA, and he bas failed to demonstrate
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that the hmited relevant activity in his subscquent employment provides a suflicient basis for
concluding that be is capable of providing reliable expert testimeny on the issues addressed in his
report. Te allow Mr. Pallock to offer these “expert” opintons, and to “evalnate” Mr. Hoffman’s
expert report on matters involving complicaled legal izsues and “render an opinion as fo its
accuracy,” would be to allow the most unrebable and unheiplud “expert” testimony into
evidenee, and would eviscerate the evidentiary requirement that expert testimony be reliable in

order to be properly admissible in Commission adjudicative proceedings.

I, Mr. Pollock is Not Qualilied to Render an Expert Opinion Reparding the
Competitive Nature of the Schering/Upsher Smith Settlement Agreement, or its
Provisipn Precluding Generic Entry By Upsher-Smith Before September 1, 2001,
and His Opinion Does Not Meet the Reqoirement Of Reliahbility Necessary for It to
Be Admitted into Evidence Under Commission Rule 3.43(b} and Rule 702 af the
Federal Rules of Evidence
At page 3 of tds report, Mr, Pollock states that ] was zlso asked to determine whether the

[Schering/Upsher-Smith patent infringement lawsuit settiement] agreement appeared to he pro-

conipetitive or anticampetitive,” and in paragraph 3 of his report {pp. 5-92), he makes the

swecping conclusion that “the settlcment agreement actually appears to be pro-competitive in
nature,” based on its provision permitting Upsber-Smith to enter the market with a generic

product on September 1, 2001, prior fo the expiration of Schering’s patent on the product in
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MNowherz m his ]’gpurt svansevrenrannsversenrssenwres (icd Mr. FPollock indicate that be had consitdered
any of the other terms or provisions of the Schering/Upsher-Smith settlement agreement, and
whether these other tezms were procompetitive or anticompetitive, or rendered the overall

settlement agreement anticompetitive on balance, despite its provision for generic entry in 2001,
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and settlement of patent infringement litigation, and he testified at his deposition that =essewssaes
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quzlificatrons as an expert on “FDAJH.atch-Waima:n,” Mr. Pollock and Upsher-Smith have
neither designated Mr. Pollock as a “consumes™ expert, nor established any gnalifications for Mr.
Pollock’s oftering an expert opinien as a conswmer Or consumer representative, even assumming
that such an area of expertise meeting the requirements for admissibility exists.

in describing his understanding of the task of opining en the competitive nature of the
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asansssssrssnsenrenrs  Thiz it is not even clear to which benchmark Mr. Poltock was comparing the
generic entry date under the Schering/Upsher-Smith settlement agreement in reaching his

conchusion that the pencric entry provision was “procompctitive.”

-17-



Comp.jai_n‘t Counsel went on o E’IPI-DI‘E in his ﬂ.ﬂpﬂﬂiﬁﬂh T P T T L T L e T R e L

AR dF r AR A SRR A AN SRS A NS B F R F ST AR PSSR A RO Rt f R A R AR A A A R AR R N

bk SRR AR SRR AA RS FE SRS AP A NS FEY FEFEEFFEE PR Y FERAY FERnn -l dag A A A ARSI A A AFARESRASS REEE

ol bl bt AR EEE R FE RN RS RSN SE NS SN AN SRS U PR TR PR PR b Ak R R R R R R AR PRI N AR ERE R

R B B R A NS R RSN TR Pk e R R

AERFFRF AN AR RARR RN R R Rpkn rkn R R A pak AR

||-i|i4|.ti‘ill'it‘lf‘.{.]||||f|||||1.l|tll|l FRFIRY PR FUYTTECRY RN YRl v B A PR A AR A RA AR R
reravenrusrrarsnisndpr ik i RAA PR ARFA A A NS AR AR SRR A A F Y AP PR P FRN SRR AR N R A A R A R RS R

sresErvnvrserrsdbdbbdib i g

AR EAARERFEFE AN F NS SNAFT NN SR A FERRERTRRYRRY Fnrrrr bk b bR b AR A SRR EE R R

T e vy AFHASSESEESEFERFENFERE PR RSN RA R E R R R R R R

AR NSNS FEEFREF N FY P EFR TR IR B AR SRR A f R A RS A A SN E RN SRR RNV SR RTY PR v R PR NGRS

ITETIZ ISR R e LT PPy e PP P Lt TN N T PR AT DY D LA L IRl 1Rt oty l L Ly}

ARFEREEE RS ABERFENEARETFRET FE

LEL ALl LT LR LR Ll el Ll

snraibuide babrbunbbibedbdd bnke BBkl FIAFFRARRARAFFREREFE NSNS NN FRNERE PN FEFFRAFE PR

SFIRARFN RS FRRERRSEAFANSE RA P PRk b d kA rwr ik 2t A AR AR AR AR A FEE R I PR FRF FIR PR AE

arurer rsbtenrdvrerrdbdnd bn kiR A Sa R ERAE A L B EFEESEEEETEEE PR FREEEE T R R i o ek ek A R A

A R R & T TITEIR LI LN T S L VI DL e bl Pl L L]
[TLITTYRINT SN TA LTI L T I L) FEEFRR FUEFEEER TR R A AR BN SRR R R R R AR Y R AN
AFFIAFRANFERFANSAN

{:Dmp_tmnt CCI'I]]].EGI also ﬂttcmptﬂli io idﬂﬂﬁﬁr.“'HHUI--r--r--&-#l+ll!llliIlll'll'lll'llll'llll nanm

SRk ERERASERFIASE A SRR ARERd b

LI T PIIRITRIARI AR IS TR L IR J A 1AL PR IRl R L L R DLl fll Ly Ll bl gl

FEANFA RS NS FENRE SR FEEE FREFFRFT

AREFARERRE R AR FRARR RN FRRASRESRES SN PSS RSHARY bud P rSE kIR

awEdEr AR A PR AR AR PR SEE SR FRFFERFERFERErrR s P REr AR R AR AR R AR A RS REEE SN EEERET

R bR AR AR AR A RSN SN EEREFRENFEE L AP W i kol ol

-18-



Y PR T IR YRR PR PR YRR NPT AR PN TR I PN T TR T PR FERF AR YRR T AN AN TSN AR A PR R FE AN F RN TR AN

. ERErEEFFEEFSEFANSA AR RSN FEEESEA RN FEE AR FAF U FASA P Y EEA A RS N N A S N R R FE G AR R A

[T [ T11. I T TIY) FRARSE R ESE TN RN FE R R BERFNESURRARSE R RN RN

SEFERFER AR F NS AR A NS SN FA NSNS AN RN A F AN SN F A S PSR ER Y AR AN F A NS ERE RN AN
LTI LIS P IS LI LTI L L TR IR IR ES ST PRI AT AN L VLRI TA LA T I IR IS YR T IO LA I AT TN S IT TSR T A ™ 1]

sisdbrbinsndirsnnanarennbssrdberinenresnrsnnsrrwr bl rpwnvidbennivedinrsnsurwrnrnrreiennsnssursnren idkhndh

SEFSFSRENSSY Y
AFSUFE PSR FERN AL PRV FRE AP F AN R FEF RS F TR IR SRS FEE P MR P A AN FRE SN F U FA N A B PN FERE PR R RN P
EFEFFIYR R TR FN T F A PR PR AR P TR YRR R YR RN VR AR PR PR YA FEF PRI T YRV PR YR PR R FEY PR

LI DR LD LR L L L L L Ll L] gLl o DRl Rl IRl Ll gl e LIl L IRl LIyl Il Lyl byl ol s gl ] lyl)

L T T L L L T g T T T L e A T N P TS T TR T o T A=

Nowhere in his report does Mr. Pallock consider whether pensric entry might have eccurred
earlier than September I, 2001, if the settlement agreement had not included payment of $60
mitlion to Upsher-Smith as part of the settiement, and whether, under this benchmark of
comparizon, he would consider the provision for a September 1, 2001 genenic eniry ﬁlﬂ
procompetitive,

VVEET Ak $reassaonseesesssnnersssstrnesssssnsss sussnnioessnysssass insesosssusessorbesseessssnsss

el ekt AR RN AS I NS A NS E NS SN FTE NS

RA Lot L Lyl L I LI LRl L DRl L Ll Lyl Ll ll ] o]

vivwkFirddddrdrdvwd vt kiRt v i rwrrriarrErrer TRy rwr YRt rdnrrrrrrrrreryefvenrerridrrnnrrrivrranr ad ik divwed

whiavdbbdddkavbidad peribinedsd ddivinibrivnrrrrdrrranarrrrrnrsnvinkrsvrrrkirervar ive rarvdrdap e vivdbn bowd bid rake

wbbbikkbkddd bbb Enrdbridkrbnribbivevidrdbkarerarreranrswrrinrsnrskisuarseverirerrasrrersnrserfareveanrrensnnrdilskns
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ranees This appax-*enﬂy crycial inforrnation is not even mentioned in his expert report, and -
nowhere inhis expert report sssrssesessesesssrrnssnsrserenersees dnes Mr. Pollock establish that such
sesveetesrerarsnatesstsrsrenesnisseneasrrsrysnsrsrenTserasennes {1[DITIALION wrorerresneversreavesssnerrrnse
NeeeneiEeenaeseenareeat it IO RS RS Ret R st SRt ane it ea e st arattaaeteresaraaens is the type of information
“seasonably relied upon by experts in the particular fictd in fonming opinions™ on such issnes.

The Commissiop previously has applied Rule 703 1n excluding expert testimouny based on similar

-20-



unrcliable and potentially biased information prepared by an interested party.® Given the
inadequacy and mreliability of the nformation relicd upon by Mr. Pellock, and the falure to
meet the requirements of Rule 703 reparding the underlying mformation ke retied upon in
forming his opinion on the competitiveness of the Schering/TJpsher-Smith settlement agreement,
his apinion on tis issue s fatally flawed and is not properiy admissible into evidence.

In summmary, the analyzis undertaken by Mr. Pollock te reach his conclusion concerning
the procompetitiveness of the SchermyyUpsher-Smith settlement agreement is wholly inadequats
for his opinfon on this issue to he considered reliable expert testimony under Rule 702 of the

Federal Rules of Evidence, and 1o be admissible under the Commission's Rules, sesaesesrenrensanes
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FARFREEFRINARREEEF I FE AR EE G R RE PR F IR Fiany bbb dvdinnvanrrerrinrsnraarivinvarvarbidbsarrndke B b banaddi bk b B bbb bbbk

AR RN+ F IR R RN RN kAR PR PP TR T FREE SRR AR REd EEE FET FS A SRS FSE S SE NS BN S FE SN FEFSSFSNSE RSN N

FEF U AP P AR N A B AR AN A - T T Ty L e N Y T T T T i)
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* See In re Olin Corporation, 113 F.T.C. 400 at 600-602 and n_ 13, 1990 FTC Lexis 234,
holding that statistical information compiled specifically for rial by an Olin employee for, and at
the request of, an Olin expett witness was properly excluded by the ALY because it: {1) was not
an ordmary business record subject to a hearsay exception, and conid not be evaluated as to its -
reliability; and (2) did not meet the requirement of Rule 703 of the Federal Rules of Evidence
that the data relied on by an expert he “of 2 type reasonably refied upon hy experts in the
particolar fieid.”
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evidenrce Mr. Pollock’s opinion on this issee as reliable expert testimony under these

citcemstances would render the requirement of reliability for expert testmony a nallify.

IV,  Mr. Pollock is Not Qralificd to Render an Expert Opinicu Regarding Whether or
Not the New Drug Application (NDA) for Upsher-Smith’s Niacor-8R Would or
Wanld Not Have Been Appraved by the FDRA, and His Opinion Does Not Meet the
Requiremcnt OF Reliability Necessary lor It to Be Admitied into Eviderce Under
Commission Rule 3.43(b} and Rulc 702 of the Ferderal Rules of Evidence
Complaint Counsel previously have filed a Cross-Motion in Limine to Exclude Expert

Testimony on FDA Approval of Niacer-SR by all of Resporulents” expert witnesses in this

matter. However, even if such testimoeny is not broadly excluded, the testimony of Upsher-

Smith’s expert witticss - Robert Pallock - on this issue nevertheless should bo excluded as

unrefiable and not properly admmssibte under the Commissien’s Rules and the Federal Rules of

Evidence.

On page 3 of his expert report, Mr. Pollock states that he was asked to render an expert
opinion on “whether there were significant barriers which would have precluded FDA approval
of Niacor SR.” In paragraph 5 of his report, on page 9, Mr. Pollock provides his opinion and

entire expert analysis: “Based on the information presently available to me, I do not bave reason
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to belisve that Upsher-Smith’s Niacor SR would have fuiled to receive FIDA approval™ The only
donirments reviewed by Mr. Pollock that appear to relate to this issue are the last four items
referenced on page 13 of his report, including a log of comrespondence belween Upsher-Smith
and the FDA, certain correspondence between Upsher-Smith and FDA, and two draft study
pmt-:)cb]s for Niacor-SE sessssssvrineives

Mr. Pollock: is entirely wngualified to render a reliable opinion as to whether the FDA

wonld have granted approva? {o Upsher-Smith's NDA for Niacor-SR. At his deposilion, wve=+
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Mr. Pollock has utterly failed to mest Rule 702's requirernents that an expert opinicn be
based on “sufficient facts or data,” be “the product of reliable principles and methods,” and
resnited from his having “applied the principles and methods reliably to the facts of the case.”
The very limited and incomplete information Mr. Pollock considered in rendering kis opmion as
tar the ikely approval of the NDA for Niacor-SR 15 a wholly inadequate basis for effering an
expett opinion on the tssue under Rule 702, and Mr. Pollock has not shown that the limited
information on which he relied is the type of informatian that experts in his field reasonably rely

on in formting opimons on whether an NDA is likeiy to be approved by the FDA.

Mareover, *==+ in his expers report sveerrrremssmmm—— sesssnsesnss My, Pollock has failed to
explain how his “expertence’ providcs a sufficient basis for his conclusion. As discussed
previously, the Advisory Committes Notes to Rule 702 explain that Rule 702 requires that “[t}he
expert’s testimony st be gromnded in an accepted body of learning or experience in the
expert’s icld, and the expert must explain how the conclusion is so grounded.” Mr, Pollock has
totally failed to identify any such accepted body of learning or experience in his field, has
considered .wuafully inadequate facts in making his evaluation and reaching his conclusion, and
has failed to explain how his conclusion is groundett in, and results from, reliable apphcation of

adequate facts to a reliable and accepted anzlytical methodology. These gross deficiencies render
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Mz. Pollock™s opinion as to the likely approval of Niacor-SR, entirely unreliable and thus his

opinion must be exciuded under the Cornmission’s Rules.

V. Conclasion

For the reasons discussed above, we believe that Mr, Pollock iz not qualified by training,
knowledge, or experience to render retiable expert opinions regarding the issnes diseussed above.
We therefore respectfizlly request that this Court grant Complaint counsel’s Motion iz Limine o
exclude from evidence in this procesding, as required by §~ 3.43(b) of the Comnuission’s Rules,
Mr. Pollock’s expert testimony, including both testimony at trial and his testimony contained in
his expert report, retating to the Hateh-Waxman Act or any provision or aspect thereof, incliding
the Act’s 180-day exclusivity provision, the mmpﬁitivcncss of the Schering/Upsher-Srmth
patent infringement litigation settlement agreement, or any aspect thereof, and the issue of
possible approval or disapprovat by the FDA of Upsher-S8mith’s new drug application (NIXA) for

Niacor-SE.

Respecifuily submitted,

aren (3. Bo
David M. Narrow
Counsel Supporting the Complaint

Dated: Jamuary §, 2002
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UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

It the Matter of

SCHERING-PLOUGH CORPORATION, Doclet No, 9207
a corporation,

UPSHER-SMITH LABORATORIES, INC,,
a corporation, PUBLIC VERSION

and

AMERICAN HOME PRODUCTS
CORPORATION,
a corporation.

ORDER GRANTING COMFPLAINT COUNSEL™S
MOTION IN LIMINE TO EXCLUDE EXPERT TESTIMONY
QF ROBERT W. 'OLLOCK

IT IS HEREBY ORDERED that complaint counsel’s motion in Jimine to exclude expert
testimony by Robert W. Potlock at frial or in hig expert report concerning or relating to: 1) the
Hatch-Waxman Act or any provision or aspect thereof, including particularly the Act’s 180-day
exclusivity provisions; 2) any competitive assessment of the agreement, or any aspect of that
agrectnent, between Upsher-Smith Laberatories, Inc, {"Upsﬁer”} and Schering-Plough

Corporation (“Schering™) settling the patent infringement litigation between them concerning K-



Dhr; and 3) the issue of possible approval or disapproval by the FDA of Upsher-Smith’s New

Drug Application {“NDA™) for Niacor-SR, is granted.

Dated: . Eﬂﬁz

D. Michael Chappell
Aubministrative Law



CERTIFICATE OF SERVICE

- L David M. Narrow, hereby certify that on January 8, 2002, caused two copies of the
public version of the Complaint Counsel’s Motion fn Limine To Exclude Expert Testmony of -
Rabert W. Pollock, the Memorandnm In Support thereof, and the Proposed Order, to be served

wpon the following person by hand delivery:

.Honorable D. Michael Chappel
Administrative Law Judge :
Federa! Trade Commission, Rm. H-104
600 Pennsylvarna Avenus, NW
Washington, DC 20580

I caused one arigmal and ene copy of the public vemion of the Complaint Counsel’s
Motion Ia Limine To Exclude Expert Testimony of Robert W. Pollock, the Memorandum In
Support thereof, and the Proposed Order, te be served by hand delivery and email upon the
Iollowing Office:

Office of the Secretary

Federal Trade Commission,
600 Pennsylvania Avenne, NW
Rm. H-104

Washington, DC 20380

1 caused one copy of the public version of the Complaint Counsei’s Motion fn Limine To
Exclude Expert Testimony of Robert W. Pollock, the Memorandum [n Support thereof, and the
Proposed Order, to be served by hand delivery to the following partiss:

Laura 5. Sheres, Esg.

Howrey Simor Arnold & White
1299 Penneyivania Avenue, NW
Washington, D¢ 20004-2402

Chrigtopher M. Curran, Esq.
Whitc & Casc LLP

601 13" Street, NW
Washington, DT 20005




