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In the Matter of

Schering-Plough Corporation,
a corporation,
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a corporation,

and FUBLIC

Amcrican Home Producls Corporation,
A corporation.

UPSHER-SMITH’S OBJECTIINS AND RESFONSES TO COMPLAINT COUNSEL’S
REVISED THIRD REQUESTS FYOR ADMISSIONS

I'ursuant to Federal Trade Commission Rules of Practice for Adjudicative Proceedings §
3.32, Upsher-8mith hereby submits these responses and objeclions to Complaint Coungel’s
Revised Third Requests for Admissions. Upsher-Smith's response to any Request shall not

constitute a waiving any applicable objection privilege, immunity or other right. Furthcrmore,



UPSHER-SMITH’S OBJECTIONS AND RESPONSES
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Exclusivity Period has elapsed, or (2) the First Filer relinquishes or loses its eligibility to the
180-day Exclusivily Period.

Answer:

Upsher-Smith objects insufar as the Request calls for a legal conclusion. Upsher-Smith
further objects to the Request as vague and ambiguous duc to, among other reasons, the lack of
clarity as to the terms “prohibited,” “branded product” “approving,” and “eligibility.”

Additionally, Upsher-Smith objects that the Request is ciraular in that it essentially asks if
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FDA’s grant of cligibility for 180-day exclusivity survived until September 2801 or wonld have
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20, other than ANDA 74-726, can receive finxl approval from the FDA wntil Upsher’s 180-
day Exclusivity Period has expired.

Answer:

Lipsher-Simith objects to the Request because it calis for a legal conciusion. Upsher-
Smith further cbjects to the Request as averbroad and ambignous. Subject to and without
waiving its objections, Upsher-smith denies the Request and refers Complaint Coungel to the
Januaiy 28, 1999, letter from FDA to Upsher-Smuith { %, but offers no opinien as to
whether FDA’s grant of eligibility for 180-day exclusivity survived until September 2001 or

would have withstood a Tegal challenge frem a competitor.

Request No. 10:



requested. Upsher-Smith admits that it consistently offers cost-effective alternatives to high-cost

brand products.
Request No, 21:

Answer:

Upsher-Smith objects to the Reguest because it 15 vague and ambigucus, becavse, among,
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other reasons, the tenms “meeting,” “possible,” “scenarios™ and “discussed” are unclear.

Reguest No. 22:

Answer:
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other reasons, the {erms “meeting,” “possible)” “scenanios™ and “discussed” are unclear.



Request No, 24;

ANEwer;
Upsher-Smith objects to the Request because 1t is vague and ambignous, because, among
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other reasons, the terms “meeting,” “possible,” “scenarios™ and “discussed™ are unclear.

Reguest Mo, 25:

Answer:

Upsher-Smirth objecis {o the Request because it is vague and ambiguous, because, among
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Request No, 26:

Answer:
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things, the meanmng of © * 1z vnclear. Subject to and without waiving

its objections, Upsher-Smith denizs the Request

Request No, 27:

Answer:
Upsher—Smith objects to the Bequest as vague and ambiguous becauvse, among other

things, the meaning of " 15 unclear. Subject to and without waiving

its objections, Upsher-Smith denies the Request as



Request No. 23:

Answer:
Upsher-Smith objecis 10 the Request as vague and ambiguous becanse, among other
reasons, the meaning of ™ " is unclear as used in the Request. Subject to and

without waiving its objections, Upsher-Smith admits that

Request No, 29;

Answer:

Upsher-Smith vbjecls Lo the Reguest as vague and ambiguous because, among other
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inserfar as it requires Upsher-Smith to review information already provided to Comnplaint Counsel
to answer the Request. Muoreover, Upsher-Smith notes that a position taken in & cour
proceeding does not necessanly constitute an admission m a subsequent proceeding. Finally,

Upsher-Smith notes that the New Jersey Distnict Court never found non-infringement. Subject to
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the position that the 743 Patent was valid, but Schering-Flough did and the Court never resolved

the izaue.
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information and belief, Upsher-Smith admits that the District Court made no finding that Upsher-
Smith’s generic version of K-Dur 20 was likcly or unlikely to infiinge the “743 Patent.

Request No. 52: The New Jersey District Court made ne linding that the <743
Patent is not imvalid.

Answer:

Upsher-Smith objscts to the Request insofar as it requires Upsher-Smith to review the
information already provided to Complaint Counsel to answer the Request. Moreover, Upsher-
Smith netes that a poesition taken in a count proceeding does not necesgarily constitute an
admission in a subsequent preceeding. Upsher-Smith also ohjects to the Request on the srounds

that it is confusing, as Complaint Counsel prepared the Request in terms of a triple-negative.
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Subject to and without waiving its objectiens, upon information and belief, Upsher-Smith admits

that the District Court made no finding that the ‘743 palent was valid or invalid.

Request No. 53; The New Fersey District Court made no finding that the £743
Patent is cnforceabie,

Answer:
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continued the Schering/Upsher Patent Litization.

Answer:
Lipsher-Smith objects that the Request reyuires a legal vonclusion. Upsher-Smith [urther

?hitﬂﬁtp m Bequest as vagus. The terms “possibilitv” and “won” have not_heen defined anid
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its peneric version of K-Dur 20.

Answer:

.Upsher—Smith objects to the Request as it seeks a legal conclusion as to final FDA
approval.  Lpsher-Smith objects 1o the term “final” as vague and amhi@nus. Upsher-Smith
refers Complaint Counsel to which 15 the best evidence of
the information s::ﬁght m the Request. Subje.ct to aﬁd without waiving its objections, Upsher-

Smith admuts the Request.
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sher to hegin the commercial sale 0f 1S generic version of R=bur 20.
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Request No. 83:

== -

Request No. 84:

Answer:



Request No. 85:

Answer:

Request No. 87:

Answer:



Request No, 88:

Answer:

Request No. 89:

Answer:



Request No, 90;

knowledee as to action by

Request No, 95:

Answer;
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Request No, 98;

Answer;
Upsher-Smuth objects to the Request as it requests information beyond the knowledge of

Upsher-Smith.
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Request No. 104:

Answer;



Requesi No. 105:

Answer:

Request No. 106:

Answer:

Request No. 120: The Schering/Upsher Agreement was not presented (o the New
Jersey District Court for approval.

Answer:

Upsher-Smith objects to the Request insofar as it requests Upsher-Smith {o review the
information already provided to Complaint Counsel 10 answer the Request, Subject to and
without waiving its objections, Upsher-Smith, upon information and belicf, admits that the

Schering/Upsher Agreement was not presented to the New Jersey District Court for approval,



"Further, Upsher-Smith, upon information and belief, notes that the New Jersey District Court

rever requested and never requited that the Agreernent be submitted.
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Schering/{Upsher Agreement.
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information already provided to Complaint Counsel to answer the Request. Subject to and

without waiving these cbjections, Upsher-Smuth, upon information and belief, admits that the
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Upsher-Smith objects t¢ the Request insolar as it requests Upsher-Smith to revicw the
information already provided io Complaint Counsel o answer the Requests. Subject to and

without waiving its objections, Upsher-Smith, upon information and belief, admits that the
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information and belief, that no federal district court required or requested that the Agreement be

approved,

Request No, 124:

Answer,

Request No. 129:

Answer;



Request No. 130:

Answer:

Request No. 131

Answer:



Request No, 132:

Answei:

Request No. 133;

Answer:

Request No, 135;

Answer:



Request No. 136:

‘Answer:

Request No. 138:

Answer:

Request No. 13%:

Answer:



Bequest No. 140:

Answer:

Reguest No. 141:




Request No, 142:

Answer:

Requoest No, 143;




Request No. 158: Substitution from a brand product to its bicequivalent or AB-
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Lpsher-Smith objects to the Request because it iz vague and overbroad, because, among
other Teasons, the terms “substitution™ and “biccquivalent” are vague as used in the Request.
Upsher-Smith further objects because the Request calls for information bevond its knowledge,
and any such answer would require speculation on the part of Upsher-Smith, Upsher-Smith

further objects to the Request insofar as it requests information that is irrelevant to the

allegations wn this matter. Subject te and without waiving its objections, Upsher-Smith denies
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Request No, 161:

Answer:

Request No. 163:



Reguest No. 173:

—_—

Request Na. 174:

Answer:



Request No. 176;

Answer:

Request No. 178:

Answer:

Regquest No. 179

Answer:



Reguest No, 150;

Answer;

Reqguest No, 241;

Answer;

Request No. 274: Elevaied levels of liver enzyme SGOT in the bloodstream are an
indication of either liver disease or liver damage.

Answer:
Upsher-Smith objects to the Reguest as vague and ambiguous. Subject to and without
walving its abjections, Upsher-Smith denies the Request.  Assuming 3GOT refers to “serum

glutamic oxaloacctic transamimase,” clevated SGOT levels may be found in organs other than the



irver and may be the result of muscle damage unrelated to the hiver, such that elevated SGOT
levels do not necessarily indicate “liver disease or liver damage.”

Request No, 275; Elevated levels of Jiver enzyme SGPT in the bloodstream are an
indication of either liver disease or liver damage.
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Request No. 287;

Answer;

Request No. 288:

Answer:

Request No. 289;

Answer:



Reqguest No, 290

Answer;

Hequest No. 291:

Answer:

Request No, 292;

Answer:



Request No, 294;

Answer:

Request No. 299;

Answer:

Request No, 301:

Answer:



Request No. 302:

Answer:

Request No. 304;

Answer:

Request No. 304:

Answer:



Request No. 310;

Answer:

Request No, 312: Kos™s Niaspan product was a once-daily fﬂrmulat.inn of niacin,

Answer:

Upsher-Smith objects to “was” as used in the Request as wvague, confusing and
ambiguous as to time. Upsher-Smith objects to the Request to the extent 1t implies the
formulation of Kos's Niaspan changed at some pont.  Subjecl lo and without waiving its

objections, [fpsher-Smith admits that in 1997 Kos’s Niaspan product was a ence-daily formaticn

of niacin.

Request No, 31%:

Apnswer:



Request Na, 319:

Answer:

" A

Request No. 322:

Anxwer;



Request No. 324;

Answer:

Request No. 329:

Answer:

Request No, 330:

Apswer:



Hequest No. 332;

Answer:

Request No. 334:

Answer:



Dated: Movember 13, 2001 Respecifully submitted,

YWHITE & CASE LLP

J. Mark Gidley

Christopher M. Curran

Rajeev K. Malik

601 Thirteenth Street, N.W,
Washington, B.C. 20005-3807
TFelephone: {202) 626-3600
Facsimiie: (202) 639-9355

Attorneys for Upsher-Smith Laboratories, In.



CERTIFICATE OF SERVICE

I, Dernis Keily, hereby certily that ont November 13, 2001, 1 caused a copy of Upsher-
Smuth’s Responses And Objections To Complaint Counsel’s Revised Third Request For
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November 14, 2002 by hand delivery:

Hen. D. Mickael Chﬂ;:rpell
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Room 104
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UNITED STATES OF AMERICA
FEDERAI TRADE COMMISSION

ATAROECOw
o 'ty
<& RECETEOYICINENTS Oy

WAY 1 0 2001
SEcrprant

In the Matter of

Schering-Flough Corporation,
a corparation,
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Upsher-5mith Laberatories, Dracket No. 9297

) - . ’ ]

amd

Amencan Home Products Corporation,
a corporabion.

e mat mt mier g e

PROTECTIVE ORDER GOVERNING DISCOVERY MATERIAL

captioned matter against improper use and disclosure of confidential information submitted or




proceedings related thereto.

2. “Commission” or “FTC" means the Federal Trade Commiseion, or any of its
employess, agents, attorneys, and all other persons acting on its behalf, excluding persons
retained as consultants or gxperts for the purposes of this Matter.

3 “Scheting-Flough™ tneans Schering-Plough Corparation, a corporation organized,
existing, and doing business under and by virtue of the laws of the State of New Jersey, with its
office and principai place of business located at Kenilworth, New fersey.

4 “Upsher-5mith™ means Upsher-Smith Laboratories, Inc., a corperation erganized,
existing, and doing business imder and by virtwe of the laﬁs of the state of Minnesota, with its
office and principal place of business located at Plymouth, Minnesota.

5. “AHP” means American Home Products, a corporation crganized, existing, and doing
business under and by virtue of the laws of the State of Delaware, with.'its office and principﬂ
place of business located at Madison, New Jersey.

f. “Party” means either the FTC, Schering-Flongh, Upsher-Smith, or AHP.

7. "Respondents™ means Schering-Plough, Upsher-Smith, and AHP.
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this Matter and their associated attorneys; or other persens regularty employed by such law firms,
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a. “Producing Party™ moeans a Party or Thind Party that produced or intends 1o prodoce
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originally provided the Confidential Discovery Material to the FTC. The Producing Party shal




be obtained, and includes al} drafis and all copics of every such writing or record that conlain any

comimentary, notes, or marking whatsoever not appearing on the original.
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exiphate ior wﬁnimﬁ affirdavite_drrlaratipne Ancumanre negd

pursyatt to compulsory process or voluntarily in lieu thereof, and any other docuwments or
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TERMS AND CONDHTIONS OF PROTECTIVE ORDER
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limitation any business or commercial purpose, except that with notice to the Producing Party, a
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shal] not disclose the Restricted Confidential, Attomey Eves Only material to the wdcntified
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3. All docaments heretofore obtaingd by the Commission throush compulsory process
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that were obtamed during the pre<complaint stage of this Matter shall be ireared as
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Respondents’ Outside Counsel, as appropriate. upon the conclusion of the Expert/Consuliant’s
assignment or retention aor the conelusion of this Matter;

ey - to not disclose such Confidential Discovery Material ta anyone, except as
permutted by the Protective Order; and

{d) to use such Canfidential Discovery Material and the information contained
therein solely for the purpese of rendering consulting services to a Party to this Matter, including
providing testimony in judicial or administrative procesdings arising out of this Matter.

1. This paragraph governs the procedurss for the following specified disclosuras and

challenges to designations of confidentiality.

g1 Disclgryre pf Crnddentipl Niecovery Matepialtn Fypers Who, e {etent
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desipnated pursuant to paragraph 5 hereio).
If =ny Party desires to disclose Confidential Discovery Material to any Expert who may

testify and who is a current officer, director or emplovee of a pharmaceutical company (other



the Confidential Discovery Material within five business days of receiving notice of an intent to

disclose the Confidential Discovery Material to the 1dentified expert by providing the disclosing
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objects, the disclosing Party shaill not disclose the Confidential Discovery Material to the
identified expert, absent a written agreement with the Producing Party or order of the

Admimstrative Law Judge. The Producing Party lodging an objection and the disclosmyg Party
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desipnation. 1f the Producing Party timely preserves its rights, the Parties shall continue to treat
the challenged material a5 Confidential Discovery Material, absent a written agreement with the
Producing Party or arder of the Administrative Law Judge. The Producing Party, preserving its
rights, and the challenging Party shall meet and confer in good faith in an attempt to negohiate
changes to any challenged designation. If at the end of five business days of negotiating the
parties have not rezsolved their differsnces or if counsel determine in good faith that negotiations

have failed, the challenging Party may make written apphcation to the Admumistrative Law Judge
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have failed to resolve outstanding issues. The Producing Party and any other Parties shall have
five business days to rcspond to the applicztion. While an application 15 pending, the Partiss

shall maintain the pre-application status of the Confidential Discovery Material. Nothing in this
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declaration or declarations, as applicable, in the form anached hereto as Exhibit “A.," which in
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coungel n writing that such mateniai should be so designated and provides all the Parties with an
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documents.

10, Tithe FTC: (a) reeeives a discovery request that may require the disclosure by it of 2
Third Party's Confidential Discovery Material; or (b) intends to or is required to disclose,
voluntanly or involuntarily, a Third Party’s Confidential Discovery Material {whether ot not such
disclosure ig in response to a discovery requeat), the FTC promptly shall notify the Third Party of
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Adminstrauve Law Judge or the Camnrnission.
12. This QOrder poverns the disclosure of information during the course of discovery and does
not constitute an in comera order as provided in Section 3.45 of the Commission’s Rules of

Practice, 16 C.F.R. § 3.45

13. Nothing in this Protactive Order shali be construed ta eenflict with the pravisions of

Sections 6, 10, and 21 of the Federal Trade Commission Act, 15 U.S.C. §§ 46, 50, 37b-2, or with

Axty Party or Producing Party may move at any tirne for iz camera treatment of any
Confidential Discavery Material or any portion of the proceedings in this Matter 1o the extent

agcessary for proper disposition of the Matter. An application for iz camera treatinent must met
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16. This Protective Order shall not apply to the disclosure by a Producing Party or 1is Counsel
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whom the Diseovery Material was provided—anless the Party asked to return the Diseovery
Matenal in good faith reasonably believes that the Discovery Material is not privileged. Soch
good faith belief shall be based on either (i} a facial review af the Discovery Material, or (ii) the

madegquacy of any explanations provided by the Producing, Party, and shall not be bused on an
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Prodtucing Party shall substimute a redacted version of the Discovery Material at the time of
making the reguest for the return of the requested Discovery Material,

ic) Should the Party contesting the request to retuen the Discovery Material
pursnant to this parsgraph decline o retum the Discovery Matenial, the Producing Party seeking
remurn of the Discovery Material may thereafter move for an order compelling the retumn of the
Discovery Material. [n any such mation, the Preducing Party shall have the burden of showing
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

I the Matter of

Schering-Plongh Corporation,
a corporation,

Upsher-Smiith Labhoratories, Dokt No. 9297

a corporation,
and

American Heme Products Corporation,
a Corporator.
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DECLARATION CONCERNING PROTECTIVE
ORDER GOVERNING DISCOVERY MATERIAL

I, [NAME], hereby deciare and certify the following to be frue;
1. [Statement of etnployment]

2. 1 hiave read the “Protective Order Governing Discovery Material™ (Protective Onder'™)
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promiptly return all Confidential Discovery Material, and all notes,
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to Complaint Counsel or Respondent’s counsel, as appropriate.

4, I understand that if T am receiving Confidential Driscovery Material as an
Expert/Consultant, a3 that term 15 defined in this Protactive Order, the restrictions en my use of
Cenfidential Discovery Material also include the duty and obligation:

a. to maintain such Confidential Discovary Material in separate locked
roomis) or locked cabinet(s) when such Confidentinl Discovery Material is
ot being reviewed;

h. to return such Confidentizl Discovery Material ta Complaint Counsel or
Respondent’s Quiside Counsel, as appropriate, npon the conclusion of my
assignmeant or reteation; and

c. to use such Confidential Discavery Material and the information contained
therein solely for the purpose of rendering consulting szrvices to a Parly to
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