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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
In the Matter of
SCHERING-PLOUGH CORPORATION, Docket No. %297
& corporation,
UPSHER-SMITH LABORATORIES, INC., PUBLIC VERSION
& COrpotation,
and
AMERICAN HOME PRODUCTS
CORPORATION,
2 Corporation.

MEMORANDUM IN SUFPORT OF COMFPLAINT COUNSEL’S
MOTION TO COMPEL RESPONSES TO INTERROGATORIES
AND ADMISSIONS FROM RESPONDENT UPSHER-SMITH

£

]ril.tlﬁs motion, coﬁlp]ai.nt counsel seeké to coinpel respondent Upsher-Smith to .providc
proper answers to com piaint counsel’s interrogatories and requests for adniissions. Pursuant to
Scction 3.22(f) of the Commission’s Rules, we conferred with Upsher in good faith o discuss the
deficiencics with Upsher’s discovery ﬁmomcs.' Upsher agreed to supplement some of its
roaponses by December 18, 2001, At this point, however, we have received revisions only to
certain of the disputed interrogatories. Upsher's supplementation did little o cure the serious
deficiencies in its answers. Since the parties appear to have differing views as to what constitutes
an appropriate response, complaint counsel seeks an order from this Court requiring Upsher to;

Provide full and complete answers to interrogatories 2-6, 10-13, and 15;

¥ Dectaration of Clifton Smith (Attzchment A)..

I See Upsher’s Interragatory Responses (Attachment B); Upsher’s Supplemental
Eesponses (Attachment C).



Provide clear and specific responses to Comptaint Counsel’s First Set of Admission
Requests Nos. 3-11; and

Frovide clear and specific responses to Complaint Counsel’s Revised Third Set of
Admission Requests Nos. 21-27, 38, 60, 78, 84, 85, 87, 100, 103, 124, 129-33, 135, 136, 139,
141-43, 158, 173, 174, 176, 178, 241, 204, 330, 332, 334.*

L Upsher’s Interrogatory Responscs are Non-Responsive

Complaint counsel’s first set of 15 intcrrogatorics requested that Upsher provide the basis

of, and factual support for, Upsher’s dispute of core allegations raised by the Commission’s

complaint:

The challenged agreement harms cemsumers by delaying Upsher’s entry with a lower-cost
generig K-Dur 20 product (Int. Nos. 2 and 6);

Schering’s $60 million pﬁymmt was jn consideration for Upsher's delayed entry, not for
the Niacor-SR license (Int. Nos 3, 4, 10, 11, 12, and 15);

i Niacor-SR ficense had {ittle value to any pharmacentical nompanj.f, other than Schering in
the context of this agreement (Int. No. 5); and :

The challenged agreement restricts Upsher’s ability to bring to market even non-
infringing vessions of Schering’s K-Dur product (Int. No. 13).

The Commission’s Rule on interrogateries requires that each interrogatory be answered
“filly.” 16 CF.R. § 3.35(a}(2). To answer an inferrogatory “fully,” as this Court has iﬁcantl}r
explained, Upsher must “sufficiently identify]] documents,” “stat[e] facts,” and “elaborat[e] on

Tegat contentions.” In re Schering-Plough and Upsher-Smith, Order Granting Schering’s Motion

+ 3 See Upsher's Response to Complaint Counsel’s First Set of Requests for Admissions
(Attachoient D).

) * See Upsher’s Response to Complaint Ceunsel’s Revised Third Set of Requests for
Admissions (Attachmeni E). :



to Compel, at *2 {Dec. 14, 2001). In response to omr legitimate requests for information,
however, Upsher barely responds, providing only boilerplate objections, and unspeeified
references to over 100 boxes of documents submitted by Upsher duing discovery. Sucha -
respanse falls far short of Upsher's obligations vnder the Rules and this Court’s recent decision.
For example, in Interrogatory No. 4, complaint cormset asked Upsher to describe the basis
for the contention made in its Statement of the Case that “the drugs being {icensed — most notably
Niacor SR but the others a5 well - had value in line with the consideration received from
Schering.” (See Int. No. 4). This interrogatory seeks information from Upsher about one of the
central issues in this case: Are the rights to Niacor-SR worth a $60 nrillion nnn-cﬁntingcni
payment, as respondents contend, or is the Nia.cnr—SR_ license simply a means to hide Schering's
substantial pé}ment ta delay Upsher’s gencﬁc X-Dur 20 entry. Notwithstanding the chvious |

relevance of the requested information, Upsher recites its boilerplate ohjection:

tlife] interrogatary [is] irrelevanl, vapue, overly broad, overly burdensome, and
not rezsonably likely to lead to the discovery of admissible evidence.

Upslier has the bunden to substantiate these objections, yet it offers nothing to explam how
discovery of facts about Upsher’s core contention could possibly be “irrelevant.™ Having faifed
to substantiate its boflerplate objections, Upsher must answer the mlerrogatory with whatever

factual mformation it has,

S See Burns v. Imagine Films Entertainment, Inc., 164 FR.D. 589, 592.93 (WD.N.Y.
1996} (general discovery objections without sufficient specificity to allow court to ascertaln
. objectionable chiaracter of request are improper); Chubb Intexgrated Sys. Lid. v. National Bank of
Washington, 103 ER.D. 52, 58 (D.D.C. 1984) (“General abjgcﬁnns are not usefizl to the cour
wling on a discovery mation™); ft re Folding Carton Antitrust Litigation, 83 ER D, 251, 254
(0. 1. 1978) (bare assertions of undoe burden er irrelevanice are insafficient to satisfy burden
to establish the basis for objections). :



Answers to interrogatories must be responsive, full, complete and wmevasive. . . .
[T]he enswering party will be required to give the information available to him, if
any, throuph his sttorney, itvestigators, employed by him or on his behalf or other
agents or represcntative whether personally known to the answering party or not.

Continental [linois Nat 'l Bank & Trust Co. v. Caton, 136 FR.D. 682, 684 (D. Kan. 1991)
(quoting Miller v. Doctor s General Flospital, 76 FR.D. 136, 140 (W.D. Okla, 1977). Ignoring
this obligmion, however, Upsher refiises to provide any support for its contention, as requested
by the interrogatory. Instead, Upsher, relying on Rule 3.35(c), merely refers complaint counse] to
over 140 boxes of docements.

Subject to and without waiving objections and purshant to 3.35(c) of the Federal

Trade Commission Rules of Practice, Upsher refers Complaint Counsel to

dacuments elready produced to Complaint Counsel in Upsher-Smith's and

Schering Plough’s extensive and therough docwment production and among other

docements, SP170001-170002. Upsher also refers Comnplaint Counsel to the

expert reports of William Kerr (Exhibit 5 in particular) and Walter Bratic,

Upsher’s reliance en Rule 3.35(c}, hmve{rer, makes 2 mockery of this provision, Rute
3.35(c) allows a party, Yike Upsher, to produce records in place of responding “fully’” to an
intcrrogatory, only if twe canditions ave met: (1) the party provides “sufficient detail fo permit
the interrogating party to identify readily the individual documents from which the answet may

Do ascetigined”; and {2) the relative burdens of research are “substantially the same™ for both



parties. " 16 CFR. §3.35(b}2)(c).5 Upsher's response does not come close to satisfying efther
of these pre-canditions. ‘
First, Upsher makes no effort to satisfy the threshold specificity requirement. It does not
identtfy specific du;:umants from which complaint counsel’s AASWET Ay be derived. To the
contrary, Upsher dm:cts corplaint nmms_:l to the mass of busmess records produced in over 100
bexes.” Such evasive references to large numbers of documents is clearly inadequate under the
rules and the case law.*
Additionally, even if Upsher had identified a discrete set of -:_lmuman‘ts, the relative
- urden of deriving the answer would be substantially greater for complaint counse! than for

Upsher. The interrogatory seeks facts supporting Upsher’s contention. Only Upsher knows

% Sce Puerto Rico Agueduct and Sewer Authority v. Clow Corp., 108 E.R.D. 304, 307 (D,
. P.R. 1935) ([inding that the interogated party satisfied the specificity requircment by organizing,
agsembling, and identifying doctments by serial number, explaining how the information can be
found in the decuents, and offering reasonable assistance to defendants);, Oleson v. Kmart
Corp., 173 F.R.D. 560, 564 (D.Kan. 1997) (“To rely on [1he option to produce records], the
responding party must specifically identify which documents contain the requested information
in its answer to the interrogatory. If the party cannot comply with these requirements, it most
otherwdze answer the interrogatory fully and completely™.

7 Upsher's supplemcental response, which mercly adds citations to a single two-page
document and to = couple of its expert reports, does not satisfy Upsher’s obligation 1o answer the
interrogatory fully and completely. Schering- Plough Cerp., Dki No. 9297, Order Compelling
Complaint Counsel to Supplement Interrogatory Responses (Dec. 14, 2001).

¥ Fine Paper Antitrust Litigation, 635 F.2d 810, 823 (3" Cir. 1992) (quoting Advisory
Commitiee on the Rules, Fed. R. Civ. P. 33{c) {amended to 33{d) in 1993)); see also Oleson v.
Kmart Corp., 175 FR.D. st 564 (A party may not refer penerically to past or future production
of documents™); Adanta Shipping Corparation, Inc. v, Crass & Brown Company, 113 FRD.
(08, 1112 (SDNY. 1986) {referring the interrogating party to large numbers of boxes does
not “adequately direct the {interrogating party] to the pertinent documents so as to comply with
Rale 33[d]™).



which documents or information Upsher relied wpon in forming its contention. Upsher should be

directed to answer the interrogatory “fully” by “identifying documents,” “stating facts,” and

“elaborating on legal contentions.”™
| Upsher"s responses and supplemental responses to mmplqint counsel’s other

interrogatories are simifarky deficient. Complaint counsel is entitled to proper responges 10 these
intm‘mgatuﬁee-; Accordingly, complaint counse] requests that the Court order Upsher to respond
“fully" to Inlerogatory Nos. 2, 3, 4, 5, 6, 10, 11, 12, 13, and 15.
IL Upsher’s Admission Responses are Non-Responsive |

Complaint counsel served three sets of requests for admissicns on Upsher regarding facts
relevant to issues in ihis case. Upsher objected to, or failed to respond properly to, many of these
requests. Upsher’s improper responses fall into four general catesories: (1) denial based on
improper objections; (2) improper refusals to admit or deny; {3) improper answers that fzil to
i‘tdl;.l‘lil or deny the .css..cntial truth of the request; a-nd {4) improper referral to documents. The
parties have canfested in good Faith regarding the matters covered by this motion and have

reached impasse.” Accordingly, complaint counsel seeks an order under Commission Rule

¥ In response to our interrogatories, Upshcr occasionally identifies the testmony of
certain individuals. Upsher cannot €scape its obligation to provide full responses to the
interrogatories with vague references to some deposition transcripts. See Olason v, Kmart Corp.
at 564, '

" Upsher had agreed to provide supplemental responses to sorne of the disputed requests
for admissions by December 18, 200]. By the date of this filing, however, we had not received
any supplemental resporises. Should Upsher provide revised answers which respond properly to
our requests, we will notify the Court accordingly.

6
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3.38(a)(1) deeming the requests discussed below admitted, or compelling Upsher to properly
miswer them.

Requests for admissions are encowraged wmder the Rules to narrow the issues for trizl. By

“separating] the wheat from the chaff,"'! proper responses to reguests for admissions serve to

focus the parties’ and the judge’s attention on those matters tuly in dispute.”* A response is

proper only if it is “clear, specific, direct and straightforward. Evasive or equivocal answers are

. improper.” Sterfing Drug inc., 1976 FUC Lexis 272 at #2-3. If a partial or qualified answer is

possible in goad faith, it should be given. Rule 3.32(b). COn the other hand, denjals must “fairly
mect the substance of the requested admission.” /& If a responding party carmot honestly either
admit or deny a request, if must “set forth in detail” its reasons. Jd. Upsher’s_ improper responses
fail to meet these basic rcqui:erﬁtnts and shouid be rejected.
- Denials Based on Improper Ohjcctivns

I response to Requests 58, 60, 78, 835, 37, 142, 143, 153, and 241, Upsher raises
iimpoper ohiections and then refuses o admit or deny the “essential truth of the request.”
Upsher claims that these requests are vague and ambiguons, imﬁnssible to answer, andfor that the
siGohianon is beyond Upsher’s knnwlﬁdge, Cumplamt counsed fails to see how the terms
“passibility™ (No. 58), “kuuld prevail” (N::r 6{}), "proﬁl‘.s” (No. 142), “l.uwcr" (Nu 142},

“September 20017 (No. 143), “at least a 20% discount” (No. 143), “substitution” (MNo. 158), and

‘Y Boutrice Foods Company, 1979 FIC Lexis 597 at *2.

2 See General Mamm Corp., 1977 FIC Lexis 293 at *3 (admissions “expedite the tal -
and relieve the parties of the costs of proving facts that will rot be disputed at the trial™), Sterling

" Drug fnc., 1976 FTC Lexis 272 a5 *1 -2.
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“verbally responded™ (No. 241) would prevent Upsher from providing a good faith answer to
these requests. Nor docs Upsher descnibe why the terms are vagre or otherwise problematic,
therefore failing to satisfy its obligations under Rule 3.32(b) to “sn.;,t fnﬂ in detail™ the reasons it
carn ueither admit nor deny the réqucsts. See Audiotext Communications Network, Inc. v. US
Telecom, fnc., 1995 WL 0625744, at *2 (I». Kan Oct. 5, 1995). Moreover, Upsher must respond
to requests for admissions ¢ven if they have ambignous or undefined ph.rases‘ as long as any
amhbiguity can be explained in a qualification. Id. at *6.

Upsher objects to R&qu&at_s. 5% and 60 on the basis that they call for speculation.'*
Request 53 states:
| At ihe time of the Schering/Jpsher Agreement, there was a possibality that Upsher

could have won the Schering/Upsher Patent Litigation if it continued the

Schering/Upsher Patent Litigation.
This request docs not require Upsher to predict the uﬁtcumf: of the patent i;’lﬁ"itlgﬂ_tnf:nt Litigatior:.
That would call for speculafion, It only asks whether a particular ouicome was possihle, a fact
which either is true or not, and which Upsher should admit or deny.

Upsher’s objection that Rerquests 85 and 87 arf;: “impcssibﬁ 1o answer” is without merit.
Thesc icquests ask whether Upsher will contest the fact that Upsher would receive Schering’s
$60 million payment m:n:f it abandoned the development of Niacor-SR. Complaint counsel

fails to see how these requests could be “impossible to answer,” as Upsher claims, given that

v ' See also Beatrice Foods Ca., 1979 FTC Lexis 597, at *11 (Oct. 15, 1979) (1¢jecting
objection conceming vague {anmage).

** Many of Upsher’s responses raise similar deficiencies. Asa rcs"ult. complaint counsel
discusses cnly examples of the digputed answers.



T L I i S [ S S S

Schering had no trouble admitting precisely the same raquest;.“ Upshes should be required to
provide a direct response 1o these simple requests, s required by Rule 3.32.

Upsher refuses to answer Request 142, which asks whether Upzher will dispute that its
Average Selling Price of generic K-Dur is 20% less than the Average Selling Price of Schering’s
K-Dur 20. Upsher claims that it cannot answer this st!'a:ightﬁ:r;van:l request because “it assumes
facts concerning the uniformity of price and customer.” This objection makes no sense. The
raquest specifically takes into accomnt that price may differ depending on the customer. That is
why Average Seﬂing Price is a defined term based on Upsher’s own docoment - USL 07075,
{Attachment (). Upsher shonld be required to provide a proper answer to this request,

Request No. 158 asks about the rate of substitution from a brand product to 2an AB-mated
generic equivalent. Upsher refuses to answer, objccting that the reguest is “Irclevant to this
ﬁatter,’" and "chnnd its knowledge.” Contrary to Upsher’s claim, the request is directly relevant
to tliis case. The fact that genenic entrjf signiificantly reduces the sales of the brand product
almost immediately explains wh_',-f companiss like Schering and Upsher enter into agrecments to
prevent, delay, and hinder generic entry.

And ii 1s no excuse that the information sought may be beyond Upsher’s knéwle:lge. Sec
also Upsher Response to Request No. 241. Since the istne is whether Upsher seriously intends
to dispute the requested fact, Upsher must admit it even if it lacks direct personal knowledge, but
does not intend to place 1ha.t fact in issue. General Motors Corp., 1977 FTC Lexis 293, at "'3-4:

Moreover, Upsher is rsquifed.tc make a “yeasonable inguiry™ to answer these requests. If Upsher

' ¥ See Respondent Schering-Plough Corporation’s Objections and Responses to
Complaint Counsel’s Revised Second Request for Admissions Nos. 70 and 72 (Attachment F)

9



can neither adimit nor deny these requests after such a “reasonable inguiry,” it can only be
becanse it possesses no evidence on the requested point. In that case, Upsher should be

prohibited from offering any evidence disputing Requests 158 and 241 at inal.

Improper Refosals to Admit or Deny

Upsher responses to Requests 173, 174, 176, 178, 294, 330 and 332 are also deficicnt.
These requests ask whether Upsher will dispute certain facts about its activities relating to
Niacor-SR and its discussions with Schering about those activities. For example, Raquest 173
. asks whether Upsher ever “informed Schering that Upsher intended to seck or comsidered secking
FDA approval for an ANDA for Niacor-SR."” Upsher claims it cap neither admit nor deny this
fact conceming 1ts cwn conduct. Upsher either intends to present evidence disputing this request
or oot. Ifit does not intend {o p!an;:é tI1i§ facts in issue, Upsher shonld admit the fact, in whole or
*in part with quatifications, even if it Jacks direct knowledge. See General Motors Carp. 1977
FTC Leaxis, at *3-4. " Asd if Upsher possesses no information on the matter, it should state so,
and be precluded from offering any such evidence ai frial. Otherwise, these requests seek
relgvant information and we are entitled to know whether Upsher intends to dispute these facts at

il
et

adad .

Improper Answers that Fail Ta Admit or
Deny the Essentfal Troth of the Request

In its responses to Requests 21-27, 84, 103, 124, 129-33, 136, 139, 141, and 334, Upsher

fails to meet the substanee of the request.’® These responses are improper and should be deerzed

18 See Sterling Drug Inc., 1976 FTC Lexis 272, a1 *3 (June 16, 1976) (“[T]he answer
must faltly meet the substarice of the requested admission”).

.
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admitted, or Upsher should be compelled to provide proper answers. For exemple, Request 132
makes a straightforwerd statement:

In April 19-5_1:?, Upsher projected that eales of its generic version of K-Dur 20

would come only at the expense of K-Dur 20 or other bioequivalent generic K-

Dur 20 products,
in response, Upsher denies the request, and states that Upsher did not “establish a ¢company-wide
 position as to future sales.” The request does not ask abont company-wide projections. | The
definition of *Upsher” includes Upsher or any of its employees.)? Thus, the request asks simply
whether Upsher or any of its employess made the stated projections. Additionally, Upsher |
iinpmperl}'_uhjects that amy projections would “have Lirnited probative value, given their reliance
.rpon speculative assumptions.” This is not the proper place to dispute the weight of factual
evidence.® Upsher's response must admit or deny the truth of the fact. If Upsher hcliwcs.thc
fact shmz.ld be given Little weight, it is ﬂle-e to ar,g:ﬁe that at trial. For now, however, complaint
counsel is entitled to know whether Upsher intends to dispute the fact itself. Upsher’s responses
to vequests 84, 103, 124, 129-33, 136, 139, 141, and 334 are similarfy deficient. Tliese requests
should be deemed adl_'nittcd, or Upsher should provide proper responses,

" Upsher's responses to requests 21-27 are also wasivé and nen-responsive, For example,

Request 21 asks eimply whether 2 meeting was held on April 29, 1997 in whick possible launch

date scemarios for Upsher’s generic version of K-Dur 20 were discussed. Rather than provide a

Y7 Sre Definition No. 12 in Complaint Counsel’s Revised Third Set of Requests for
Admissions (Atfachment H}.

8 o0 General Motors Corporation, 1977 FTC Lexis 203, at *4 {“By admitting to a
fact, a party does not waive later argument that ender applicable substantive law the admitted fact
is of limited or no relevance™).

11



direct answer to this straightforward request, Upsher rambles on about why the fact of these
discussions should not be afforded much wetght:

Upsher-Smith objects to the Request becanse it is vague and ambigucus, becaose,
among other reasons, the terms “meeting,” “possible,” “scenarios™ and
“discusses” are unclear, Subjcct to and withonot waiving its objections, Upsher-
Smith admits that there was 2 meeting of certain Upsher-Smith personnel on or
about April 29, 1997. There was not, however, any discussion of “possible™
launch date scenarios. Launch was not legally or practically possible any time n
the foresecable future as of April 29, 1997. . Patent litigation with Schering-Ploupgh
was contirming, and the timing and terms of its outcome were highty uncertzin.
The 30-mornth stay under Hatch-Waxman was in effect, and FDA had not granted -
final approval. Furthermore, as a practical matter Upsher-Smith conld not
produce launch quantities. For these reasons among others, any disenssion of any
lantich dates at the April 29, 1997 meeting was necessarily highly thecretical and
hypothetical. Therefore, Upsher-Smith denjes the Request.

Upsher’s equivocal respanse “evades the central point of the requested admission™ Did Upsher
discuss possible launch dates for its genenc K-Dur 20 product at a particular meching in April
§9977" Upsher must aﬂmit ﬁr deny this fact. Arguments about the significance of this fact
should be saved for another day.
Improper Befervaf to Decuments

Upsher neither admits nor demes Requests 3-11 in the First Set of Admissions and
stoguist iul in the Revised Third Sct of Admissions. Instead, it refers cormplaim counsed to
particular documents. Such a rasp:msg is tmpmpcr |

In Request 3, for example, we ask Upsher to confinm its revenues for the year ending
1996. This is a shmple request and we are entitled to ﬁstraightfnrwnrd ANSWer. Ratﬁer than

provide thiz direct response, however, Upsher refersus 1o a partic:ulﬁr documnent, USLO1636-52

¥ General Motors Corp., 1977 FTC Lexis 293, at * & (Jan. 28, 1977).
12



“for information on this subject matter.” Of course, thet document containg the answer to our
request, but Upsher refuses to admit or demy it We are entifled to know whethet Upsher
intends io contest the stated proposition. Upsher shonld be directed to admit or deny this and

olher simelar requests,

Loowny S ppa I

Karen G fBokat
Bradley 8. Albert
Cliflon Smjth
Steve Vieux

Complaint Counsel

Dated: Tanuary 2, 2002

® Beatrice Faods, 1979 FTC Lexis at * 11 (requests may seck confirmation or denial of
a fact concerning a particular documenty; see alse Diederich v. Dept. of the Army, 132 FRD.
614, 617 (S.D.N.Y. 1990) (“[O]bjections that documents or regulations “speak for themselves”
alsu are improper™;

13
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WITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Marter of

SCHERING-FLOUGH CORPORATION, Docket No. 9297
a corporation,

UPSHER-SMITH LABORATORIES, INC.,,
2 corporation,

and
AMERICAN HOME PRODUCTS

CORPORATION,
i COTpOTEtion.

DECLARATION OF CLIFTON L., SMITH
Pusnatn to 16 CE.R. § 3.22(f), 1, Clifton Smith, declare the foilﬁwing;: |
I. I amt 2 stafT aftomey in the Federal Trade Commission’s Health Care Sewices and
"Products Division and haveé beeﬁ‘ involved as complaint counsel in the above-captioned
matter. 1 subrit this declaration to represent that complaint counsel has atterapted to
~ cenfer with Upsher-Smith in a goed faith effort 10 resolve by agreement the issues raised

in complant counsel’s motion. Cuﬁplaint counsel and Upsher have been unable to reach
an-agreement.

2. On Wednesday, Decetnber 12, 2301, T engaged in a. telephone mnferenx:u:- call with
Upsher’s counsel, including Rajecy Malik and Gustav Chiarello, regarding complaint
counsel's concerns over the adequ.acy of Upsher‘s. responses to interrogatory and
admission requests. Aﬂer.discussing the interrogatories in some detail, Upsher agreed to
consider supplementing some of the interrogatories and to follow-up with a second

conference call on Foday, December 14 to discuss the supplemeital responses.



B T Yyt w .

Complaint counse) agreed 1o provide, and did provide, a complete list of admission
responses which complaint counset believes to be inadequate prior to the Friday
conference call,

3 On Friday, December 14, 2001, 1 spoke by telephone with Gustay Chiarelto regarding
both Upsher’s supplementation of interrogatories and admissions. Mr. Chiarello agreed
that Upsher would provide suﬁplemﬂnta! responses to some of the interrogatories by close
of business on Wednesday, December 19. We also zereed that for some responses,
Upsher and complaint counsel had r;:achcd impasse as to other responses.

4, . OnMonday, De@bw 1'?; Tagain spoke by telephoneg with Mr. Chiarello. At ihat time,

Mr. Chim_e!lﬂ agreed to supplement f:crtain admission responses by Wednesday,
December 15,
5 As of today, Wednesday, December 26, 1 have not reccived Upstier’s supplemental

responses to complaimt counsel’s requests for adrmissions.

{ affinmn that the forcgoing is a true statement of events to the best of my knowledge,

omplaint Counsel
601 Pennsylvania Ave., NW
Washington, DC 20580

. Phone (202} 326-2055
Fax (202)326-3384

Dated: December 26, 2001
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UNITED STATES OF AMFERICA

FEDERAL TRADE COMMISSION
)
In the Master of }
)
Schering-Plough Cerporation, )
a corporation, )
Upsher-Smith Laboratories, Inc., ) Docket No. 9297
& CoTporation, )
)
aitd )
)
American Home Prodects Corporation, )
& corporation, )
)

UPSHER-SMITH'S RESPONSES TO
COMPLAINT COUNSFEL'S FIRST SET OF INTERRQGATORIES

In accordance with the Federal Trade Commussion Rule of Practice § 3.35 and the May 3,

2001 Scheduling Order, Upsher-Smith bereby responds and objects ta Complaint Counsel’s first

s¢t of interrogatories as follows:

- GENERAL OBJECTIONS TO
INTERROGATORIES, INSTRUCTIONS, AND DEFEINITIONS

The following general objections apply to each instruction, and document or information
request and shall have the same force and effect as if fully set forth in the objection to each

interrogatory. Hereinafter, the terns “document” and “documents” shall be equivalent and either

terms shall mean both the singular and plural



1. Upsher-Smith objects to the number of interrhgatcries Complaint Counsel have
propounded as they exceed twenty-five in number, including all subparts, in viclation of both

Federal Trade Commission Rule of Practice § 3.35 and Judge Chappell’s Scheduling Order.

2. Upsher-Smath objects ta providing any information or documents in résponse o
these interrogatories that would cause Upsher.Smith or its executives, officers, or other principals
to waive or ctherwise Jose any prvilege against self-incrimmmatior, joint defense privilege, or any

other applicable prvilege, immunity, protection, or restriction.

3. Upsher-Smith objects to providing any information or documerits in response to
these interrogatories that is protected by the attorney-client. privilege. or the work-product
doctnine, the privilege against self-incrimination, joint defense privilege, or any other applicable

i

privilege, immunity, protection of restriction,

4. Upsher-Smith objects to providing any mformation or decuments in response to
these Intcrrugétc—ries that arc not discoverable or the scope of which exceeds the obligations of

discovery under the Federal Trade Commission’s Rufes of Practice or other applicable law.

5. Upsher-Smith objects to providing any information or documents in rchpc:-nse. 10
these interrogatonies to the extent that disclosure or production would cause Upsher-Smith

armmoyance, embarrassment, opprassion, undue burden, or expense.
6. Upsher-Srmith objects 1o providing any information or decuments in respense to
these- interrogatories to the extent thet the information or dotument sought is of public record or

. s equally accessible and available to Complaint Counsel or is already in the possession of



Complaint Coumsel, thé Cominissioners, the General Counsel, the office of Administrative Law

Judges, or the Secretary in bis capacity as custodian or recorder of any such information, or their

respective staffs.

7. Upsher-Smith ebjects to responding to interrogatones or producing documents
to the extent that the instructions and defimtions contained in these interrogatories are not
reasonably calculated to lead to the discovery of admissible evadence, or -are unduly burdensome,
overly broad, irrelevant, unduly vague or ambigucus, or attempt 1o alter the plain meaning or
undertaking of any term, or attempt to impose éhligaﬁous on Upsher-Smith that are inconsistent

with or beyond those required under the Federa! Trade Comnussion’s Rales of Practice or other

ap?]icab]e Iaws,

- 8. Upsher-Smith ubjec;s to the instructions and the interrogatories o the exten:
that they are unreasonably cumulative or duplicative, the mformation or document is obtainable
from some cther scurce that is more convenient, less burdensome, or less expensive; Complaint
Counsel has already had ample opportunity by discovery in this action to abiain the information or

Cocumenis sought;, and the burden and expense of the proposed discovery outweigh ns hkely

benefit

o Upsher-Smith objects to any attempt in the interrogatonies to require the
production of documents that arr.: not within Upsher-Smith’s exclusive puss:ssiﬁn, custody, or
cunu:;ﬂ. Upshcr—Smith:s. rﬂsp‘uns:s will be based only upon such information and documents as
are available to, and known to, Upsher-Smith and it.s current employees at the time of such

produection.  Upsher-Smith’s responses will be based upon reasonable and diligent searches and
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meuines to locate and identify responsive non-privileged documents in their possession, custody

or control.

10. Upsher-Swith objects to the instnictions cantained in the interrogatories to the
extent that they seek 1o impose burdens or obligations that exceed those imposed by the Federal

Trade Commission’s Rules of Practice, and any other applicable statutory and decisional laws.

11. Upsher-Smith objects to the definition of “Upsher™ as it is overly broad and not
reasonably calculated 1o lead to the discovery of admissible evidence as it includes persans and

entittes not necassarily under the control of Upsher-Smith.

12 By answering any inte:rrc:gatories,.Upshe;'-Smith does not waive any of the above

-

ohjections, any defenses in any underlying action, or admit any liability in any underlying actien.

INTERROGATORIES RESPONSES AND QOBJECTIONS

1. Since the date of the first szle of Upsher”s generic version of K-Dur 20, state by month the
Net Sales and Gross Profit Upsher recetved from the sale of generic K-Dur 20 in the

Urnitzd States.

Specific Objections to Interrogatary 1: Upsher-Smith cbjects to this interreogatory as
irelevant, vague, overly broad, overly burdensome, and not reasonably calculated
to lead to the discovery of admissible evidence. The success of a generic version
of K-Dur 20 has nothing to do with the issue of whether the Upsher-
Smith/Schering settlement was anti-competitive, or any other issue in this case.
Furthermore, Upsher-Smith objects to the definition of “Net Sales” and “Gross
Profits,” as defined in the instructions, as it is vague and does not fairly represent

the plain meagings of those terms.

Response: Subject to and without waiving any objections, Upsher-Smith’s generic
version of K-Dur 20 has been on the market since September 1, 2001.
Additionally, Upsher-Smith’s generic version of K-Dur 20 has not been on the

. market for a sufficient period of time in order to calculate net sales or gross prafit.
It is impostant to nate that any calcolation of sales or profits for the genenc



version of K-Dur is artificially inflated because Schering’s K-Dur 20 is being sold
on & limited basis 1o consumers dize 10 manufaciuning 1ssues Schering must address
with the Food & Dmig Administration,

Identify each genceric product lannched by Upsher, and for each such product describe in
detail, and set forth the time involved to complete, each activity or effort underntaken by
Upsher t¢ prepare to launch the product once Upsher recerved tentative approval of that
generic product’s A.NDA from the FDA

Specific ﬂh_]l:l:tmns to Interrogatory 2: Upsher-Smith specifically objects to this
interrogatory as urelevant, vague, overly broad, overly burdensome, and not
reasonably calcutated to lead to the discovery of admissible evidence. Because this
interrogatory does not specify a time frame, it would appear 1o call for ANDA
launch records for each and every pencric product launched by Upsher-Smith
since the founding of the company. Furthermore, it is unclear, in this contex,
what “detail” means, in that the interrogatory could be seeking thousands of pages
of imrelevant scicntific reports detziliing emch and every mwinor analysis or
wvestigatdon involved in each and every ANDA product Upsher-Smith has
produced mcluding other products that are not relevant to this case. In addition,
the mterrogatory is plainly overly broad and unduly burdensome as it fails to define
the terms acitvity or effort, which could be interpreted to mean the smallest, most
inconsequential task, placing an ovenwhelming burden on Upsher-Smith to
respond.  Frnally, the details of cach activity and effort undermaken by Upshes-
. Smith to prepare for ANDA product launches is not relevant to the time it would
have taker for the products at issue in this case as each product faces unique

challenges.

Response: 3Subject t0 and without waiving objections, Upsher-Smith’s faunch of Klor
Con MIG end M20 was unprecedented in scale. Upsher-Smith had never
undertaken a product launch of this size and magoitude. Pursuant to Federal
Trade Commission Rule of Practice § 3.35(c), Upsher-Smith refers Complaint
Counsel to the testimony of Scott Gould, Chuck Woodnuff, Paul Kraloves, Mark
Robbins, Phil Dritsas and Ian Troup. Upsher-Smith alse refers Complaint Counsel
1o the documents already produced in Upsher-Smith’s extensive and thorough
document production for the specific details including the time involved and the
activities required to prepare for this product lzunch.

Describe in detail the basis for the statement in Upsher’s Statement of the Case, 2t p. 1,
that generic corapetition probably would not have accurred prior to Septémber F, 2001 “if
Upsher had won, given the appea! process angd the logistics of a new product launch ™

Specific Objections to Interrogatory 3:  Upsher-Smith specifically objects to this
interrogatory as irrelevamt, vague, overly broad, overly turdensome, and not
teasouably calculzzed 1o lead to the discovery of adnussible evidence. Upsher-
Smith also objects to this interrogatory as prematur¢ to the extent that it asks,



- : . - A . '
—————— e

prior 10 the close of discovery, for Upsher-Smith to describe in derait the basis for
that statement. Furthermore, the interrogatory is argumentative and calls for 2
legal conclusion as to the right of other finns to emter the potassium chloride
market.

Response: Subject to and without waiving objections, the information requested in ths
mterrogatary has already bees provided in 2 number of submissions to Complaint
Counsel, including among others Upsher-Smith’s expert reports and through the
testimeny of Scott Gould, Chuck Woodroff, Paul Kralovec, Mark Robbins, Phil
Dritsas and others, including individuals yer to be deposed. Pursnant to § 3.35(c)
of the Federzl Trade Commission's Rules of Practice, Upsher-Smith also refers
Complaint Counse! to documents already produced to Complaint Counsel in
Upsher-Smith’s extensive and thorough document production.

Describe in detail the basis for the statement in Upsher's Statement of the Case, at p. 2,
that “the drugs being licensed - most natably Niacor SR but the others as weil - had value
i [ine with the consideration received from Schering™

Specific Qbjections to Interrogatory 4:  Upsher-Smith specifically . objects to thig
intertogatery as wrelevamt, vague, overly broad, overly burdensome; and not
reasonably calcolated to lead to the discovery of admissible evidence. Upsher-
" Smith also objects because the decuments are equally accessible and available to
Compiaint Counsel and they are already in their possession. Furhermore, this

.- interrogatory is premature to the extent that it asks, prior to the close of discovery,
for Upsher-Smith to describe in detail the facts that form the basis for the
statement.

Respense: Subject to and without waiving objections, the information reguested in this
nterrogatory has already been provided in a number of submissions to Complaing
Counsel, including among others Upsher-Smith’s and Schering-Flough's expent
reponts and the testimony of Lam Troup, Denise Dolan, Philip Dntsas, Paul
Kraloves, Victoria O'Neill, Mark Robbins, and others, including individuals yet to
be deposed. Pursuant to § 3.35(c) of the Federa! Trade Commission's Rules of
Practice, Upsher-Smith also refers Complaint Counse! to documents already
produced to Complaint Counsel 1 Upsher-5mith’s extensive and thorough

document production -

Describe in detail, including identification of the companies, summary of the substantive
discussions, and listing of the amount of upfront payments discussed, the basis for the
rfatement in Upsher’s Statement of the Case, at p. 2, that “Upsher-Smith also had
substantive discussions with major pharmaceutical companies about licensing Niacor SR in
Europe, at least one of which indicated 2 willingness to pay substantial npfront payments.™’

Specific Objections to Interrogatory 5 Upsher-Smith specifically objects to this
imerrogatory as irrclevant, vague, overly broad, overly burdensome, and not



teasonably calculated to lead to the discovery of admissible evidence,
Furthermore, it is unclear how much “detail” the imtemogatory seeks.
Furthermore, the interrogatory seeks confidentizl business information of non-
paries, and it sohcits information beyond Upsher-Smith’s exclusive possession,
custady, or comtrol.  Upsher-Smith also objects to this interregatory as premature
to the extent that it asks, prior to the close of discovery, for Upsher-Smith to
describe in detail the basis for that statement.

Response: Subject to and without waiving objections, the information requested in this
mterrogatory has already been provided to Comnplaint Counsel and can be found in
the testimony from, among others, Victoria O'Neill, Mark Halverson, znd James
Egan. Pursuant to § 3.35(c) of the Federal Trade Comrnission’s Rules of Practice,
Upsher-Smith also refers Complaint Counsel to documents already produced to
Complaint Counsel in Upsher-Smith’s and Moereton Company’s extensive and
thorough document production. -

Describe in detail the methadology by which Upsher has priced Upsher’s generic version
of K-Dur 26.

Specific Objections to Interrogatory 6: Upsher-Smith specifically objects to this
inierrogatory as Irrclevant, vague, overly broad, overly burdemsome, and not
reasonably calculated to lead to the discovery of admissible evidence. Upsher-
Smith’s pricing methodology 15 irrelevant. Furthermore, Upsher-Smith objects as
this interragatory 1s premature to the ‘extent that it asks, prior to the close of
discovery, for Upsher-Smith to describe in detail the basis for that statement.

Response: Subject to and without waiving objections, the information raquested in this
interrogatory has already been provided to Complaint Counsel and can be found in
the testim-:m}r of Denise Dalan, Paul Kralovec, Phifip Dritsas, among others, as
well as in the testimony of individuals that still must be depused before the close of

fact discovery.

Does Upsher contend thar 2 produet produced according to its ANDA No. 74-726 would
have mitinpgedt U.S. Patent No. 4,863,743 if sold prior to September 1, 20017 If the
answer is anything other than an unequivocal no, describe in detail the factuat 2nd legal
bases for that infringement, and the factual and legal hases why the arguments made by
Upsher with rospect to nen-infiingement in the - Schermp/Upsher Patent Litigation are
incorrect.

Specific Objections to Interrogatory 7: Upsher-Smith specifically objects to this
question because &t i5 vague and unclear as 1.5, Patent No. 4,863,743 expires on
September S, 2006, not September 1, 2001, Upsher-Smith also objects to the
interrogatory a5 it secks an admission to 2 material element of the case and calls
for an impermissible legaf conclusien.



Response: Subject to and without waiving objections, Upsher-Smith dees not and could
not know whether the court system would conclude that its product infringed
Schering-Plough’s patent. Upsher-Smith was aware that lifigation is uncertain,
particularly patent liigation.  Upsher-Smith has provided the information
requested in interrogatory 7 from the testimony of from among cthers, Philip
Dritsas, Denise Dolan, Paul Kralovec, Vicora O'Neill, Jan Troup, and Mark
Robbins. This mformation is also found in the pleadings to the Schenng/Upsher-
Smith Patent Litigation, the expert reports in that litigation, as well as Upsher-
Smith's and Schering-Plongh's expert reports submitted to Complaint Counsel
October 8, 2008, and Upsher-Smith’s extengive and thorough docurment
production both during the investigation and during discovery in this proceeding.

Describe o detal, including the identification of each state and each managed care ptan,
the basis for Upsher's contention, in Paragraph 19 of it {sic] Answer to the Commplamt,
“that some states and managed care plans do not reimburse for the use of K-Dur to treat
porassium deficiency, known as hypokalemia, and mandate the use of egually efficacious,
readily available, and lower cost potassium chloride supplement preducts which are readily
gvailable in the market and compete with K-Dur 20"

Specific Objections to Interrogatory 8: Upsher-Smith objects te interrogatory 8 on the
grounds that it is ircelevant, vague, overly broad, or overly burdensome. 1In
particular, Upsher-Smith objects to interrogatory 8 on the grounds that it is unduly
burdensome and irrelevant to identify 2ach siate and each managed care plan that
supports this contention, Furthermore, Upsher-Smith objects to interrogatory 8 on
the grounds that it {5 already known to Complaint Counscl, and equally available 1o
both parties.

Response: Subject ta and withoeut waiving objections Upsher-5Smith responds as follows.
Some Michigan, Celifornia, and Tennessee plans do not reimburse for K-Dur 20.
To date, Upsher-Smith has found 2 number of managed.care plans that do not
reimburse for K-Dur 20. For example, some Kaser, Me:rck—Medm and John

Deere plans do not reimburse for K-Dur 20.

Describe in detatl, including the identification of each product, the basis for Upsher's
contention, in Parzgraph 2t of its Apswer to the Complaint, that “there are numerous
products that are readily available in the market at lower cost and are reasonable

therapeutic alternatives to K-Dur 26.”

Specific Objections to Interrogatory 9. Upsher-Smith objects to interrogatery 2 on the
grounds that it is irrelevam, vague, overly bread, and overly burdensome. In
particutar, Upsher-Smith objects to interrogatory ¢ on the grounds that it is woduly
burdensome and irrelevant to state each product that supports this comentios.
Moreover, Upsher-Snnth specifically objects to this interrogatory 25 premature to
the extem that it asks, prier to the close of discovery, for Upsher-Smith to describe
in detail the basis for that statement. Furthermore, Upsher-Smith objects to
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interrogatory 9 on the grounds that it is already known to Complaimt Counsel, and
equally available 1o both parties.

Respunse' Subject to and without waiving objections, Upsher-Smith responds as follows,
Some of these products include: Xlor-Con M190, Klor-Can 8, Slow-K, Kaon-Cl §.
CGeneric potassiumn chioride 8 mEq tablets, K-Tab, Klotrix, K-Dur {10mEqg), Kaon-
€1 1¢, Generic potassium chionde 10mEq tablets, Micro-K 8, Micre-K 10, K-
Lease, Generic potassium chlonide 10 mEq capsules, Koachlor-SF, Kaen-Cl 20%.,
Kacchior, Kay Ciet, Rum-K, Generic petassium chioride liquid produets, K-Lyte,

- K-Lyte CL K-Lyte DS, K-Lyie CI-50, Klor-Con EF, Klorvess, Generic potassium
chloride effervescent tabicis, K-Lor, Klor-Con, Kay Ciel, Generic potassium
chloride powders for cral solution. In multiple cases, there are several generic
manufacturers of potasstum chleside. Furthermare, the information requested in
interrogatory 9 has already been provided to Complaint Counsel in testimony from,
amang others, Philip Dritsas, Denise Dolan, Victoria O'Neil  Pursuam to Federsa!
Trade Cammission Rule of Practice § 3.35{c), Upsher-Smith 2lso refers Complaint
Counsel to documents already produced ro Compiaimt Counsel in Upsher-Smith’s
extensive and thorough document production.

Descnbe in detail the basis for Upsher’s contention, in Paragraph 24 of its Answer to the
Complaint, that “K-Dur is pot clinically superior 1o any of the many other potassium

_ chleride supplement products that are readily available in the market as low cost
" alternatives from multiple sources in many different dosage forms and strengths.™

Specific Objections to Interrogatory 19: Upsher-Smith objects to interrogetory 10 on
the grounds that it is vague, overly broad, and overly burdensome. This
interrogatory seems To request a “decail[ed]” analysis and clinical comparison of alf
other low-cost potassium chioride supplemernt products available in the market.
Furthermore, Upsher-Smith specifically objects to this interrogatory as premature
10 the extent that it asks, prior to the close of discovery, for Upsher-Smith to
describe in detail the basis fior that statemem,

Response:  Subject to and without waiving objections, the taformation requested in
imerrogatory 10 has -already been provided 10 Complaint Counsel in Upsher-
Smith’s extensive and thorough document production  Pursuant to Federal Trade
Commission Rule of Practice § 3.335(c), Upsher-Smith also refers Complaint
Counsel to Upsher-Smith's document production.

Describe in detail the basis for Upsher’s contention, in Paragraph 43 of its Answer to the

"Comp!aim, that Upsher “never had any intention of committing the substantial resources

necessary to sypport & commercial launch of Klor Con M20 untl afier the final dlspc-smun
of the patent infringement litigation in its favor through appeal ™

Specific Objections to Interrogatory 11: Upsher-Smith objects to interrogatory 11 an
the grounds that if is vague, overly broad, and overly burdensome. In particular, it
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is unclear what the word “detail” requires in this context. Furthermore, Upsher-
Smith objetts to interrogatory 11 on the grounds that it the information sought is
already available and known to Complaint Counsel,

‘Response:  Subject to and without waiving objections, the information requested in

interrogatory 11 has etready been provided to Complaint Counsel in the testimony
of, among others, Izn Troup, Mark Robbins, Scett Gould, Philip Dritsas and Paul
Kralovee, as well as Upsher-Smith’s expert reports.  Furthermore, pursuant to
Federal Trade Commission Rule of Practice § 3.35(c), Upsher-Smith also refers
Complaint Counsel to documents already produced to Cumplmnt Counse! in
Upsher-Smith’s extensive and thorough document production

Describe in detail the basis for Upsher’s contention, in Paragraph 46 of its Answer (o the
Complaint, that “Niacer SR was particularly promising and valuzble.”

Specific Objections to Interrogatory 12: Upsher-Smith abjects to interrogatory 12 on
the grounds that it is vague, overly broad, and overly burdensome. In particular, it
is unclear what the word “detail” requires in this comiext. Upsher-Smith
specifically objects to this interrogalory ‘as premature to the extent that it asks,
prior to the close of discovery, for Upsher-Smith 1o describe in detail the basis for
that statement. In addition, Upsher-Smith objects to this interrogatory as it is
argumentative. Upsher-Simith also oliects fo this interregatory as premature to the
extent that it asks, prior to the close of discovery, for Upsher-Smith to describe in
detail the basis for that statement. Furthermore, Upsher-Smith objects to this
interrogatory because it requests information that is atready available to Complaim

{ounsel

Response:  Subject to and without waiving objections, the information requested in
imerrogatory 12 has already been provided to Complaint Counsel in Upsher-
Smith’s extensive and thorough document production. Pursuant to Federal Trade
Comemisston Rule of Pragtice § 3.35(c), Upsher-Smith refers Complaimt Counsel 1o
those documents. Additionally, this information is provided tc Complaint Counset

m the testmnony of Victoria (FNeill, lap Troup, Peul Kralover, Denise Dolan,
Philip Dritsas, among mhcrs as well as the expert reports submitted by Upsher-
Smith.

Deseribe in detail, including identification of the provisions at issue, the basis for Upsher’s
contentions, in Paragraph 10 of its Defenses and Affiomative Defenses filed with its
Answer 10 the Complaint, that certzin provisions of the apreement {a) “are, # anything,
ancillary to the agreement’s primary purpose”; (b} “had nc demonstrzble effect on the
parties” behavior™, and {c) “were necessary to ensure that the parties could not evade their
settlernent obligation not to infringe Schering’s patents.™

Objections to Interrogatery 13: Upsher-Smith objects to interrogatory 13 on the
grounds that it i3 vague, overly broad, and overly burdensome. In particular, it is



unclear what the wotd “detzil” requires in this context. Upsher-Smith also objects
to this interrogatory as 3 is argumentative and calls for a legal conclusion as to the
parties settlement obligations, and what would or would not infringe Schering’s
patemts. Furthermore, Upsher-Siuth specifically objects to this interrogatory as
premature 1o the extent that it asks, pror to the close of discovery, for Upsher-
Smith to describe in detail the basis for that staternent.

Response; Subject to and without waiving objections, the information requested
mterrogatory 13 bas already been provided to Complaint Counsel in Upsher-
Smith’s extensive and therough document production. Pursuant to Federal Trade
Commission Rule of Practice § 3.35(c), Upsher-Smith refers Complant Counsef to
thuse documents. Additiorally, this information is provided to Complaint Counsel
in the testimony of lan Troup and Mark Robbins, among others, as well as the
expernt reparts submitted by Upsher—Smlth and Scherning-Plaugh.

k4.  Identify each instance since Januery 1, 1995, where Upsher paid $1 million or more in
Licensing fees and, in remym, obtained a license for another company’s pharmaceutical
product {or otherwise obtained the right 10 market a pharmaceutical product thart the other
company owned or oo which & held the patent righrs}. For each such instance:;

{2} identify the campany or entity receiving such payments;
{b) identify Lhe pharmaceutical product(s) for which such payments were made;

(c} specify the projected annual dollar value of sales (at the fime the parties entered into the
license) of the pharmaceutical product(s) in the United States and other countries ar

regions {e.g., Eurcpe) covered by the license,

(d} specify the projected net present vatue of sales (at the time the parties entered into the license)
of the pharmaceutical products(s) in the United States and other countries or regions (e.g.,

Eurepe) covered by the hicense;
{c) state the armount of the licensing fees 1o be paid under the terms of the license; .

(£} state whether .ﬁn}r or all of the licensing fees were unconditional or nonrefindable and, to the
extent that they were not unconditiona! or nonrefundable, describe the cirqumstances
endet which any such fees conld be or were to be refunded to Upsher,

£{g) state whether under the license the licensor could receive and not refumd to the licensee
payments received or to be received, where the licensor failed to perform its obligations
under the lcense (e g, failed tp seek FDA approval of the produce, failed to conduct or
cvomplete clinical trials necessary for FI2A approval);

(h) state whether any or all of the licensing fees were milestone payments and, if so, state the
ciccumstances under which the milestone payments could be or would be paid,
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(i) state whether any royalty payments were provided for under the license end, if so, state the

circumstances under which the royalty payments could be or would be paid (including

royalty rates provided for);

(7} state whether any other form of compensation was pmﬁdﬁ! for under the license and, i so,
state the form of compensation (e.g., stock, shared development costs) and the
circpmstances under which such compensation could be or would be paid; and

{k) describe the regulator:.r status at the time of the license of the pharmaceurical preduct(s) in
ezach country in which any rights to sell or market the product were transferred to
Schering in consideration for the licensing fees {e.g., for the United States describe the
status of FD'A review and approval).

Objections to Interrogatory 14: Upsher-Smith objects tuﬁntmﬂgatury 14 on the

grounds that Complaint Counsel has exceeded the interrogatories permitted under
both Federal Trade Commission Rule of Practice 3.35 and Judge Chappell’s
Scheduling Order. Upsher-Smith ohjects 1o interrogatory 14 on the grounds that it
ts irrelevant, vague, overdy broad, overly burdensome, and not reasonably
calculated to lead to the discovery of admissible evidence, " In particular, . this
interrogarory requests information regarding products that are not at issue or

remotely relevant in the case. Furthermore, Upsher-Smith specifically objects to

this interrogatory as prematuge to the extent that it asks, prior to the close of
discovery, far Upsher-Smith to deseribe in detail the basis for that statement.

- Upsher-Smuth also objects to this interrogatery because it requesis information that

is already available to Complaint Counset.

Response:  Subject to and without waiving objections, the information reguested in

interrogatory 14 has already been provided to Complzint Counscl in Upsher-
Smith’s exiensive and thorough document production. Pursuant to § 3.3%(c} of
the Federz! Trade Commission’s Rules of Practice, Upsher-Smith refars Complaint
Counsel o ihose documents. Additionally, this information is provided to
Complaint Counsel through the testimony of lan Troup and Victoria O'Neill,
among others, as well as the expert reports submitted by Upsher-Smith and

Schering-Plough.

Identify each instance since January 1, 1995, where Upsher obtained a license for another
company's genenic pharmaceutical product {or otherwise obtained the right to market 4
generic pharmaceutical product that the other company owned or on which it held the
patent rights}. For each such instance: S :

{2} identify the company or entity from which Upsher obtained such 2 license; and

{b) identify the pharmaceutical product(s) licensed.



Objections to Interrogatory 15: Upsher-Smith objects to interrogatory 15 on the
prounds that Complaint Counsed has exceaded the interrogatories permitted under
both Federal Trade Cornission Rule of Practice 3.35 and Judge Chappell's
Scheduling Order. Moreover, Upsher-Smith objects to interrogatory 15 on the
grounds that it is irrelevant, vague, overly broad, overly burdensome, and nat
rezsenzbly calculated 1o fead to the discovery of admisstble evidence. This
wmterrogatory requests information regarding “each” instance since January 1,
1995, where Upsher obtained a license for another company’s generic
pharmaceutical product, including products that are not at issue in this case.
Furthermere, Complaint Counsel requests information on “genenic” pharmaceutical
products without providing e clear definition of exactly what they understand this
word to mean Upsher-Smith also objects to this interrogatory as it seeks
redundant information that Complaint Counsel has either previously requested or

already maintains in its possession.

Response:  Subject to and without waiving objections, the information requested in
Imtertogatory 15 has already been provided to Complaimt Counsel through the
testimony of among others, Vicioriz 0" Neilt,

Dated: Qctoher 22, 2001 Respectfully submitted,

WHITE & .CASE LLP

R S / .
By: ///; 2%"1/!
RobéiD. Paul
¥, Mark Gidley
Christopher M. Curran
Rajeev K. Malik
601 Thirteenth Street, N W.
Washington, D.C. 20005-3807
Telephone: (202) 626-3600
Facsinule: (202} £39-9355

Attorneys for Upsher-Smith Laboraiories, Inc.
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

} .

In the Matter of )
| )

Schering-Plongh Corporation, }
a corporation, )

)
Upsher-Smith Laboratories, Inc., ) Docket No. 9297
A corporation, )

)
and )

)
Ameritan Home Products Corporation, )
a corporation. ) -

)

UPSHER-SMITH’S SUFPLEMENTAL RESPONSES TO
COMPLAINT COUNSEL'S FIRST SET OF INTERROGATQRIES

Tn accordance with Section 3.35 of the Federal Trade Commission Rules of Practice,
Upsher-Smith hereby responds and objects to Cormplaint Counsel’s First Sat of Interrogatories

and provides supplemental answers as follows:

GENERAL OBJECTIONS TO

INTERROGATORIES, INSTRUCTIONS, AND DEFINITIONS

The following general objections apply to each instruction, and decument or information
request and shall have the same foree and effect as if fully set forth in the objection to each
interrppatory. H-:rﬁnafter, the terms “document” and “documyents” shall be equivalent and either
temn shall mean both the singular and pharal,

Upsher-Smith cbjects to the number of interrogatories Complaint Counse! have propounded

18 they exceed twenty-five in numbes, including afl subparts, in violation of both Federal Trads

- Commission Rule of Practice § 3.35 and Judge Chappell’s Scheduling Order.
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Upsher-Smith objects to providing any information or documents in responss to
these mterrogatories that would caise Upsher-Smith or its executives, officers, or
other principals to waive ar otherwise lose any privilege against sell-incrimination,
joint defense privilege, or any other applicable privilege, immunity, protection, or

restriction.

Upshes-Smith objects to providing any information or documents in response to
these interrogatories that is protected by the attorney-client privilege or the worke
product doctrine, the privilege against self-incrimination, joint defense prvilege, or

any other applicable privilege, immmnity, protectiog or restriction.

Upshier-Smith objects to providing agy information or decuments in response to
these interrogatonies that are not discoverable or the scope of which exceeds the

obligations of discovery under the Federal Trade Commission’s Rules of Practice or

other applicable law,

Upsher-Smiuth objects to providing any ioformation or documents m response to
these interrogatories to the extent that disclosure or producfion would cause

Upsher-Smith annoyance, embarrassment, oppression, undue burden, or expense.

Upsher-Smith objects to providing aay information or docoments in rcspﬂnsa 10
{hese Interrogatories to the extent that the information or document sought is of
public record or is equelly accessible and aveilable to Complaint Counsel or is

glready in the possession of Complaint Counsel, the Commissioners, the General



Counsel, the office of Administrative Law Judges, or the Secretary in his capacity as

custodian or recarder of any such information, or their raspective staffs

Upsher-Smith objeﬁs to responding to imerrogatories or producing documents to
the extent that the insﬁucﬁam and definitions contained in these interrogatones are
not reasonably calculated to lead to the discovery of admissible evidence, or are
undely burdensome, overly broad, irelevant, unduly vagne or ambigoous, or
attempt to alter the plam meaning os undmtakiqg of any texm, or attempt to impose
oh]igationﬁ on Upsher-Smith that are inmnsistenf with or beyond thﬂse. required

under the Federal Trade Commission Rules of Practice or other applicable laws.

U;:i;sher—Smith objects 1o the instructicns and the intemogatories to the extent that
thcy are uareasonably cumnfative or dugplicative, the information or document is
cbtainzabie from some l'.;l‘ﬂ'lﬂr source that is more convenient, Iess.hurdelnsurne, or [ess
expensive; Complaint Counsel has already bad ample oppostunity by discovery i
this mn to obtaln the informafion or documents sought; end the burden and

expense of 1he proposed discovery outweigh its hikely benefit.

Upsher-Smith ohjects to any attempt in the interrogatories to require the production
of documents that ars not within Upsher-Smith’s exclusive passession, custody, or
control. Upsher-Smith’s responses will be based only upon such information asd
documents es are available to, .and known to, Upsher-Smith and its current
employees at the time of such production. Upsher-Smith’s responses will be based
upon reasonable and diligent searches and inquiries to locate and identify responsive

non-privileged documents in their possession, custody or control,
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1.

Upsher-Smith objects to the instruetions contained in the interrogatories to the
extent that they seek to impose burdens or obligations that exceed those imposed by
the Federal Trade Commission’s Rules of Practice, and acy other applicable

statutory and decisicnal laws.

Upsher-Smith objects to the definition of “Upsher” as it is overly broad and not
reasonzbly calculated to lead to the discovery of admissible evidence as it includes

persons and t:ntiﬁgs not n::cassarﬂy under the control of Upsher-Smith.

By answering any interrogatories, Upsher-Smith does not waive any of the sbove
objections, any defenses in any vrnderlying action, or admrt any lisbility in any

underlying action.

INTERROGATORIES RESPONSES AND OBJECTIONS

Since the date of the first sale of Upsher’s genesic version of K-Dur 20, state by month the
Net Sales and Gross Profit UPSher received from the sale of generic K-Dur 20 i the

United States.

Specific Ohjcctions to Intl:rrugatnry 1: Upsher-Smith objzcts to this interrogatory as

irelevant, vague, overly broad, overly burdensome, and ot reasonably calcutated
to lead to the discovery of admissible evideace. The success of a generic version
of K-Dur 20 has nothing to do with the isme of whether the Upsher-
Smith/Scheting setilement was anti-competitive, or any other issue in this case.
Forthermore, Upsher-Smith objects to the definition of “MNet Sales™ and “Gross
Profits,” as defined in the instructions, as it is vapue and does not fairly represemnt
the plain meanings of those terms.

Supplemental Response: Subject to and without walving any objections, Upsher-Smith

provided Complaint Counsel with documents on October 31, 2001 and December
10, 200} that costain information on Upsher-Smith’s net sales of Klor Con M20.
Upsher-Sniith will provide data an gross profits for Upsher-Smith's potassium

- chloride supplements in early Jamuary,



Describe in detail the basis for the statement in Upsher’s Staternent of the Case, at p. 1,
that generic competition probably would not bave occurzed prior to September 1, 2001 *if
Upsher had won, given the appeal process and the logistics of a new product lsanch =

Speeific Objections to Interrogatory 3:  Upsher-Smith specifically objects to this
interrogatory as irrelevant, vegue, overly broad, overly burdensome, and not
reasonably calculated to lead to the discovery of admissible evidence, Upsher-
Smith also objects to this intemrogatory as premature to the sxtent that it asks,
prior to the close of discovery, for Upsher-Smith to describie in detail the basis for
that statemnent. Furthermore, the mterrogatory is argumentative and calls for a
Iegal conclusion as to the right of other fims to enter the potassium chloride
market. :

Supplemental Response: Subject to end without waiving any objections, Upsher-Smith
would not kave launched Klor Con M20 without final resehition of the patent
infringement litigation, wp to and incloding a fina? appeflate and perhaps even a
Supreme Court decision. Any laupch prior to this Snal resolution of the patent
infiingement lLitigation would have placed Upsher-Smith at a significant sk of
havig {o pay substantial damages in case 2 lower court’s decision was
subsequently reversed on appeal. The combination of the Iack of final resclution
of the patent litigation and epormous rarap-up for successfully lzunching the new
product, would have pushed Upsher-Smith’s eniry date beyond September 1,
2001, Pursuant to § 3.35(c) of the Federal Trade Commission Rules of Practice,
Upsher-Smith alsp refers Complaint Counse! to Upsher-Smith’s and Schering
Plough's extensive document production, and among other documents, Upsher-
Smith FTC 088067, Upsher-Smith FTC 123136-123137 and Upsher-Smith FTC
088477-08848C along with the expert report of William Kerr and in particular
Eshibits 1-4 to his expert report.

Describe 1o detail the basis for the statement in Upsher’s Statement of the Case, at p. 2,
ihot “ihe drags being licensed - most potably Miacor SR tut the others as well - had value
in fine with the consideration received from Scheriog ™

Specific Objections to Interrogatory 4: Upsher-Smith specifically objects to this
interrogatory as irelevant, vagne, overly broad, overly burdensome, and not
reasonably calculated to lead to the discovery of admissible evidence, Upshber-
Smith also objects because the doouments are equally accessible and available to
Complaint Counsel and they are already in their possession. Furthermore, this
interrogatory is premature to the extent that it asks, prier to the close of discovery,
for Upsher-Smith 10 describe in detail the facts that form the basis for the
statement.

Supplemmta! Response: Subject to and without waiving any objections and pursuant to

§3.35(c) of the Federal Trade Commission Rules of Practice, Upsher-Smith refers

Compliint Counsel to documents already produced to Complaimt Counsel in
Upsher-Smitk’s and Schering Plough's extensive and thorough document
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production and among others documents, SP170001-170002. Upshez-Smith also
refers Complaint Covnse] to the expent reports of WRoliam Kerr (Exhibit 5 in
particular) and Walter Bratic.

Describe in detail, inchuding idestification of the companies, summary of the substantive
discussions, and listing of the amount of upfront payments discussed, the basis for the
statement in Upsher's Statement of the Case, at p. 2, that *Upsher-Smith also bad
substantive discussions with major pharmacentical companies about licensing Niacor SR. in
Eurppe, at least one of which indicated a willingness to pay substantial upfront payments.”

Specific Objections to Interrogatory & Upsher-Smith specifically objects to this
IDEMogatoTy es iurelevant, vague, overly broad, overly burdensome, and not
reasonably calculated to kad to the .discovery of admissible evidence
Furthermore, it 5 unclear how much “detnl” the interrogatory seeks.

- Furthermore, the interrogatory seeks confidential business ioformation of noo-
parties, and it solicits information beyond Upsher-Smith’s exclusive possession,
custody, or control. ¥psher-Smith also objects to this interrogatory as premature
te the extent that it asks, prior to the ¢lose of discovery, for Upsher-Smith to
describe In detail the has:s for that staternent.

Supplemental Response: Subject to and without waiving any objections and pursuant to
" § 3.35(c) of the Federal Trade Comumission Rules of Practice, Upsher-Smith refers
Complaint* Counsel {0 documents already produced 0 Complaint Counsel in
Upsher-Smith"s and Schering Mough’s extensive and thorough document
production and- among others documents, USL 11810-USL [[81], Moreton
00G0700-Moretan 0000702 apd Moreton 0000046-Moreton $C00049,

Describe in detail the basis for Upsher’s coatention, in Paragraph 46 of its Answer to the
Complaint, that “MNiacor SR was particularly promising and valuable”

"p*c:!'"' Obj=ctions to Illt\':rmgati:urjr 12: Upsher-Smith abjects to interrogatory IE on
the grounds that it is vague, overly broad, and overly burdensome. In particular, it
is unclear what the word “detail” requires i this conmtext. Upsher-Smith
specifically objects 1o this inferrogatory as premmature to the extent that it esks,
prier to the clese of discovery, for Upsher-Smith to deseribe in detail the basis for
‘that statement. In ‘zddition, Upsher-Smith objects to this nterrogatory as it is
arpumeatative. Upsher-Smith also objects to this interrogatory as premature to the
extent that it asks, pricy to the close of discovery, for Upsher-Smith to describe m
detail the basis for that statement. Furthermore, Upsher-Smith objects to this
terrogatory because it requests infoymation that is already available to Complaint
Counsel. '

Supplementa) Response: Suvbject to and withont waiving any ohjections and pursuant to
~ § 3.35(c) of the Federal Trade Commission Rules of Practice, Upsher-Smnh refers
. ‘Complaint Coupsel to Upsher-Smith’s and Scherng Plough’s extensive and
thorough document production and among other documents, USL 11B10-11811,
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Moreton GOC0045-Moreton 0000049 and S 00040-SP 00047, Upsher-Suith also
refers Complaint Counsel to the expert report of Willism Kerr {in particufar
Exhibits 6-12) and Walter Bratic. '

14.  Identify each instance since Jamwary 1, 1995, whers Upsher paid $1 million or more in
hicensing fees and, 1n return, obtained 2 license for another company's pharmaceutical
product (or otherwise cbtained the right to market a pharmacentical product that the ather
eompany owned of on which it held the patent rights). Fer each such instance:

{a) identify the company or entity receiving such payments;
{b) identify the phanmaceutical product(s) for which sich payments were made;

(c} specify he projected antwal dollar value of sales (at the time the parties entered mto ﬁe
ficense) of the phanraceutical product(s) in the United States and other countries or
regions (e.g., Europe) covered by the license;

(d) specify the projected net present vafue of sales (at the time the parties entered into the Ecense)
of the pharmaceutical products(s) in the United States and other countries or regions (e.g.,
Eurcpe) covered by the Heense; '

 {e) state the amount of the licensing fees to be paid veder the terms of the Jicense;

(f} statﬂ whether any or all of the licensing fecs were unconditionat or nonrefindable and, fo the
© extent that they were not unconditional or noorefundable, describe the circumstances
under which any such fees could be or were to be refinded to Upsher;

(g} state whether under the license the licensor could seceive and not refund to the lcensee
paymenis received or to be received, where the licensor failed to perform its obligations
ugder the License (e, faled to seck FDA approval of the product, failed to eonduet ot
complete clinica] trials necessary for FDA approval),

(b} state whether any or all of the Licensing fees were milestone payments and, if so, state the
- gircumstances under which the milestone payments could be or would be paid;

(i) state whethey my royalty payments were provided for under the license and, if so, staie lIhﬁ
_Circomstances under which the royalty payments could be or would be paid (including

royalty rates provided for);

() state whether any other form of compensation was provided for under the license and, if so,
* state the ‘forzmn of compensation (e.g., stock, shared development costs) and the
circomstances under which such compensation could be or would be paid; and

-k} describe the repulatory status at the time of the license of the phamaceutical product{(s) m
ezch coustry in which any rights to sell or market the product were transferred to
Schering in consideration for the licensing fees {g.g., for the United States describe the
status of FDA review and approval).
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Objections to Iaterrogatory 14;  Upshes-Smith objects to interrogatory 14 on the
grounds that Complaint Counsel has exceeded the interrogatories permtitted under
both Federal Trade Commission Ruole of Practice 3.35 and Judge Chappell’s
Scheduling Order, Upsher-Smith objects to intersogatory 14 on the grounds that it
is irrelevant, vague, overly broad, overly burdensome, zad not reasgnably
calcalated to lead to the discovery of admissible evidence. In particular, thic
interrogatory requests information regarding products that are not &t issue or
remotely relevant in the case. Purthermore, Upsher-Smith specifically objects to
this interrogatory as premature to the extent that it asks, prior 1o the close of
discovery, for Upsher-Smith to describe i detadl the basis for that statement.
Upsher-Smith also objects to this interrogatory hecause it requests information that
is already available to Complaint Counsel. :

Szpplemental Response: Subject to and without wamng any nbjecunns, Upsher-Smith
15 not aware of any such agreements at this time.

Dated: December 21, 2001 Respectfially submitted,

WHITE & SE

By:
: -Bﬁbﬂy!j. Paul ‘

1. Mark Gidley

Christopher M. Curran

Rajeev K. Malik

€01 Thirtecnth Street, NNW. .

Washington, D.C. 20005-3807

Telephone: (202) 626-3600

Facsimile: (202) 639.9355

Attorneys for Upsher-Smith Labaratories, Inc.
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

American Home Products Corporatlon,
a corporation. '

}
[n the Matter of ).
‘ )
Schering-Plough Corporation, }
a corporation, )
)
Upsher-Smith Laboratories, Ine., ) Docket No. 9297
4 corporation, ) '
)
and ) PUBLIC
)
)
)
)

UPSHER-SMITH'S OBJECTIONS AND RESPONSES TO COMPLAINT COUNSEL’S
FIRST SET OF REQUESTS FOR ADMISSIONS

Pursuant to _Federﬂ Trade Commission Rules ﬁf’ Practice §3.32 Upsher-Smith
Laboratories, Inc. submits these ijecfiﬂns and responses 10 Complaint Counsel’s First Set of
Reyuests for Admissions to Upsher-Smith. The full text of each request is set forth below in
italics, followed by Upsher-Smith’s objections and rﬁp{:;Ils:S, Prevision of a responze tg any

rzguiest shall not constinte & waiver of any applicable objection, privilege, or other right,

REQUESTS FOR ADMISSIONS
Request No. I: Upshzr%&‘m:‘r& is a legally organized corporation under the kews of the

srare gf Minnesotx,

ANSWER: Upsher-Smith admits that it is a corporation organized under the laws of

the state of Minnesota.



Reguest No. 2: Upsher-Smith filed articles of icorporation with the state of Miniesota

on May 1, 1970,

ANSWER: Upsher-Smith admits that it filed articles of incorporation with the state of

Mingesotz on May 1, 1970,

Request No. 3:

ANSWER:

Request No. 4

:IKNS WER:

Request No, §:

ANSWER:



Request No. &:

ANSWER:

Reguest No. 7:

ANSWER:

Request No, 8;

1 ANSWER:

-
™
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Regquest No. 9:

ANSWER:

Regquest No. 10:

ANSWER:

Request Nv. 11

ANSWER:

Reguest No. 12: Upsher-Smith mamyfactures pharmaceutical products at irs facilities in

Minnesotn.



ANSWER: Upsher-Smith admits that it manufactures pharmaceutical products ‘at its

facilities in Minnesota,

. Reguest No. 13: In 1997, Upsher-Smith mamfactured phamaczu;r:‘caf products ar its
Jacilities in Minnesota.
ANSWER: Upsher-Smith admits that in 1997 it manufactured phannaneuticﬂ pmduﬁs
atits facilities in Minnesota, |

Reguest No. 14

ANSWER:

fequest No, 15

. ANSWER:

Request No. 16: Active pharmacentical ingredients for its phermacentical products are
 shipped to Upsher-Smith's facilities in Minnesota by suppliers Jrom facilities of those snpp}fer:

located outside Minnesota



ANSWER: Upsher-Smith objects to this Request as vague and ambiguous 25 it does not

define “actve phanmaceutical ingrediems.” Subject to this objection, Upsher-Smith admits that
some mgredients for fts pharmaceutical products are raceived from suppliers’ facilities located
outsite Minnesota.

Request No. 17: In 1997, active phermaceutical ingredients jor its phormaceutical
Products were shipped to Upsher-Smith's jacilities in Minnesota by suppliers from facilities of
those suppliers located outside Minnesota. [

ANSWER: Upshcr-ﬁnﬁth_uhje:ts.tn this Request as vapue and ambiguous as it does not
defing “active pharmaceutical ingredients.” Subject to this objection, Upsher-Smith admits that
some ingredients for its phar:paceuﬁcal products were received from suppliers’ facilities located
c.;rutside Minnesota in 1997,

Reguest No. IM: Vpsher-Smith re-;;efves payments transferred across state lines in
exchemge for its pharmaceutical products

ANSWER:  Upsher-Smith objects to this Request as the expression “payments
transferred across state lines in exchange for pharmaceutical preducts™ is vague and ambiguous.
Subject to this objection, Upsher-Smith adﬁts that it .rccﬂim some payments by mai! from other
states in exchange for pharmaceutical products. |

Request No. 19: In 1997, Upsher-Smith received payments tramsferred ocross stare fines
in exchemge for its pharmaceutical products.

ANSWER: Upsher-Smith objects to this Request as the phrase “pajrmcn.ts transferred
across state lines in exchange for phammaceutical products” is vague and ambiguous. Up;h:r-

Smith admits that in 1997 it received some payments by mait from other states.
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Request No. 20 Upsher-Smith authorizes transfer of funds across state lines in
exchange for active pharmaceutical ingredients.

ANSWI_}R: Upsher-Smith abjects to this Request as the phrases “transfer of funds” and
“active p!}a:mamu[ica] ingredients” are vague and ambiguous, Upsh&-ﬁnﬁm admits that it has
paid funds across stale lines in exchange for ingredients. |

Request No. 2I: In 1997, Upsher-Smith authorized transfer of funds across siate lines in
exchange for active phavmaceutical ingredients. |

ANSWER; Upshm'-S::ﬁth objects to this Request as the phrases “transfer of fands" and
“active pharmacentical ingredients” are vague and ambigwous. Upsher-Smith admits that it in
1997 it paid funds across state lines in exchange for ingredients.

Reguest No. 22:

ANSWER:
Request No, 23:

ANSWER:



Request No. 24:

ANSWER:

Request No. 25:

ANSWER: _

Request No. 26:

ANSWER:



M .-

Dated. September 10, 2061

VP

Respectfully submitred,

WHITE & CASE LLP

- Christopher M. Curran
" Gustav P. Chiarello
601 Thirteenth Strest, N.W.
Washington, D.C. 20005-3807
Telephone. (202} 626-3600
Facsimile: (202) 639-9355

Attorneys for Upsher-Smith Laboratories, Inc.
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CERTIFICATE OF SERVICE

[, J. Carlos Alarcon, hereby cenify that on September 10, 2001, I caused a copy of Upsher-
Smith’s Qbjections and Responses to Complaint Counsel's First Set of Requests for Admissions
1o be served upon the following persons by courier delivery.

The Honorable D). Michael Chappell .
Administrative Law Judge

Federal Trade Commission

&00 Pennsylvania Averue, N.W,
Washington, DC 20580

Karen (. Bokat

Federal Trade Commission, 3115
&01 Pennsylvama Avemye, N.W.
Washington, DC 20580

Laura S. Shores

Howrey Simon Arnold & White
1299 Pennsylvania Avenue, N.W.
Washington, DC 20004

Cathy Hoffinan

Amold & Porter

Thurman Armold Building
555 Twelfth Street, N'W.
Washington, DC 20004-2113

' JﬂCulus Alarcon
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URITED STATES OF AMERICA
' FEDERAL TRADE COMMISSION

American Home Products Corporation,
a corporation.

. )
In the Matier of )
- )
Schering-Plough Corporation, }
& cOrporation, )
)

Upsher-Smith Laberatories, Inc., ) Docket No. 9297
a corporation, }
)

and ) PFUBLIC

)
)
)
)

UPSHER-SMITH'S OBIJECTIONS AND RESPONSES TQO COMPLAINT COUNSEL’S
REVISED TITIRD REQUESTS FOR ADMISSIONS

-

-F'uﬁuant to Federal Trade Commission Rules of Practice for Adjudicative Proceedings §
5.32, Upsher-Smith hereby submite these responses and objections to Complaint Counsel’s
Revised Third Requests for Admissions. Upsher-Smith's re:spnﬁse 1o any Request shall not
constiiute & waiving any applicable objection privilege; immunity or other nght. Furthermeore,

Tpsher-Smith maies that it is responding to the Requests on an accelerated basis and therefore

akd =N ATREL

reserves the fght to modify its answers in any respect,

W b At e,
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[PSHER-SMITH’S OBJECTIONS AND RESPUNSES

Request No. 4:  As of September 2001, the FDA is prohibited from spprovicg
another generic version of the branded product untifl either {1} the First Filer’s 180-day
Exvlusivity Period has elapsed, or (2} the First Filer rclinguishes or loses its cligibility te the
180-day Excluslvity Perlod,

Answer;

Upsher-$mith objects insuf;ar as the Request calls for a legal conclusion. Upsher-Smith
further objects to the Request as vague and ambiguous due 1o, among other reasons, the lack of
clarity a5 to the terms “pmhihited,“" “pranded product” “approving,” and “eligibility.”
Additionally, Upsher-Smith cbjects that the Request is circular in that it essentially asks if
exclusivity exists until it is fost. Subject to and without waiving its objections, Upsher-Smith

. lenies the Request as it calls for information that is necessarily beyond Upsher-Smith’s factual

knowledge.

Request No, 8;: Upsher™s 180-day Em-::hlsivity Period was triggered on September
1, 2001. : .

Answer:

Upsher-Smith abjects to tﬁe request to the extent it requires a legal concluston as to,
among other reasons, whether Upsher-Smith has exclusivity and as te what <onstitutes a
“tngger.” Upsher-Smith further objects 10 the Request insofar as it does not specify the-pruduct
at issue, and the term “triggered” is \ragﬁe and ambiguous as used in the Request. Subject to and
withou? waiving its ohjectinné, even -assuming the Request refers 1o Klor-Con M20, Upsher-
Smith admits that it began commercial marketing_K]nr—Cnn M20 on September 1, 2601, Upsher-
Smith denies the reméﬁid& of the Rm:;ues:, and refers Complaimt Counsel to the Janpary 28,

199% letter from FDA to Upsher-Smith ( ), but cffers no opinion 2s to whether



FDA’s grant of eligibility for 180-day exclusmity survived until September 2001 or would have

withstood a legal challenge from & competitar.

Request No. 9:  As of September 2001, no ANDA for a geperic version of K-Dur
20, other than ANDA 74-726, can receive final approval from the FDA until Upsher’s 180
day Exclusivity Period kas expired. _

Answer:

Upsher-Smith abjects to the Request because it calls for a legal conclusion. Upsher-
Smith firther objects to the Request as overbroad and ambiguous. Subject to and without
waiving its objectiens, Upsher-Smith denies the chuest and refers Complaint Counse! to the
January 28, 1999, letter from FDA to Upsher-Smith ( ), but offers no opinion as to
whether FDA’s grant of eligibility for 180-day exchusivity survived until September 2001 or

would have withstood a Jezal challenge from a cﬁmpetitm’,

Request No, 10:

Answer:

Upsher-Smith objects to the Request as vague and ambiguous because, among other

Feasons, the meaning of “bioequivalent 1o a brand pmdﬁd“ and “brand prodoct™ is not clear.

Subject to and withom waiving its objections, Upsher-

. Smith denjes the Request as vague and confusing, and it is unciear what information is being
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- requested. Upsher-Smith admits that it consistentty offers cast-effective alternatives to high-cost

- brand produocts.
Request No. 21;

Answer:
Upsher-Smith objects to the Request because it is vague and ambiguous, because, among

other reasons, the terms “meeting,” “possible,” “scenarios™ and “discussed™ are unclear,

Request No. 22:

Answer:
Upsher-Smith objects to the Request because it is vague and ambiguous, because, among -

other reasons, the terms “meeting,” “possible,” “scenarios” and “discussed” are unclear.



Regueest No, 23;

Answer:

Upsher-Smith objects to the Request because it is vague and ambiguous, because, amang

¥ L

other reasens, the terms “meeting,” “possible,” “scenarios” and “discussed” are unclear.
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Request No. 24:

Answern:
Upsher-Smith objects to the Request because it is vague and ambiguous, because, among

other reasons, the terms “meeting,” “possible,” “scenarios” and “discussed” are unciear.

Reqguest No, 25:

Answer:

Upsher-Smith objects to the Request because it is vague and ambiguous, because, among

L

other reasons, the terms “meeting,” “possible,” “scenarios” and “discussed™ are unclear.



Request No, 26:

Answen
Upsher-Smith objects to the Request as vague and ambiguous because, among other
thinys, the meaning of * {sunclear. Subject to and without waiving

“its dbjections, Upshar-8mith denies the Request

Request No. 27:

Answer:
Upsher-Smith cbjects to the Request as vague and ambiguous because, among other
things, the meaning of o " is unclear. Subject to and without walving

its objections, Upsher-Smith dentes the Request as - - . . _ e



Request No. 28:

Answer:
Upsher-Smith objects to the Request as vague and ambiguous becsuse, among other

reasons, the meaning of “ * is unclear as used in the Request. Subject to and

withowt waiving its objections, Upsher-Smith admits that

Bequest No. 2%

Answer:
Upsher-Smith objects to the Request as vague and ambiguous because, among other

comar, the meaning of ™ " and “ " is unclear as

cuut i the Request. Upsher-Smith further objects that the Request calls for information beyond
Cesber-Smith's knowledge. Subject to and without waiving its objections, Upsher-Smith denies

-

e Reguest because

_ Request No. 40: In the Schering/Upsher Patent Litigation, Upsher never took the
posiiion in papers filed with the New Jerscy District Court that Upsher’s generic version of
E-Bur 20 infringed the ‘743 Patent listed in the Orange Book for K-Dur 20.

_Answer:

. Complaint Counsel has access to afl the papers and documents referred to in the Request,
and these documents pravide the best evidence to the positions Upsher-Smith may or may not

have taken in the litigation referenced in the Request. Upsher-Smith objects to the Request



insofar as it requires Upsher-Smith to review information already provided to Complaint Counsel
to answer the Request. Moreover, Upsher-Smith notes that a position taken in a court
proceeding does not necesserily constitute an admission in a subsequent proceeding. Finally,
Upsher-Smith votes that the New Jersey District Court never found non-infringement. Subject to
and without waiving its objections, Upsher-Smith on information and belief admits the Request.

Request No. 41: In the ScheringUpsher Patent Litigation, Upsher had a
reasonable basis for asserting that, with respect to the *743 Patent, presecution history
- estoppel applied so as ta preciude Schering from asserting that Upsher's generic version of
K-Dur 20 infringed the 743 Patent.

_Answer;

Upsher-Smith objects uﬁ the g:ruunds'that the Request calls for a Iegal conclusion as to
. whether an argument advanced in litigation had a “reasonabie basis.™ -Upsher-Smith forther
objects 1o the Request because the issue posed in the Request was never considered by the Court,
Upsher-Smith notes that a pusition taken in a prior count proceeding does not constitute an

admission in a subsequent proceeding. Subject to and without waiving its objections, aRer

diligent inquiry Upsher-Smith can neither admii nor deny the Request,

Request No. 43 ; In the Schering/Upsher Patent Litigation, Upsher never took the
posisiany in prpers filed with the New Jersey District Court that the *743 Patent was valid.

Answer:

Complaint Counsel has access to all the papers and dosuments referred to in the Request,
and these documents provide the best evidence to the positions ﬂpsheruSmith may or may not
bave taken in the litigation referenced in the Request Upsher-Smith objects to the Request
insofar as it requires Upsher-Smith ta review information already provided to Complaint Counset
to snswer the Request. Moreover, Upsher-Smith notes that a position taken in a court

proceeding does not necessarily constitute an admission in a suhs&quarﬁ proceeding. Upsher-



Smith further notes there ts a strong presumption as to the validity of a patent. Subject to and
without waiving its objections, Upsher-Smith upon information and belief admits it did not take
the position that the 743 Patent was valid, but Schering-Flough did and the Court never resolved

the 13sue.

Request No. 44:  In the Schering/Upsher Patent Litigation, Upsher never took the
position in papers filed with the New Jerscy District Court that the *743 Patent was '
enforceable.

Angwer:

Complaint Counsel has access to all the papers and documents referred to in the Request,
and these decuments provide the best evidence to the positions Upsher-Smith may or may not
have taken in the litigation referenced in the Regquest. Upsher-Smith objects to the Request

insofar as it requires Upsher-Smith to review information afready provided to Complaint Counsel

© to answer the Request.~ Mozeover, Upsher-Smith rnotes that a position taken in a court

proceeding does not necessarily constitute-an admission in a subsequent proceeding, - Subject to
and without weiving its objections, upan information and belief Upsher admits it did not take the
position thai the *743 Patent was enforceable, but Schering-Plough did and the court never

resobved the issue.

Request No. 51: The New Jersey District Court made no finding that Upsher's
generic version of K-Dur 20 was likely to infringe the ‘743 Patent,

Answer:

Upsher-Smith objects to the Request insofar as it requires Upsher-Smith to review the
information elready provided to Complaint Counsel to answer the Request. Moreover, Upsher-
Smith rotes that s position taken in a court proceeding does not necessarily constitute an

admission in a subsequent proceeding. Subject to and without waiving its objections, upon



-t mu e o ms e e L e — | W AT T N T YR Y= = = el ——

information and belief, Upsher-Smith admits that the District Court made no finding that Upsher-
Smith”s generic version of K-Dur 20 was likely or unlikely to infringe the *743 Patent.

Request Mo. 52: Thc New Jersey District Court made no finding that the *743
Patent is not invalid.

Answer:

Upsher-Smith objects to the Request insofar as it requires Upsher-Smith to review the
information already provided to Complaint Counsel to answer the Request. Moreover, Uipsher-
Smith notes that a positicn taken in a court proceeding does nnt. necessafily constitute an
admizsion in a subsequgqt pmceedmg Upsher-Smith also objeets to the Request on the grounds
that it is confusing, as Complaint Counsel prepared the Request in terms of z iriple-negative.
Further, Upsher-Smith notes that there is a strong presumption as to the validity of a patent.
Subject to and without waiving its objections, upon information and belief, Upsher-Smith admits
tha-t the District Court made no finding that the *743 patent was valid or invalid.

Request No. 83: The New Jersey Disirict Court made no finding that the ‘743
Fateat is enforceable,

Answer:

Upsher-Smith objects to the Request insofar as it requests Upsher-Smith to review all of
the informaftion already provided to Complaint Counsel to answer the Request. Moreover,
Up_sher$mith siotes that & position taken in a court proceeding does not necessarily constitute an
admisston in a subsequent proceeding Subject to and without waiving its objections, upon
information and betief Upsher-_Smith admits that the New Jersey District Court made no finding

thatthe ‘743 patent is enforoeable or unenforceable.



Request No, 58; At the time of the Schering/Upsher Agrcement, there was a
possibility that Upsher could have won the Schering/Upsher Patent ngatmn ifit

continued the Schering/Upsher Patent Litigation.
Answer:
Upsher-Smith ohjects that the Request requires a legal conclusion, Upsher-Smith further
objects.fo the Request as vague. The terms “possibility” and “won™ have not been defined and
are'cnnﬁ;sing and ambimuous. The Request is also argumentative. Furthermore, the Request

calls for speculation and is therefore denied.

.Re'qu:st No. 50: At the time of the Schering/Upsher Agrer:me:nt. Upsher belicved
that it could have won the Schering/Upsher Patent ngatmn H it continued the
Schering/Upsher Patent Litigation. :

Answer:

[Ipsher;SmiIh objects to the Request as vague and overbroad, Upsher-Smith chjects to
. thé Request in that it secks information protected by Attorney-Client Privilege. . The terms
“Lpsher helieved” and “won™ have not been defined and are vague and ambignous. - Upsher-

Stith 15 a corporatton and unable to form a collective belief as a factual matter. Thus, the
Request is denied.

Deqvest No. 60: At the time of the Schering/Upsher Agreement, it was not certain
that Sthenng would prevail in the Schering/Upsher Patent Litigation.

Answer:

Upsher-Smith objects to the Request as vague and ambiguous. The terms “got certain”
and “would prevail” have not been defined and are vague and cenfusing. Upsher-Smith is o
corporation unabté to form a collective belief as a factual matter. Upsher-Smith cbjects to and

_ denies the Request insofar as it requires speculation on the pan of Upsher-SﬁJith
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Request No. 72:  On November 20, 1998, Upsher received final FDA approval for
its generic version of K-Dur 20,

Answer:

Upsher-Smith objects to the Request as it seeks a legal conclusion as to final FDA
approval. Upsher-Smith objects to the term “final” as vagee and ambiguous. Upsher-Smith
refers Complaint Counse! to which is the best evidence of
the information sought in the Request. Subject t0 and without waiving its objections, Upsher-
Smith admits the Request.

_ .Rl.':quesl: I‘*.T.n. T3: As oan'.vemb;:l.*;t.l;,- 1998, FD.A law and regulations permitted
DUpsher to begin the commercial sale of its generic version of K-Dur 20,

Answer:

B Upsher-Smith objects to the Request insofar as it n:quiri:s:a legal conclusion as- to “FDA
law and regutations.”” Moreover, Upsher-Smith dbjects to the term “FDA law and regulations”
- -as vague and ambiguous. Upsher-Smith denies the Request because, upon information and

belief, Upsher-Smith bad fo mest other FD'A requirements prier to beginning the commercial

sgle of Klor Con M20O:

Reguest No, 74:  Upsher did not begin the commercial sale of its generic version of
K-Dur 20 on November 20, 1998 or at any time prior te September 1, 2001,

Answer:

-

Upsher-Smith objects to the Request to the extent the term “commercial sale” requires a
lepa! concluston. Upsher-Smith further objects to the Request as vague, because the phrase

“hegin the commercia) s21e” is vague and can have multiple meanings. Subject to and without

waving its objections, Upsher-Smith admits the Request.

Y . -



- : Request No. 73:

Answer:

Requzest No. 83:

Answer:

Request No, 84:

Answer;:
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Request No. §5:

AnRswerr

Request No. 87:

Answer:

[P
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Reqmest No. §58:

Answer:

Kequest No. §:

Answer:
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~ Request No. 90:

A_.nswer:

Upsher—Sl;ﬂIh objects to the Request as it calls for information necessarily beyond its

knowledge as to action by

Request No. 95:

Answer;

Upsher-Smith objects to the Request because it cells for information beyond Upsher-

Smith’s knovledge.

Request No, 96

Answer:

Upsher-Smith objects to the Request because it calls for information beyond Upsher-

Siwhdy's knowledge.

Request No. 97:

Answer;

1

'Ups.her-Smith ohjects to the Request because it calls for information beyond Upsher-

Smith’s knowledge.



Request No. 98:

Answer:
Upsher-Smith objects to the Request as it requests information be?l::nd-the knowledge of

Upsher-Smith.

Request No. 99:

Answer:

Request No. 100;

Answers



Request No. 103:

Answer:

Rerquest No, 104:

Answer:



Request No. 105:

Answer:

" Request No. 106:

C O Answer:

Request No. 120: The Schering/Upsher Agreement was not presented to the New
Jersey District Court {or approval, .

Answer:

Upsher-Smith ohjects to the Request insﬁfar as it reduﬂsts Upsher-Smith to review the
inf'armatiun; already provided to Complaint Counsel to answer the Request. Subject to and
without waiving its cbjections, Upsher-Smith, upon information and belief admits that the

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



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

never requested and never required that the Agreement be submitted.

Request No. 121: The New Jersey District Court did not approve the
Schering/Upsher Agreement, -

Answer:

Upsher-Smith objects to the Request insofar as it requests Upsher-Smith to review the
information already provided to Comgplaint Counsel to answer the Request. Subject to and
without waiving these objections, Upsher-Smith, upon infarmation and belief, admits that the
" New Jersey Distri_r:.t Cowrt did oot approve the Schering/Upsher-Smith Agreement, Upsher-

Smith notes, upon informativn and belief, that the New Jersey District Court never required and

did not request approval of the Agreement.

Request No, 122; The Schering/Upsher Agreement was not presented to any federal
district court for approval.

Answer:

Upsher-Smith objects to the Request Ensu_f'ar as it requests Upsher-Smith fo review the
information already provided to Complaint Counsel to answer the Reques_t. Subject to and
-r]:.h-f::_:t waiving its nbjemiﬂns, Upsher-Smith, upon information and belief, admits that the
Schering/Upsher-Smith Agreement was not pres_gnted to any federal district court for approval,
Upen information and belief, Upsher-Snﬁth notes that no federal district court required or

requested that the Agraament be 50 presented.

Reque;t Na. 123: The Schermg.fﬂpsher Agreement was not approved by any federal
district court.

_ A_.nn_v:]':
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- Upsher-Smith objects to the ﬁequest insofar as it requests Upsher-Smith to review the
| information slready provided to Complaint Counsel to answer the Requests. Subject to and
without waiving its objections, Upsher-Smith, upon information and belief, admits that the
Agreement was not approved by any federal district court, Upsher-Smith notes, upen

information and belief] that no federal district court required or requested that the Agréement be

approved.
Request No. 124:

Answer:

Reguest No. 129:

Answer:



Request No. 130:

Answer: .

‘Request No. 131:

Answer:



Request No, 132

Answer:

Request No. 133:

Answer:

Request No. 135:

Answeﬁ




Request No. 1346:

Answer:

Request No. 138:

Adswer;

v Request No, 139:

ADswer:



Request No, 140;

Answer:

Begoest No. 141:

Answer:

K-Drur 24
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Requoest No. 142:

ANSwer:

Request No. 143:

Answer:

Renuest No. 157: Warrick, a part of Schering, began selling a bioequivalent
alternative to K-Dar 20 in September 2001,

Answer:
Upsher-Smith objects 1o the Request because it seeks information beyond Upsher-

Smith’s knowledge. Subject 1o and without waiving its ahjécti-::-ns, Upsher-Smith, upon

_ information and belief, admits that Warrick began selling a generic alfernative to K-Dur 20

carlier this year.
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o Request No, 158: Substitution from a hrand product to its bioequivalent or AR-
rated gerigric produoct occnrs at a faster rate in 2001 than it did in 1997,

Answer:

Upsher-Smith ebjects to the Request hecanse it is vague and overbroad, because, among
other reasons, tﬁr: terrms “substitution,” and “bioequivalent” are vague as used in ﬂ;lc Request.
Upsher-Smith further abjects because the Request calls for information beyond its knowledge,
and any such ansn;fgr wonld req-uim speculation on the part of Upsher-Smith. Upsher-Smith
further ¢bjects ta the Request insofar as it requests information that is irrelevant to the
allegations in this ma’-tler. Subject to and without waiving its objecticns, Upsher-Smith denies

the Request because it calls for speculation, and calls for information irelevant to this matter. -
Request No. 161:

'Answer; -

Request No. 163:

Answers

B T



Request No, 173:

Answen:

Request No. 174:

Answer:




Request No. 176:

Answer:

Request No. 178:

Answer:

Request No, 179:

Answer:



- Request No. 180:

Answer:

R:q:l_e:ji_t MNo. 211: _

Answer:

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

Answer:

Ups.-her-Smith objects to the Request as vague and ambiguous. Subject to and without
watving its objections; Upsher-Smith denies the Request.  Assuming SGOT refers to “serum

glutamic oxaloacetic transaminase,” elevated SGOT levels may be found in organs other than the
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liver enl may be the result of muscle damage unrelated to the liver, such that elevated SGOT -
Levels do not necessarily indicate “liver disease or tiver damage ™

- Request No. 275: Elevated levels of liver enzyme SGFT in the bloodstream atre an
indication of either liver disease or liver damage.

Answer: Upsher—Smitb objects to the Request as vague and ambigiovs. Spbject to and
without waiving its objections, Upsher-Smith denies the Request. Assuming SGPT refers to
"lnnsaminas;e, serum glutamic pyruvic,” this enzyme is normally present in liver and heart cells
aﬁd may be elevated due to an insult to the heart, such as from a .heart attack, or even from
certain medications, such as, for example, Advil. Interpretation of elevated SGPT depends on
context.

Request No. 285:

Answer:

Request No. 286:

Answer:



Rannest No. 287:

Answer:

Reguest No, 2838:

Answer:

Request No. 239:

Answer:



—ar -

Request No, 290;

Answer:

Reguest Nao. 291z

Answer;

Request No. 292:

Answer:
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Request No. 294:

Answer:

Request No. 299

Amgswer:

Request No. 301

Answers

I



Request No. 302:

Answef:

Request No. 304

*

Answer:

Reguest .Nu. 306:

Answer:

e S S S



Request No. 310:

Answer:

Request Ng. 312; ¥os’s Niaspan product was a once-daily formulation of niacia,

Answer: -

Upsher-Smith objects to “was™ 'as used in the Request. as vague, .canfusing and
ambiguous as to time, Upsher-Smith cbjects to the Request to the extent it implies the
formulation of Kos's Niaspan changed at some point. Subject to and without watving its
objections, Upsher-Smith admits that in 1997 an.i’s Niaspan product was a once-daily formation
of niacin. - |

Request No. 318:

Answer:

e ol o L Ay e s B L e umm——— b A R o A m e mme e e = .



Request No, 319:

h |

Answ:ﬁ

Request No. 320; )

. Answer:

Request No, 322: "

Answer:




Request No. 324:

Answers

Request No, 329;

Answer:

Request No. 330:

Answer:
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Requoest No. 332:

Answer:

Request No. 334

Answrer:
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B .
., Dated: November 13, 2001 Respectfully submiited,
—

WHITE E CASE LLF

Paul
J. Mark Gidley
Christapher M. Curran
Rajeev K. Malik .
&0} Thirteenth Street, N.W,
‘Weashington, D.C. 20005-3807
Telephone: (202) 626-3600
Facsimile: (202) 639-9355

Attorneys for Upsher-Smith Laboratories, Inc.
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' CERTIFICATE OF SERVICE

I, Dennis Kelly, hereby certify that on November 13, 2001, I cavsed a copy of Upsher-
Smitk’s Respomses And Objections To Complaint Counsel’s Revised Third Request For
Admissions to be served upon the following persons by facsimile, electronic mail and on
November 14, 2001 by band delivery:

Hon. D. Michael Chappell

Administrative Law Judge

Federal Trade Commission

Room 104 '

600 Permsylvania Aveme, N.W.
~ Washington, D.C. 20580

" Karen G. Bokat
Federal Trade Comimission, 3115
601 Peangylvania Avenne, N.W.

Washington, DC 20580

1aura §.-Shores -

Howrey Simon Arnold & White
1299 Pennsylvanta Avenue, N.W.,
Washington, DC 20004

Dernis M. Kelly {



Attachment F '



PUBLIC YERSION

UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

- I the Matter of }
' )
Schering-Plongh Corporzation, )
a corporation, }
)
Upsher-Smith Laboratories, ) Docket No. 9287

8 CoHporation, ) .
; \ )
and )
)
American Home Products Corporation, }
8 corporation. }

RESPONDENT SCHERING-PLOUGII CORPORATION'S
GBJIECTIONS AND RESPONSES TO COMPLAINT COUNSEL'S
REVISED SECOND REQUEST FOR ADMISSIONS

Pursuant {o Federal Trade Commission (“FTC”) Rule of Practice Scetion 3,32,

~ respondent Schering-Plough Corporation (“Schering™) submits these objections and

responses to Complaint Counsel’s Revised Second Request for Admissions.

GENERAL OBIECTIONS AND STATEMENT
St;:heﬂng objects to Camplaint Counsel’s Revised Second Requests for
Admissions to the extent Giat they seek to impose o Schering burdens or duties
inconsistent with or in addition to those requested under the FTC’s Rules of Practice.
Schering further objections to the “Definitions™ and “Instructions™ provided with these
requests.to the extent that they are vague or ambignous mnd to the extent that they impose
mqmrments beyond those imposed by the FTC’s Rules of Pra¢-ﬁ¢e.



GENERAL OBJECTIONS TO COMPLAINT CQUNSEL’S
DEFINITIONS AND INSTRUCTIONS

1. Schering objects to Complaint Commsel’s definition of “Schering,” on the

ground that it is overly broad and unduly burdensome. Schering objects to the extent that
these definitions would require Schering to search for and provide information on behalf
of its or amy other companies” predecessors, divisions, subsidiaries, and affiliates to the
extent that such entities afe not substantially invahréd in the pricing, mearketing, sale, or
:distriblrlian of Schering’s brand name pharmacentical products. Schering alse abjects to
the extent that such entifiex are not substzntially involved in the settlement of patent
disputer; or the valuation quiccnsing arrangements, Schering firther objects to the extent
th#t the ﬂeﬁniiinns would require Schering to provide informaticn not within is
possession, custody, or control. Schering objects to the terms “agents™ to the extent that
it purports to enconpass inside or cutside counsel becanse such an intcrprefaﬁun wauld
_.require Schering to search for and provide information protected by the attorney-client
-privilege or the atl.:arney work product dectrine.
2. Schering objects to Complaint Counsel’s definition of *Schering/AHP
Puints of Agreement,” as overly broad, inaccurate and confusing. Schering objects to the
extent that the definition deséribes the “Schering/AHP Points of Agreement” 15 az
“Agreement” and the iﬁ_accmatﬂ inference that the points of agreement reflect the final
terms agreed upon by the parties with regpect ta f.etﬂ:mmt and licensing issues. The
“Schering/AHP Points of Agreement™ is 2n agreement in principle that established the
overzll objectives of the parties with respect to settlerment and pharmacentical licensing.
3. . Schering objects to Complaint Counsel's definition of *“Schering/Upsher
Agreement” as inaccurate. Schering objects to the extent that Complaint Counse] defines
the Agreement as having been reached on June 17, 1997. To the contrary, the Agreement
was signed and executed by t!_1p pariies on June IR, 1998,



4. Schering objects 1o Complaint Counsel’s definition of “June 1998
Schering/AHP Agreement” on the ground that it is inaceurate and confusing. Schering
objects to the extent that Cornplaint Counsel defines the Apreement as heing contained in
documents SP 13 00070-00089. The June 1998 Apreement between Schering and AHP

“also contains the docements SP 13 GG070-00089 - SP 15 00053-00152.

5. Schering objects to Cumplaiﬁ Counsel's definition of “Schering’s Fune
1997 Niacor-SR. Evalnation™ as inaccuvrate, incomplete and confusing.  Schering ohjects
to Complaint Coungel's definftion to the extent that it inaccurately attempts to limit the
scope of Schering’s evzluation.

6. Schering objects to C{:mplmm Counsel’s defiriition of “Schering’s
chu]atury Affairs Group™ as overly broad, vague and confusing. Schering does not use
the termt “Regulatory Affairs Group™ and, as defined by Complaint Counsel, the term
" could include any munher of Schering employzes. Further, Mr. Thomas Landa does not

_refer to a “Schering’s Regulatory Affairs Group” in his Seplember 24, 2001, deposition.

T Schering abjects to Complaint Counsel’s definition of “Schering's
Manufacturing Group™ as overly broad, vague and confusing. Schering does not have a
discrete “Manufacturing Group,”™ a5 implied in Complaint Counsel’s definition. By
contrast, Cnmjjlaillt_ Counsel’s definition conld include any number of exnployees within
- Schering that have responsibility for aspects of the planniﬁg for and actual mam:factare
of pharmaceutical products.

3. Schering objects to Complaint Counsel’s definition of “Schering’s
Intetlectual Property Group” s overly broad, vague and confusing. Schering does not
‘'have a disgrete “Intelleﬁ:tuﬂ Property Group,”™ as implied by Complaint Counsel's
dteﬁﬂitinn. By contrast, Complaint Counsel’s definition could include any number of
ergployees within Schering that have responsibility for aspects of intellectual property

protection and revisw.



9. Schering objects to Complaint Counsel’s definition of “Average Selling
Pﬂﬁe" as vague and confusing and provides no discamzble definition of the actual
mesning of the term. “Average Selling Price” is not a term that is used by Schering in its
buginess conduct and is not a term that has been used by Schering in its interrogetories.
Further, Complaint Connsel’s definition of “Average Selling Price™ is derived from
Upsher documents and any definition attributed o the term by Upsher is not known to
Schering. Moreover, a5 the term “Avc:rage Selling Price™ has not been used in the current
request, Schering objects to its wymecessary inclusion within these requests.

SPECIFIC OBJECTIONS AND REQUESTS

The full text of cach request is set forth belaw in itaties, followed by Schering’s .

- objections and responscs. Provision of a response to any request shall not constitute a

“waiver of any applicable objection, privilege, or other right and, unless uthe:l'i-visa
spcu:,__iﬁcall]r stated, Schering dentes cach of Complaint Counsel’s requests. In addition,
the general objections set forth above are incorporated into each specific response below
asif sct- forth fully therein, In those instances in which Schering responds by noting that
it can neither admit nor deny the request, the information Schering currently possesses is
inadequate to provide & more substantive response, and Schering s making reasenable
inquiry with respect 1o such request. Finally, Schering reserves the right to supplement
these responses as necessary. ' '

Request Nuo. 8:  As gf September 2001, the FD A is prohibited from approﬁng
ancther gexcric version of the branded product unti} either (1) the First Filer's 180-day
Exclusivity Period has elapsed, or {2) the First Filer refinguishes or loses its e!:g:bﬂ:gf 1o
the 180-day Exclusivity Period.

Answer: Schering objects to this request op the ground thatitis a pure
question of law, calling for a pure legz] conclusion.



Regquest No. 13: A5 gf September 2001, no ANDA for a generic version of K-
Dur 20, other than ANDA 74-726, can receive final approval from the FDA until
Upsher s 180-day Exclusivity Period has expired.

 Answer: Schering cen neither admit nor deny this request on fhe pround
thzt the law is unclear regarding whether, as of September 2001, no ANDA for a generic
version of K-Dur 20, other than ANDA 74-726, can recelve final approval from the FDA
untif any period of exclusivity enjoyed by Upsher has expired.
Request No. 29: In the Schering/Upsher Patent Litigation, Upsher never took
the position in papers filed with the New Jersey District Court that Upsher’s generic
version of K-Dur 20 infringed the "743 Patent listed in the Orauge Book jor K-Dur 20.

Answer: Ad_mittcd.

Request No.32: Fz the Schering/Upsher Patent Litigation, Upsher never took
. the position in pupers filed with the New Jersey District Court that the “743 Patent was

valid
Answer: - - Admitted.

: Request No. 33: In the Schering/Upsher Patent Litigation, Upsher never took
the position in papers filed with the New Jersey District Court that the ‘743 Patent was
enforceable,

Answer: Admitted.

Request No. 39:  The New Jersey District Court made no finding that Upsher's
generie version of K-Dur 20 infringed the *743 Fateni,

Answer: Admitted. The Schering/Upshez litigation was seitled before
trial, and therefore, the New Jersey District Cmﬁ‘t made no findings one way or the other,

Request No. 40:  The New Jersey Distriet Court made no finding that Upsher's
generic version of K-Dur 2-:‘? was Nkely to infringe the *743 Paotent.

- ADSWET: Admiited. The Scherin g/Upsher litigation was E‘E’tﬂﬂd before

trzal, and therefore, the New Jersey District Court made no findings one way or the other.



. jor its generic version of K-Dur 20.

Request No. 41 The New Jersey District Court made no finding that the ‘?#:3
Pasent is rof invalid,

Answer: Admitted. The Schering/Upsher Litigation was settled before
tngl, and therefore, the New Fersey District Court made no findings one way or the other.

Request No. 42;  The New Jersey Distriet Court made no finding that the 743
Partent is enforceable.

Answer: Admitted. The Schering/Upsher litigation was settled before
trial, and therefore, the New Jersey District Comrt made no findings one way or the other.

Request No. 47; At the fime of the Schering/Upsher Agreement, there was a
possibility that Upsher could have won the Schering/Upsher Patent Litigarion if it
continued the Schering/Upsher Patent Litigation.

Answer: Schering adurits that, in any litigation, there is a “possibility”
that either side "eould" win. -

Regnest No. 48: At thé time of the Schering/Upsher Agreement, Schering
believed that Upsher could have won the Schering/Upcher Patent Litigation if it
continued the Scheving/Upsher Patent Litigation.

Answer: Schering ohjects to this request to the extent that it ealls for
mformation protected by the attorney-client privilege, Subject to and without waiving
the foregoing objection, Schering admits that, in any litigation, there is a possibility that
either litigant “coutd" win.

Request No, 49; At the time of the Schering/Upsher Agrecment, it was not
certain that Schering would prevail in the Schering/Upsher Patent Litigation.

Anstver: Schering admits that, in any litigation, it is “not certain™ which
party will prevail. -
Request No. 57:  On November 20, 1998, Upsher received final FDA approval

ADSwer: Adoutted,



Request No. 58:  As of November 20, 1995, FDA low and re;guimiﬂn.t permitted
Upsher to begin the commercial sale of its generic version of K-Dur 20.

Ansvwer: Admitted.

Request No. 59:  Upsher did not begin the commercial sale of its generic version
af K-Dur 20 on Novernber 20, 1998 or at anylime prior to September 1, 2001,

Answer: Admitted.

Request No. 63:  Under the Schering/Upsher Agreement, ihe phrase “any other
sustained release microencapsulated potassium chioride tablet” could include a
microcncapsulated potassizmn chioride tablet that did not infringe the ‘743 Patent.

Answer: Admitted because the potassiom chloride 1ablet at issue in the
Schering/Upsher patent litigation could itself be a tablet thaf did not infringe. As a result
of the ScheringfUpsher settlement, this issue was not resolved by the court. The language
quoted was intended to include other microencapsulated potassium chloride tablcts

presenting the same dr similar litigahle issues.

" Request No. 68:  Under the Schering/Upsher Agreement, Scheriny 's 360 niillion
ir Up-Front Pavments to Upsher were unconditional.

Ansyrers Denied. Under the SEhL:ﬁﬁﬂ'UpShﬂ[ Agreement, the payments
to Upsher were conditional upon, amongst other things, board approval and the
obligations of good: fith and fair dealing.

Request No. 69:  Under the Schering/Upsher Agr‘eﬂmmr. Schering's 560 million
in Up-Front Pavmemts (o Upsher were not contingent on Upsher taking any actions or
satisfring any conditions concerning the development of Niacor-SR.

ARSWEr: Admitted, except that Upsher was obligated to make available

to Schering clinical tria! data and intellectual property.



Request No. 70:  Under the Scherfugf’[}psher Agreemen, if Upsher ebandoned
the development of Niacor-SR, Upsher would stifl receive the full $60 mitlion in Up-

Front Payments.
. Answer; Admitted, but only g0 long as Upsher complied with its
obligation to make clinical trial datz and intellectual property available to Schering,
Request No. 72; Under the Schering/Upsher Agreemeﬁt, if Upsher abandoned

the development of Niacor-5R. ard did not inform Schering that it, Upsher, had
abandoned the development of Niacor-SR, Upsher would still recefve the full 360 million

in Up-Front Payments.
Answer: Schering admits this request, excepting that the payments to
Upsher were conditional upon Upsher's thigaﬁons of good faith and fanr dealing,

Request No. 73: Schering made 2 payment of 328 million to Upsher within 48
" Rours of the date on whick the Sckarmngpxker A graemenr was gpproved by Schering’s

‘Board of Directors.
~Answer Admutted.

Request No.74:  Schering made a pﬂyménr of $20 million to Upsher
approximately one year from the dute on which the Schering/Upsher Agreement was
approved by Schering s Board of Directors,

Answer: Admitted.

Request No. 75:  Schering made a payment of $12 million to Upsher
appraximately two years from the date on which the Schering/Upsher Agreement was -

approved by Schering 's Board of Direciors.
Angwer: T Admitted. S

Request No. 80:  Since June 1997, Schering has made no sales ofPentox{,szﬂme
pursuant to the license obtained in the Schering/Upsher Agreement.

Agswer: Admitted.

1 chuesi N.L:II. 8§1: Schering had no intention, as of September 2001, io sell
Pentoxifylline pursucnt fo the license obtained in the Schering/Upsher Agreement.

Answer: Schering admirs that, by Septeraber 2001, it no longer had

plans to sell Pentoxafylline.



Y

Request No. 82:  Since June 1997, Schering has made no sales of KLOR CON
products pursuant to the license obtained in the Schering/Upsher Agreement.

Answer: Admitted.

Request No, 83:  Schering kad no intention, as of September 2001, to sell the
KLOR CON products pursuant to the license obtained in the Schering/Upsher

Agreement.
Answer: Schering admits that, by September 2001, it no longer had

pians to scil Klor-Con products.

Request No. $4: Since June 1997, Schering has made no sales of Ni acor—SR

pursuant to the license obtained in the Schering/Upsher Agreement.

Answer: Admitted.

Request No. 85:  Schering had no intention, as of September 2001, to scll
Niacar-SR pursuant to the license obtgined in the Schering/Upsher Agrecment.

Answe.r: . Schen'ng admits that, by September 2001, it no Tonger had

- plans to seil Niacor-SR.

Reqnesf Ne. 86: .S':m:'e June 1997, Schering sales of Prevafite, pursuant to the
license obtained in the Schering/Upsher Agreemeny, have totaled less than §1 million.

AnSswer; Admiited, -

Request No. 87:  Schering had no intention, as of September 2001, to make any
additional sales of Prevalite pursuant to the livense obtained in the Schering/Upsher

Agreement.

Answer: Schering admlts that, by September 2001, it no longer had
plans for additional sales of Prevalite as of September 2001.

Request No, 92:  The Schering/Upsher Agreement placed no chligation on
Schering to carry out any activities concerning the marketing of Niacor-3R in Eurape.
I -t

Answers Denied. The Schering/Upsher license contemplated & “detailed
apreement,” and drafis of that agreernent placed an obligation on Schering to carry out

activities concerning the marketing of Nizcor-8R in Enrope,



_Reguest No.94:  The Schering/Upsher Agreement did not contain any
warranties or representations by Upsher regarding its intellectual property rights
relating (o Niacor-SR. :

Answer: Denied.

Request No. 121: In the Schering/AHP Parent Litigation, AHP never took the
position in papers filed with the Pennsylvania District Court that AHP 's generic version
of K-Dur 20 infringed the ‘743 Paient listed in the Orange Book for K-Dur 20

Apswer: Admitted.

Request No. 122; Ir the Schering/AHP Patent Litigation, AHP never iook the
position in papers ﬁ!ﬂf with the Penngylvania District Court that the "743 Patent wes
valid ;

Auswer: Admitted.

Request No. 123: In the Schering/AHP Patent Litigation, AHP never took the
position in papers filed with the Femzsyfmnm Distriet Court that the 743 Patent was
enforceable.

- Answer:  Admitted.

Reguest No. 127: The Pennsylvania District Court made no finding that AHP's
generic version of K-Dur 20 Infringed the ‘743 Patent.

Answer: Admitted. The Schering/AHP litigation was seitled before
trial, and therefore, the Permsylvania District Court made no {indings ene way or the
other. |

Request No. 128; The Pennsylvania District Court made no finding that AHP’s
generic version of K- Dur 20 was likely fo infringe the 743 Patent.

Answer: Admitted. The SfchmnngHP litigation was ssttlﬂd before
trigl, and therefore, the Pennsylvania District Cuurt made no findings one way ot the

other,

A



Request No. 129; The Pennsylvania District Court made no finding that the '743
Patent is not imvalid. i

Answer: Admitted. The Schering/AHP litigation was settled before
trinl, and thersfore, the Pennsylvania District Court made no findings one way or the
other.

Request No. 130: The Pennsylvania Distriet Court made no  finding that ihe 743
FPatent is enforceable.

Answer: Admitted. The Schering/AHP litigation was settled before

trial, nd therefore, the Pennsylvania District Court made no findings one way or the

other.

Request No. 133: At the time of the Schering/AHP Points of Agreament, there
was a possihility that AHP could have won the Schering/AHP Patent Livfgaition if it
comtinved the ScheringlAHP Patent Litigation.

Apswer: Schering admits that, in any lifigation, there is a “possibility”
that eitlier stde "could™ win

Request No, 134: At the time of the Schering/AHP Points of Agreemert, it was
not certain that Schering would prevail in the Scheving/AHP Patent Litigation.

ADSWED: Schering admits that, in any litigation, it is "not certain” which
party will prevail, -

Request No. 135 Ar the time of the Schering/AHP Poinis of Agreement, Schering
did not believe it was certain that Schering would prevail in the Schering/AHP Patent

Litigation,
Answer: Schering objects to this request to the extent that it calls for

information protected by the attomey-client privilege. Subject to and without waiving
the foregoing objection, Schering admits that, in any litigation, it is not "certam™ which

party will prevail,
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Request No. 145: Under the June 1998 Schering/AHP Agreement, Schering paid
AHP 35 million within ten days of the execution and delivery of the June 1998
ScheringlAHP Agreement (“Initial Payment").

Answer: " Admitted,

Request No. 148: Under the June 1998 Schering/AHP Aéreemwﬂ, Schering paid
AHP 810 million within 10 days of the date that AHP previded Schering with a copy of
the May 11, 1999 letter from FDA (“FDA Approval Payment").

Answer: Admitted.

Request No, 152; The Pennsylvania District Court did not enter o court order
incorporaring the terms of the Schering/AHP Points of Agreement.

Answer: Admitted.

Request No. 155 The Pennsylvania District Court did not enter a court order
incorporating the terms of the June 1998 Schering/AHP Agreement.

Answer; Adritted.

Request No. 159: As of September L{’ﬂﬂf, rﬁere is no pending patens infringement
suit brought by Schering against Andrx alleging that Andrx's generic version of K-Dur
20 infiinges the '743 Patent listed in the Orange Book for K-Duur 20.

Answer: Admitted.

Request No. 160: Sclering does not believe that Andrx's generic version of K-
Der 20 infringes the '743 Patent.

Answer: - -Schering objects to this request on the ground that ;t calls for
information protected by the atomey client privilege.

Request No. 164: The decline in sales from 1997 to 1998 projected in the
Schering 1997 Operating Pian (8P 23 00218} reflects the zxpeded impaer of the entry of
at least one generic K-Dur 20 product,

Answers [REDACTED DESIGNATED RESTRICTED

 CONFIDENTIAL - ATIDRNEY’S EYES ONLY UNDER PROTECTIVE ORDER]



Request No. 165: The decitne in xales Jrom 1998 1o I99Q projected in the
Schering 1997 Operating Plan (SP 23 00219} reflects the expected impact of competition
[from generic K-Dur 20 products.

Apswer [REDACTED: DESIGNATED RESTRICTED
CONFIDENTIAL - ATTORNEY'S EYES ONLY UNDER FROTECTIVE ORDER]

Request No. 173: The decline in sales projected in SP 23 00307 fram 1998 i
1999 reflects the forecasted impact of the entry of ar least one generic K-Dur 20 product

Answer: [REDACTED: DESIGNATED RESTRICTED
CONFIDENTIAL - ATTORNEY'S EYES ONLY UNDER PROTECTIVE ORDER]

Request No. 174: The decline in sales projected in 8P 23 00307 from 1999 to
2000 reflects the forecasted impact of competition from generic K-Dur 20 products.

. Amswers  [REDACTED: DESIGNATED RESTRICTED

CONFIDENTIAL - ATTORNEY'S EYES ONLY UNDER PROTECTIVE ORDER]

: Request No. 175: The decline in safes projected in 8P 23 00307 from 2000 to
200! reflects the forvecasted impact of competition from generic K-Dir 20 products.

AnSwer: [REDACTED: DESIGNATED RESTRICTED

CONFIDENTIAL - ATTORNEY’S EYES ONLY UNDER PROTECTIVE QRDER]
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Request No. 181: Yhe Schering Laboratories 1998 Operating Plan (8P 23
002193} was created after the Schering/Upsher Agreement.

Amnswer: Schering admits that the page referred to as SP 23 00219a was
created after the Schering/Upsher agreement.

Request No. 136: Tke Schering Laboratories 1999 Operating Plan (SP 23
© G0220) forecast assumes that there will be no generic K-Dur 20 product sold in the
United States in 1998, 1999, or 2000."

Answer: Admitted.

Request No. 187 The decline in sales from 2000 to 2001 in the Schering
Laboratories 1999 Operating Plan (SP 23 00220) reflects the forecasted impact of the
entry of af least one generic K-Dur 20 product. )

Auswer: [REDACTED: DESIGNATED RESTRICTED

CONFIDENTIAL - ATTORNEY’S EYES ONLY UNDER PROTECTIVE ORDER]

Request No.226: Upsher is selling its generic versions of K-Dur 20t and E-Dur
10 o prices as much as 3076 below the price of K-Dur.

Answer: - After reasonable inqguiry, the information known to or readily
obrainable by Schering is insufficient i.n allow S-chering to _mimit ar deny if Upsher is
selling ifs geniério version of K-Diur 20 and K-Dur 10 at prices as much as 50% below the
ptice of K-Dur, Ba'sed on available information, hov_.rc'.rer, it does not appear that Upsher
is selling its generic versions of K-Dur iﬂ and K-Dur 10 at prices as much a.'s 50% below

the price of K-Dhr.
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Request No. 228: Warrick began selling a biveguivalent generic a!fe.a;-rmtfve to K-

D 20 in September 2001,

Answer: [REDACTED: DESIGNATED RESTRICTED

CONFIDENTIAL - ATTORNEY’S EYES ONLY UNDER PROTECTIVE ORDER]

Reqnest No. 229: Substitution from a brand product fo its bioeguivalent or AB-
rated generic products occurs at @ faster rate in 2001 than it did in 1997,

Answer: Schering objects to this request as vague, comfusing and

speculative and on that basis, denies it.

Request No. 231: Warrick will price its generie K-Dur 20 product competitively
with Upsher's generic version of K-Dir 20,

. Answer: . . Schering objeets to this request 25 vague, overly broad and as

calling for speculation as to what Warmick’s price for its generic X-Dur 20 product “will™

_.be at some undefined time in the future.

Request No. 272: Schering’s monthly profiis on K-Dur 20 has jfallen since
Upsher introduced its generic version of K-Dur 20,

Answer: - [REDACTED: DESIGNATED RESTRICTED

CONFIDENTIAL - ATTORNEY’S EYES ONLY UNDER PROTECTIVE ORDER]

Request No. 279: The Schering policy established by SP 018744 was in effect at

the fime of the Schering/Upsher Agreement in June 1997.

ANSTEr: Admitted,

Request No. 281: The Schering policy established by SP 018744 was in effect in

Jime (998, - - _ :

Answen Admitted.

1%



Request No, 282: Prior to Mr. James Audibert s evaluation of the Niacor-SR in
Jume 1997, Schering was aware that Niacin products had adverse side effects.

Answer: . Schening objects fo this request as vague. Subject to this
objectian, Schering admits the request in part and denies ip part. Schering admits that it
was. aware Lthat certain niacin products had potential adverse side effects in some patients

under eertzin conditions.

Request No. 283: Frior to My, James Audibert’s evafuation of the Niacor-SR in
June 1997, Schering was aware that Niacin, taken jn doses to treat cholesterof disorders, -
caused flushing.

Answer: Admitted in part and denied in part, Schering admits that it
was aware that certain niacin products, taken in doses to treat cholesterol disorders could
- cause flushing m some patients under certain conditions.

'Reqaest No. 301: The Schering/Upsher Agreement was not reviawed by any
persont in Schering s Mansifacturing Group prior to Schering entering into the
Scherving/Upsher Agreement.

Answrrs Denied. Based an Complaint Counsel®s definition of

“Schering’s Manﬁfacmﬁng Group,” as objecied to, Sclhiering denies the request.

Request No. 305; Schering s June 997 Niacor-SR Evaluation was nof reviewed
by any person in Schering’s Intellectual Property Group prior to Schering entering into
the Schering/Upsher Agreemnent.

Answer: Denied. Based on Complaint Counsel’s definitions of
“Schering’s June 1997 Niacor-SR Eveluation™ and “Schering’s Intellectual Property
Group,” 25 objecied to, Schering demies the request.

Request No. 310: Scherinpg s Jume 1997 Nircor-5R Em!ua:&m was not reviewed
by any patent counse! prior to Schering entering into the Schering/Upsher Agreement.

Answer: Admitted.,

1£



Request No. 315: .S'r.'ﬁering 3 June 1997 Niacor-SR evaluation was not reviewed
by atry person in Schering's International vamon prmr to Schering entering into the
Schering/Upsher Agreement,

Answer: Denied. Schering’s evaluation of Niacor-SR meluded
evalustion by Schering’s Global Marketing division, which is responsible for wotld wide
: e :

Request No. 318: No Schering evnployee involved in Schering 's June 1997

Nizcor-SR Evaluation discussed the terms of the Schering/Upsher Agreement with any
. person in its European Operations prior 1o Schering entering into the Schering/Upsher

Agreement.

Answers:  Schering objects to this request as vague.

, Request No. 333: Schering has never conducted any clinical trials regarding the
co-tdministration of Niacor-SE with a statin,

Answer: ﬁdmiﬁer:l.

- Request No, 334: Schering is noi aware of any clinical trials conducted by
Unsher regarding the co-administration of Niccor-3R with a statin.

- Answer: Denied.

Request No, 338: Schering-Plough Research Institute has never conducted o
review of the safety or efficacy of Niacor-SR.

Answer: Admitted.
Request No, 353: Mr. Jomes dudibert was the only Schering employee or ageint

that conducted a “safety review ™ of Niacor-SR during Schering’s June 1997 Niocor-58
Evaluation, as that term is used by Thomas Laude, in his Inwsﬂgaf:m! Hearing of

September 12, 2000, page 64.

Anywer: Admitted.

Request No. 364: Other than the Schering/Upsher Agreement, Schering has
never paid $60 million or greater in non-contingent payments for a license to ¢
pharmaceutical product that had not had yet received final FDA approval.

Answer: Admitted.
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Reguest No. 400: Schering has not produced in this administrative proceeding
any responses to a Sustained Relense Niacin (uestionnaire sent out by Jim Aundibert
conteined in Exlibit JQ to the deposition of Thornas Lauda keld on September 24, 2001,

Answer: Admitted.

Request Nir. 401: Afler receiving responses io a Sustained Release Niacin
- Questionraire that ke sent out on March 14, 1997, Jim Audibert ceased pamc;uanng in
discussions betwoen Kos and Schering regarding Niaspan.

Answer: After reasonatle inguiry, the infcm:stiun knowm to or readily
. obtainable by Schering is msufficient to allow Schering to admit or dexy when Mr.
Andibert ceased participation n disenssions between Kos and Schenng regarding
- Niaspan.

Rceqnrest No. 4102 Tke first draft proposal of what a Kos/Key deql might look lke,
sert by Ray Russo to Dave Heatherman on or about May 15, 1997, did not contain any
upfiont or non-contingent payments from Schering to Kos.

Answer: - Admitied.

"Request No. 4157 Durmg its discussions with Kos concerning Nidspan, Schering
expressed concern fo Kos about the potential liver toxicity effect of Niaspan.

Apswer: Schering admits that, during discussions with Kos concerning,
Miaspan in 1994, Schering expressed concern to Kos about the potential liver toxicity
' effect of Nizspan. After reasonable inquiry, the information Jnown 10 or readity
oblainable by Schﬂringl;.s insufficient 1o 2llow Schering to admit or deny the request s to

communications subsequent to 1994,

Request No. 418: Schering decided not ta enter into a license agreemtent with
Kos for Niaspan in part because of clinical data demonsrmnng a flushing side effect

resuiting from taking Niaspan.

Answer: Denied. Schering never sought to enter into a license
agreémem with Kas for Niaspan. However, Schering did consider 2 proposal to enter

intoz co-marketing/detailing agrecment with Kos for Niaspan.



Request No. 420: Schering decided not to enter into a license agresment with
Kos for Niaspan in part because of the size of the potential sales of Niaspan.

Answer: Denied. Schering never sought to enter iﬁtﬂ a license
agreemnent with Kos for Niaspan. However, Schering did consider a proposal to enter
info a co-marketing/detailing agreement with Kos for Nizspan. -

Request No, 428; Prior to January 1, 2000, Schering was never infornied by

Upsher that Upsher intended to seck or considered seeking FDA approval of an ANDA
[for Koz’ Nigspan product.

Answer: After rcasnnahI:; inquiry, the information known to or ﬁﬁly
cbtainable by Schering is inmfficient to allow Schering to admit or deny whether it was
informed by Upsher that Upsher intended to seek or considered secking FDA approval of

.~ an ANDA for Kos’ Niaspan product prior to January 1, 2000,

Reqaest Nno. 429: In September 1998, Schering was informed by Upsher that

" Upsher had ceased its activities directed at submitting to the FDA an NDA for Nigcor-
SR.

Answers Admitted.

Request No. 430; Prior to September 1998, Schering had not been informed by
Upsher that Upsher had ceaxed its activities directed at submitting to the FDA an NDA
for Niacor-5K.

Answer: - Afier reasonable inguiry, the information known to or readily
obtainable by Schering is msufficient to allow Schering to admit or deny if Schering had
been informed by Upsher that Upsher had ceased its activities directed at submitting an
NDA prlnr to Stptﬂmhcr 1998.

: Request No, 431: Prior io Scpiember 1993, Schering had no discussions with
Upsher about whether Upsher had reduced its level of e_ﬁ'am or activity directed at
submitting an NDA for Niacor-SR 1o the FDA.

T ATISWErS Adter reasonable inquiry, the information known to or readily

obtzinable by Schering is msuflicient to a!.lcw Schering to admit or deny whether
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433,

Schering had any discussions with Upsher prior to September 1998 shout whether Upsher
had reffuced its level of efforts or activity directed at submitting an NDA.

. Request No. 432: Prior to September 1998, Schering was not informed by
Upsher that Upsher had dectded to reduce its gfforts or activities directed at submiiting
an ND4 for Nigcor-SR to the FDA,

Answer: After reasanable inquiry, the information known to ot readily
obtainable by Schering is insufficient to allow Schering to admit or deny if Schering had
been infonned by Upsher that Upsher had.decide-ad to reduce its efforts or activities
directed ;:ﬂ submitting an NDA priuf o Sﬂptmber 1998.

Request No. 433: 4t the time of the Schering/Upsher Agreement, Sc?:ermg was
aware that aigcin was available over-the-counter in Europe.

Answer: After reasonable inguiry, the information known to or readily
abtainable by Schenng is in_sufﬁcicnt to allow Schering to admit or deny Request No.

-

" Request No. 334" On January 16, 1997, My. David A Pettit sent q letter to
Schering-Plough Limited secking to determine whether Schering-Flough Limited had
interest in lcensing Upsher's Niacor-SR product in certain European countries,

Answer: After rcasunah!e inquiry, the information tnown to or readily
obtainable by Schering is insufficient to allow Schering to admit or deny whether Mr.
Pettit sent a letter to Schering-Plouph Limited sesking to determine whether Schering-
Plough Limited had an interest in licensing Upsher’s Niacor-SR in European Countries.

However, based on documnents provided byMr P:tm, it is rmsona’nla to conclude that

' Mr Pettit sent a Jarmary 16, 1997, letter to Schenng—Plnugh hmned seahng expressions

of interest in potential Niacor-SR deal.



Request No. 435: On January 31, 1997, Schering-Plough Limited verbally
respunded to Mr. David A. Peitit that it was not interested in pursuing negottations with
Upsher regarding the proposed licensing of Niacor-SR.

Ansver: Afier reasonable inguiry, the information known to or readily
obtainable by Schering is insufficient to allow Schering to admit or deny whether
Schesing-Plongh Limited verbally responded ta Mr. Pettit that it was not interested in
pursuing negotiations with Upsher regarding the proposed licensing of Nizcor-SR.
However, based on documents provided by Mr. Petift, it is reasonable to conclude that
© someone at Schering-Plough Limited verbally declined the proposal.

Request No. 447 The results of clinical trial 920115 for Niacor-SR reflect that
Niacor-SR 1500mg/day has less efficacy in lowering LDL Cholesterol than does
immediate relegse rigcin 1500me/day.

Answers  Denied. The 1500mp/day dose of immediate release Niacin
was nat tested in clinical trial 9201135, | |

Request No. 450: The results of clinical trial 920115 for NiacoF-SR reflect that
Nigeer-SR 1500medday has less efficacy in increasing HDL Cholesterol than does
immediate release niacin 1300mg/day.

Answers Denied. The §500mg/day dose of immediate relcase Niacin
was not tested in clinical trial 920115.

Request No. 455: Prior 1o the Schering/Upsher Agreement, Upsher had
conducted pharmacokinetic studies with a dosage of Niacor-SR.

Answer: Admitied.

Request No. 456: Prior to the Schering/Upsher Agreement, the FDA requested
thar Upsher conduer additional pharmacokinetic studies for Nigoor-5R.

| Answer: Denied in part. Prior to the Schering/Upsher agreement, the
- FDA required that Upsher perform one additional single-dose, 4-arm pharmacekinetic

urine study.



. Request No. 457 Prior to the Schering/Upsher Agreement, Upsher did not
inform Schering that it had not completed pharmacokinetic studies necessary for FDA
approval of the Niacor-SK ND4.

Answer: Admitted.

Request No, 460: Upsker never requested assistance from Schering in
conducting pharmacokinetic studies necessary for FDA approval of a Niacor-§R NDA.

ARSWer: Admitted.

Request No. 465: At the time of the Sekering/Upsher Agreement, Upsher had no
existing patent protection for Nigcor-SR in Europe.

Answer: Admirted. _
Request No. 466: Niaspan has a s:q.rén'or safety prqﬁfe to Niacor-SR.
Answer: Schf:ﬁng objects to this request as vague. Further, after
reasonable inquiry, the inﬁ:;rmaticrﬁ known ic or readily ﬂbtainahlc.hy Sciering is
" insufficient to allow Schiering to adinit for deny whether Niaspan has a “superjor safety
- profile™to Miacor, as o head-to-head trial was ever conducted that compared the two

pharmacenticals.

Request No. 473: Ars of June 1997, Schering was not aware of any ciinieal trials
conducted by Upsher in which Niacor-SR was take once a day at bedtime.

Answer: - Admitted. However, Schering was aware that Upsher planned

" to conduct Phase IITh trials with respect to Niacor-SR.



ot

Request No. 474: Upsher’s Niacor-SR product was a twice-daily fermilation of

RiagCin.

Answer: " Denied in part and admitted in part and denied in part.

Sthering ubjeirt: to this request as vague, as varisus conflicting inferences may be drawn

from the request, and on that basis, denies it. Schering admits that at the time of the

agreement, Upsher's clinicel trials had only invelved twice-a-day dosing. However,

Schering was aware at the time of the agteemnent that Upsher was planning to conduct

two Phnsc IIT trials that imvolved once-a-night dosmpg of Niacor-SR.

Of Counsel:

Dated: November 14, 2061

Respectfully submitted,

Cf'f?*\

John W. Niclds, Ir.
Marc G, Schildkeaut

" Laura 5. Shores

Charles A. Loughiin

HOWREY SIMON ARNOLD & WHITE LLP
1299 Pennsylvania Ave., N.W.

Washington, D.C. 20004

{202) 783-0800

Attomeys for Respondent
Schering-Plough Corporation



CERTIFICATE OF SERVICE

I hereby certify that this 14th day of November, 2001, T caused an original, one
paper copy snd an electronic copy of the foregoing Respondent’s Objections and
Responses to Complaint Counsel’s Revised Second Request for Admissions to be filed
with the Secretary of the Conmission, and that two pai:ner copies were served by hand

upotL:

Honcrable D. Michas] Chappel]
- Administrative Law Judge
Federal Trade Commission
Room 104 )

600 Permsylvania Avemae, N.'W.
Washington, D.C. 20580

and one paper copy was hand delivered upon:

Karen Bokat
Bureau of Competition
" Federal Trade Cornrnission
Washington, D.C.
601 Pennsylvania Ave, NW,
~ Washington, Dn.C, 20580

Christopher Curran -
White & Cese LLP

601 13th St., N.W.,
‘Washington, 12.C. 20005

Enik T. Koons




YERIFICATIO

L, Jonathan Wasserman, am an attomney employed by Scimﬁg—?ldugh Corporztion, and
am executing this Verification on behalf of Schc:ing»l’iuugﬁ Corporation. The foregoing
Respondent Schering-Plough Cnrpnmtiuﬁ‘s Objections and Respanses 1o Complaint Counsel’s
Revised Second Request for Admissians was compiled for Schering-Plough Carporation based
on such information as wes available to it after making reasonable inquiries of knowledgezble
persons, Ehave relied on others to gather such information aﬁd to prepare such responses, but
believe, based on reasonable inquiry, that such answers are true and correct to the best of my
knowledge, mformation, and belief. Legal ubjecﬁéns to Complaint Counsel’s Revised Secand
Request for Admissions have been stated for Schering-Plough Corporation by its attormeys.

I verify under penalty of pejury that'the foregoing is true and correct.

Executed on Nnvember 14, 2001. /

an Wﬁssenﬂm
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UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION:  «.

In the Matter of

SCHERING-PLOUGH CORPORATION.
a corparation,

CPSHER-SMITH LABORATORIES. INC. Doctet No. 5297
& coTpoTalion,

and

AMERICAN HOME PRODUCTS
CORPORATION,

4 corporation.

COMPLAINT COUNSEL'S REVISED THIRD REQUESTS FOR ADMISSIONS
TO RESPONDENT UPSHER-SMITH LABORATORIES. INC.
{(Subject 1o Prutective Order)

_ Pursuant to Federal Trade Commission {"FTC™} Rules of Praguce for Adjudicative
Procéadings § 3.32. Complaint counse] subsnit these requests (ot admissions to respandent
Upsher-Snrith Laboratories, Inc ("Upsher™r. Further pursuant 1o Judge Chappel!™s Ornder On
Motigns Of Schenng-Plough And Uipsher-Smith For Protective Order (dated November 2, 2001 5,

[’psher is requested to respond 1o the 100 reguests for admissions below designated by bold tex:

“on or before November 13, 2001,

DEFINITIONS

1. “Orange Book™ means the FI2A publication entitted Approved Drug Producis

with Thergpeuticn! Eguivalence Evaluations.



2. "AB—rat:rI'; means a rating given to a product approved under 21 US.C. E333(p
with an application that contains adequate sciemific evidence establishing through i vive and or
in virro studies the bicequivzlence of the product to a selected reference product. as described in
the Orange Book.
3, “Average Selling Price™ means ASP.-'ta.thiet as used in document USL 67073,

4. “FDA" means the United States Food and Drug Administration, including without
limitation its employees, scientists. technicians. agents, examiners and Faboratories.

5 “ANDA” means an Abbreviated New Drug Appiicu_tiﬂn filed with the FDA
pursuant i 21 U.5.C. § 335()).

6. UNDAT means a2 New Dy .-lpplicﬂtipn filed with the FDA pursuant 1o 21 LS.,
# 355ub |

7. ~180-day Exciusiviny Penod” ﬁﬁ:.:ms the period of time established by section
5ﬁ5!j}{5_}|; Biiv}of the Federal Food. Dﬁlg. and Cosmene Act {21 US.C. 3 335(h e s;rq.l_

8. “Paragraph [V Centification” means the certification made o the FDA pursiant to
2P US.COE 233002 AKVIDIV).

Q. “First Filer” means the applicant submitting the first substantially complete
| ANDA [or a listed drug with a Paragraph IV certification o any patent in the QOrange Book for
the listed druy.

10, “}-Drur 20" means the pnm'séium chloride formulation sold under that trademark.

15, “Schering” mean Schering-Ploush Cotporation, its domestic and foreign parents,

predacessors. divisions, and wholly or paniallv owned subsidiaries. affiliates. parterships, and

B B



19.  “Pennsylvania Distriet Court™ means the United States Distics Court for the

Eastarn District of Pennsylvania

0. 743 Patent” means U.S. Patent No. 1.863.743 issued by the IU.S. i’atent and
Trad.mnark Office on September 3, 1989. - .

2.  “ScheringUpsher Eatmt Linigaton™ me:.ms the lawsuit captioned Rev
Pharmacenticals, Inc. v. Upsher-Smith Labaratnri.-:s. Inc., filad in New Jersey District Court, No.
%5-CV4281. in which Key Pharmacenticals, inc. sued Upsler for infringing patent number
4.863.7435.

22, “Schering-AHP Patent Liti g,&iic:-ﬁ" means the lawsuit captioned Key

Phammaceunicals. Ine. v ESI-Lederle. Inc . fil2d in Pennaxlvania District Court. No, 96-CV-4510

or No, 36-CV-1219, in which Key Pharmaceuticals sued ESI-Lederle for infringing patent

-

nunber 1863 743,

23, “Schering AHP Poims of Agreement™ means the agreement reached between
Schering and AHP on or abow January 23, 1998 as represented by document SP 13 00635,

24, “Schering Upsher Agreement™ memns the avreement rezehed batween Schering
A prihe.r an fung 17, 1997 as represented by decument LU'SL H3183-03193.

5 T | um:- 1995 Schcriug-‘.%HP ﬁgrerm.:m" mans the agreement reached berween
Scherinz and AHP on J une 19, 1958 as-rcprn:smtcd by document 5P 13 CO070-00]059.

5. “Scherng’s June 1997 Niacor-SKR Evaluation” means the evaluation of Nizcor-SR
conducted by Schering in June | 997 preceﬁing Schering’s émering into the Schering;l]pshm

agreement and including documents SP 16 000033-000036, SP 16 Gﬂﬂﬂ4ﬁ-{?[rﬁﬂ-t_'f.
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joing ventures, and atl directors, efficers, employees, consuliants. agents and representatives of

the foregoing.

12,

“Upsher” means Upsher-Smith Laboratenies, Inc.. 1ts domeshic and foreign
parents. predzcessors. divisions and wholly or partially ovwned affiliares. parerships. and joint
veniures: and all directors, officers. employees. consultants, agents and representatives of the
foregoing.

13.  "AHP” means Amencan Home Products Corporation. its domestic iand foreign
parenis. predecessors, divistons, and wholly or partizlly owned subsidiaries. affiliates.
- parnecships. and joint \'cnturcs. including ESI-Lederle, a business unit of Wyeth-Averst
Pharmaceuticals, Inc.; and ol directors, officers. emplovees. consuliants. agents and

representatives of the foregoing.

™

4. ~Kos” means Kos Pharmaceuticals. Inc.. a Florida corporation headquartered at
184 Brickell Bay Drive, Miami. FL. 33131,

150 “Andex” mear;s Andrx Cerporation, a Flonida corporation with i1s oftice and
prncipal place of business located a1 3001 5.W. 47 Avenue, Forl Landerdale, Flonda, 33314

L&, - “Moreton Markering” means Moreton Marketin ¢ Lid _ a company headguartered
ai The Old Stable Block, 7 Bm:énn‘arket; Thames Oxfordshire, OXY JEW, United Kingdom.

17, “[PC" means [mt;matiunal Processing Corporation, headguartered at 1100
Enterprise Drive. Winchester, KY <0391,

r 18.  “New Jersev District Cowrt™ mearis the United States District Court for New -

Tersey,



- 19.  “Pennsylvania Distriet Court” means the United States District Court for the
Eastern District of Pennsylvania.

20. | “*743 Patent” means U.S. Patemt No. 4,863.743 issued by the ULS. Patent and
Trademark Office on September 5, 1989,

21.  “Schering/Upsher Patent Litigation™ means the lawsuit captioned Key
Pharmaceuticals, Inc. v. Upsher-Smith Laboratories. Inc., filed in New Jersey District Court, No.
93-CV-6281, in which Key Pharmaceuticals, Ine. sued Upsher for infringing patent number
4 853,743,

22, “Schering/AHF Patent Litigation™ means the lawsuit captioned EKey
Pharmaceuticals. Ing, v. ESI-Lederle, Tne., filed in Pennsyliania Disirict Court. No. 96-CV-4310
.. of No. B6-CV-1219, in which Key Pharmaceuticals sued ESI-Lederie for infringing patent
nuﬁher 4,863,743,

213, “Schering'AHP Points of Agreement™ means the agrecment reached between
Schenng and AHP on or about January 23, 1998 as represented by document SP 13 00633,

.23, “Schering/Upsher Agreement” means the agreerﬁmt reached between Schering
and Upsher on June 17, 1997 as represented by ducumcm. USL ¢3183-63193.

25, - “June 1998 Schcﬁng’AHP.Agrumcnt“ ﬁcans the agrecment reached between
Schiering and ARP on June 19, 1998 as represented by document SP 13 GGO70-00089.

26.  “Schening’s J unc; 1997 Niacor-SR Fvaluation™ means the evaluation of Niacor-SR
mﬁqucud by Schening in June 997 preceding Schening’s cnleﬁng into the ScheringUpsher

agreement and including documents SP 16 000035-000036. SP 16 000040-000047.



17. "Sche:ing’s Regulaiory Afxirs Group™ means the group. organization, or
ermplovees within Sthtring responsible for seeking FDA approval for pharmaceutical praducts
and’or the group discussed by Mr. Thomas Lauda in his deposition dated September 24, 2001 at
pages 31-32.

23.. ~Schering’s Manufarmuring Gruup". means the group. erganization. or emplovees

within Schering responsible for all of aspecis of planning for and actual manufacture of a

pharmaceutical product.

1w "Sl:heﬁng's Inteltzctual Property Group™ means the group, orgamzation, or
employees within Schering responsible for all aspects of intellectual property protection and
Teview. mehuding the-evaluation of the parent position of products considered for in-licensing.

30, “Kos Patent Cross-Licensing Ag.r-:ement“ means the agreement between Lipsher
angd Kos made effective on Februany 7, 1997 s represented by document USL 11399-1 138,

-. 3l Up-Front Povmant™ means the pavmeuts dezenbed by .Pamgmph il.

subparagraph {1}-(ti1}, of the Schennyg Upsher Agreement.

31 “Milzstone Payment” means the payments described by Paragraph L1,
subparagraph (iv). of the Schenng Upsher .-’-Lgrctﬁmm.

33, “LUpsher's genenc version of K-Dur X7 nizans the product which is the subject of

ANDA 73726,

. 34, “AHP’s generic version of K-Dur 26" means the product which is the subject of

ANDA T4-812.-

©




INSTRUCTIDNS

Each of these requests shall be deemed admined unless. on or before November 13, 2001,

Upsher serves 2 sworn written answer or objection 1o the requests in bald text. If objection is
made o an.}' of these bolded requests, the reasons therefore shall be stated. The answer shall
specificatly deny the matter or set forth in detai! the reasons why Upsher cannol truthfully admit
or deny the matter. Any demzl shall fairly meet the substance of the requested admission. Where
Lipsher cannot deny the entire reguest for admission, Upsher shall specify so much of it as is true
and quatify or deny the remainder of the request for admission. Upsher shall not give lack of
information or knowledge as 3 reason for failure to admit or deny unless Upshm; ma.kes
reasemable inguiry and after reasonable inguiry can state that the information known to or readily
cbtainabic by 'L'p‘shc.r is insufficient 10 enable it to admit or deny the request for ndmi&sinn. All

docurnents referted to i the Reguests for Admisstons are 1 the possession of Upsher.

REQUESTS FOR ADMISSIONS

FD A Regulztions

Request No. 1: A pharmaceutical manufactarer mast file 2n ANDA with the FDA to

receive FDA approval to market a generic product that is AB-rated to a product listed in the

Orange Bouk.

Bequest No. 2 The FDA takes. on m*ér::gc. 12 to 18 months to roview and approve an

ANDA.

Request No. 3:. A First Faler is eligihle for the 158-day Exclusivity Perod.

6



R_eql_.l:st No. 4 As of September 2001, the FDA is prohibited from approving
ém other generiﬁ version of the branded produoct unti! either (1) the First Filer's{80-dav
Exclusiﬂt}; Period has elapsed, or (2) the First Filer relinquishes or loses its eligibility to the
180-day Exclusivity Period.

Request No. 5:  Upsher is the First Filer for a generic version of K-Dur 20,

Request No. 6: - Upsher, as the First Filer for a generic versiot of K-Dur 20, was
eligible for the 180-day Exelusivity Period from the date it submitted its ANDA.

Request No. 7: . Upsher began commercial sales of its genenc version of K-Dur Zlﬂ on
September 1, 2001.

' thur:st No. .B: Upsher's 18C-day Exclusivity Period was triggered on September

1,2001.

Request No. 91 As of September 2061, no ANDA for a generic versian of K-Dar
;Tﬂ. other 1:_!'1311 ANDA H-716, v:;'un receive i'ir;nl approval from the FDA untit Upsher’s 180-

day Exclusivity Period has expired.

© Generle Pricing

Request No. 10; Far every prodoct that Upsher sells which is bioeguivalent to a
brand product. Upsher sells the product at least 1 10% discount ofT the brand product.
Reguest No. 11: For every product that Upsher sells which is bioequivalent o abrand
pl.rmlucL Upsher selis the product at Yeast a 20% discount off the brand product.
Reyuest Xo. 12:  For every product that Upsher sclls which is bicoyuivalent to a brand

praduct. Lipsher sells the produet at least a 30%, discount off the brand product.



Reqguest No. 13:  For every praduct that Lipsher sells which is bicequivalent 10 a brand
product, Upsher sells the product at least a 4920 discount off the brand product.

Request No. 14: Forevery pr_oduct that Upsher sells which is_biacqu._tix‘a!m: 10 a brand
product. Upsher. Upsher sells the product at Jeast a 50%; discount off the brand product.

Request No. 15: In his deposition. Philip Dritsas. Upsher’s Vice President of Sales and

Marketing, states “we have been looking ar & scenario where would be aboui 4095 jess than the

K-Dur product and there are two or three scenarios because — 5o nothing has been formatized. but

L will 121l you that’s about what we're looking at.™

Request No. 16:  In his deposiiion, Philip Dritsas. Upsher’s Vice President ot Sales and

" Marketing states. “Yes. whenever we were - at whatever time we were finally on the market and

whenever glther gengnc were on the market. 1 think that's a reasenable assumption thers would

b tapid generic erosion.”

Request No. 17: When Upsher and other generic companiss are selling a generic K-Paur

product. thers will be tapid genenc erosion,

L psited™s Anticipated Engry of a Generie Version of K-Tar 20

Request No. 18: in 1997, Upsher produced forccasts that assumed i Seprember 1997

launch date for its genenc version of K-Dur M),

Reguest No. 19:  1n 1997, Upsher produced forecasts that assumiad an Ocrober 1997

lntfnrh dare for its generic version of K-Dur 20.

Request Ne. 20: Document USL 06730 identifies Scptember 9-11, 1997 as the tareet

_ date for 1he introduction of Upsher's generic verston of K-Dur 20.

g



Request No. 21: A meeting was held on April 79, 1997 in which possible launch
date scenarios for Upsher’s generic version of K-Dhar 20 were discussed.

thuest N 22: In the Aprit 29, 1997 meeting, one of the scenarios discussed
invelved a launch date ol Aogust I, 1997 for L‘pshér‘s generic version of K-Dur 20

Request Mo, 23:; In the Aprit 29, 1997 meeting. one of the scenarios discussed
involved a launck date of Qctober [, 1997 for Upsher's ceneric versien of K-Dur 20,

Reiguest N;:. 24: In the Apr) 29, 1997 meeting, one of the scenarios discussed
involved a Iznnch date of Janaary 1, 1998 for Upsiaer‘s generic version of k-Dhr 20.

ﬁcqurst N0, 25: In the April 29, 1997 meeting, the scenario involving a January &,

1998 launch date was referced to as the latest possibiliny.

- -
U psher™s Lavneh Prepurations

Requl:st'?\'n. 16: Prior to the Schering/Upsher Agreenicnt. Denise Dolan had

farecasted the quantities needed to launch Upsher’s geperic version of K-Dur 20 in August

1937,

Request No. 27:  Prior to the Schering/Upsher Agreement. Denise Dolan kad

forecasted the quantities needed to launch Upsher's generic version of K-Dur 20 in

September 1997,

Request No. 28: By May 13, 1997, Upsher had scheduled the mannfreinring of

raﬁdat-inn batches of Upsher's generic version of K-Dur 20 at 1PC for the following maonth

on June 17,18, and 19.



Request No. 2%:  As of May 13, 1997, IPC was holding opea the month of Angust

1997 for produoction of Upsher’s 1zunch quantities of Upsher's generic version of h-Dur 20.

- The Schering/Upsher Patent Infringement Litigation

Request No. 3):  On August 6, 1993, Upsher submitted to the FDA a cenification

s'fatin_g that Upsher's generic version of K-Du} 29 did not infringe the *743 Patent listed in te
* Qrange Book for K-Dur 20.

Reque-st N0, 31 On November 3, 1995, Upsher sent to Schenng natification of its
August 6. 1993 patem certification 1o the F[A staiing that Upsher’s generic version of K-Dur 20
did ot infringe the “733 Paens lisied in the Crange Book for K-Dur 20.

_ Requ_est No. 32 Schering received a copy uﬂ_,-'psh::r.'s. :\'m‘efnbcr 3. 1993 noulication
sfating. rf:at Upsher’s venerie version of K-Dur 20 did ot infringe the “743 Patent Iisied in the
Orznve Book for K-Dur 3. |

Request No. 33:  In Upsher’s November 3. l.*J‘}:? notification to Schering, Upsher stated
that its generic version of K-Dur 20 is substaniially different from the product described and
. claimed in the *743 Patent.

Request No. 34.  On December 15, 19935, Schenng ﬁltd a complaint in the
S::h:ﬁnngpsh:r Patent Litigation against Upsher, atleging infringement of the “743 Patent.

Request No. 35:  [n the Schering/Upsher Patent Litigation, Upsher took the position in
tts, Answer and Counterclaims filed with the New Jersey District Court on January 26. 1996 that

Upsher's generic version of K-Dur 20 did not infringe the *743 Patent listed in the Drange Book
for K-Dur 20.

10



Request No. 36: In the ScheringJpsher Patent Litigation, Upsher tock the position in
its Answer and Counterclaims filed wiih the New Jersey District Court on January 26. 1996 that
the ‘743 Patent is invalid.

Request No. 37 In the Schering Upsher Patent Lirigation, Upsher tou.k the position in
its Answer and Counterclaims filed with the New Jersev District Court on January 26, 1996 that
the ‘743 Patem 15 unenforceable beranse, during the pmsecminn of the applications resnliing in
the patent. Schering failed to m.ee: the duty of candor owed to the United States Patem and

Trademark Office.

Request No. 38:  In the Schering/Upsher Patent Litigation, Upsher .took the position in
its Answer and Counterclaims filed with the New fersey Disiriet Courton January 26. 1996 1hat
. Schenng filed the Schenng Upsher Patent Litigation for the purpose of tr}'i.ng to delay FDA's
approval nf;. Upshar's generic version of -Dur 20

| Rrﬁutﬁi No. 39 Int the Schering Upsher Pateni Liligation, Upsher todk the pasition in
s Answer and Counterclaims filed with the New Jersey District Court on January 2o, 1996 thul
Schenng filed its Complaint in the Schenn g,:tpsiier Patent Litigation for the purpose ol tryving o
prt nff for as tong 2s possible the time when it must face competition from Upsher's genenc
version of K-Dur 20.

Reque.*..t No. 40: [In the Schering/Upsher Patent Litigation, Upsher never took the
position in papers filed with the New Jersey District Court that Upsher’s generic version of
K-Dur 20 infringed the 743 Patent listed in the Orange Book for K-Dur 20. |

Reguest No. 41:  In the Schering/Upsher Patent Litigation, Upsher had a

‘reasonable basis lor asserting that, with respect to the *743 Patent, prosccution history

it



estoppel npp!ieﬁ 50 as 1o preclude Schering from asserting that Upsher’s generic version of
K=Dur 20 iafringed the <743 Patent.

Request No. 42:  In the Schering/Upsher Patent Litigation. foliowing
Upsher’s Motion for Summary Judgment on the Issue of Non-Infringement and Memerandum in
Support thereof, dated October 29, 1996, Schering conceded that Upsher's ganeric varsion of K-
Dur 20 did not Iiverally infringe the ‘?43 Paten:.

Request No. 43:  In the Schering/Upsher Patent Litization, Upsher never took the
pusitiun in papers filed wf:h the New .]'e'rsey District Court that the *743 Patent was valid.

Request ivo. 44: In tﬁe Schering/Lipsher Patent L_itigat_inn. Upsher never teok the
position in papers {iled with the New Jersey District Court that the *743 Patent was
enforocable.

Reguest Mo, 45t In the Sehenng Upsher Patent Lit?gatinn. Upsher stated in papers filed
with the New Jersey District Court, including tis Memorandum in Sepport of Motion for
Suramary Judement of Non-Infringement filed on October 29, 1996, that Upsher's generic
version of K-Dur 20 did not infringe the *733 Patent fistad in the Oringe Boek for K-Dur 1)

Request No. -Iﬁ: In the Scharing Upsher Patent Litigation. Upsher ook the pasition in
papers filed in the New Jersey Distoet Couet, inciuding its Memorandur in Sup;-!un of Motion
for Summary Judzment oﬂﬁon—ln fringement filed on October 20, 1996 thal Upsher's genenie

version of K-Dur 20 is substantialiy different from the product descnbed and clatmed in the *743

Patent.



Request No. 47:  In the ScheringUpsher Patent Lirigation, Upsher'had. arexsonable
basis for asserting that neither Span 80 nor any other substance in Uipsher's generic version of K-
Dwur 20 ts not insybstantially different than hydroxypropylcellulose and polyethylene ghwo!l.

Reguest No. 48:  In the Schering Upsher Patent Litigation, Upsher had a reasenable
basis for assertine that, with respect to the coating of Upsher's geﬁcrir: version of K-Dur 24,
ethyicellulose with o viscosity of 2{) cp is not insubstantiaily different than ethyicellulose with a
vfscmify of 40 cp.

Request No. 4%: In t.he ScheringUpsher Patent Litigation. Upsher took the pesition in
papers fiied in the New Jersey Distn'c.l- tl;uuﬁ. includin_g its Memorandum in Opposition to Key
Pharmaceuricals. Inc.’s Motion to Dismiss fited on Angust 13, 1996 that the *743 Patent is
-invaixd,

Reguest No. 50 The New Jersey District Court made no finding that Upsher’s generic
version of K-Dur 20 infringed .lhf: 743 Patent.

Request Mo, 5t; The New Jersey District Court made no finding that Upsher's
oeneric version of R-Dar 20 was likely to infringe the *743 Patent.

Reqquest No. 32: The New Jersey District Court made no finding that the *743
Patcat is not invalid,

Reguest No. 53: The New Jersey District Court made no finding that the *743
Patent is enforceable.

Reguest No. 54: No court has found that Upsher’s generic version of £-Dur 20

infringed the ' 743 Patent.



Request No. 55: No ¢ow has found that Upsher's generic version of K-Dur 20 was
li[-:él}* to infringe the ‘743 Patent.

Request _I"-'n. 56: No court has found that the *743 Patent 15 not mvalid.

Request No. 57: Mo court has found that the ‘7.3 Patent is enforceable.

Request No. 38: At the time of the Schering/Upsher Agreement. there was 2
possibility that Upsher could have wen the Scliering/Upsher Patent Litlzation if it
cantinued the Schering/Upsher Patent Litigation.

Request No. 59: At the time of the ScheringMpsher Agreement, Upsher believed
tiat it could have won the Schering/Upsher Patent Litigation if it cuntinﬁtd the
Scheting/Upsher Patent Littgation. -

- Request No. Eﬂ: At the time of the Scherine/Upsher Avreement, it was not certiin
that Schering would prevail in the_Scherinngpshl:r Patent f.itisntion.

Reguest No. 611 At the time of the Schering Upsher Adreement, Upsher did not behieve
irwas contam What Schanng would prevail in tﬁe Scharing Upsher Patent Litigation.

Request No. 62: At the lime of the Schering ‘l.fpshér Agrecment, Upsher’s defense that
1ts generic version of K-Dur 20 did not infringe the *733 Patent was nmt_nhjﬁcth'eljr' baseless.

Request No. 63 At the time of the Schering Upsher Agreement. Upsher’s defense in
the ScheringUpsher Patent Litigation th.al the 743 Patent was invalid was not abjectively
baseless.

Request No. 64 Al the time of the Schering Upsher Scutlement, Upsher's defense that

ihc * 743 Patent was unenforceable was not objectively bassless.
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Other Generic K-Dur 20 Applications

Refquest No. 65: &_ndr:-: subrmitted to the FDA a centification stating that Andrx’s
genetic '.'-'crsinn of K-Dur 20 did not infringe the *743 Patent listed in the Orange Book for K-Dur
" : i

Request No. 66: On June 2. 1999, Andrx provided to Sch.eﬁng notificarion of Andrx's
patent tmiﬂta_tion ia the FDA sating that Andrx's generic version of K-Dur 20 did not infringe
the *743 Patent listed in the Orange Book for K-Dur 20.

Request No. 67: Scht:riﬁg received a copy of Andrx’s patent certification to the FDA
stating that Andrx’s generic version of K-Dur 20 did not infringe the 743 Patent listed in the
Orange Book for K-Dur 20.

Request Z\in.. 68: -As pf September. 2001 there is no pending paent infmngement suit

. brought by Schenng against Andrx alleging that Andrx’s generic version of k-Dur 20 infminges

the “743 Patem fisted in the Omnge Book for K-Dur 20,

Schering/UCpsher Agree L
Request No. ﬁf_;': :l‘h:'_Sche_ﬁng"Upsiwr Agreement became eifective on June 17, 1997,
ﬁcqucst b/ M) | H U.p.st-rer's' KLDR.CDN M 2.1}. prw.:-dt.;;:t i5 the trawdemark name for
[ psher’s generic version of K-Dur 20. -
Requést No. 71¢ Under the Schering Upsher Agreement. Lpsher agreed not market in
- mé Uni:éﬁ-&tatcs irls ;(L'DR CD'\I M '_?ﬂ patassium '._:-hlnridt product. or any other sustained

release microencapsulated potassium chloride tablet, prior to Seprember 1, 2001,
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Request No. 72:  Ou November 20, 1998, Upsher received final FDA approval for
its generic version of K-Dar 20.

Reqeest No. 73t As of November 20, 1998, FDOA {aw and rtgula:iun:s permifted
Upsher to begin the commercial sale of'its generic version of h-Dur 20.

Request No. 7d: Upsher did not hegin the commercial sale of its generic version of
K-Dur 20 on Navember 20, 1998 or at any time prier to Septarﬁher 1.2001.

Reguest No. 75:  Under the Schening/Upsher Agreement. the phrase “any other
susraineﬁ release ;-riicquncapsulated poﬁssium chlorids tablet™ would tnclude a sustained releuse
microencapsulatzd potassium chlorzde tablet that infringed the *713 Patent.

" Request'No. 76: Under the Scherin gUpsher Agreement. the phrause “any other
sustained rf:]‘_aase microencapsulated potassium chiorids wbler™ could includs 4 sustained release
microencapsulated pc}mss.ium chioride tablet that infinged the "v45 Patend

Request No. 77: Under the Sc;*he:ing-’prslw'r' Ayreement, the phrase “any other
sustainad release micrcencapsulated potassium chloride tablet” would include a sustained release
mzcroencapsulated potassinm ch-lizsn'de tabiet that id not infomee the “743 Patent.

Request Mo ?B:I Under the Schering/Upsher Agreement, the phrase “any other
spstained release mirreencapsufated potassium éhluride tn.hlet“ could intlud-;‘ a sustained
refease microcncapsuoiated putnssfum rhlu.ride tablet that did et infringe the *H3 Patent.

Hequest No. 79: Under the Schermg/Upsher Aorgement, Schering *;vas required to nuake
an Up-.i'-'rnnt Payment to Upsher in the amount of 528 million with.i;l 43 hours ut'i_he date on

which the Schering Upsher Agreement was approved by Schering's Board of Direciors.
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Request No. 80:  Under the Schering/Upsher Agreement, Schering was required to make
an Up-Front Pavment to Upsher in the amount of 520 milhon one vear from the date on which
the Schening Upsher Ag-éement wis approved by Schering’s Board of Directors.

Regurest _\'o..ﬁl: Linder the Schenng Upsher Agreement. Schening was required to make
an Up-Front Payment to Upsher in the amount ufSll million two vears from the date on which
the Schening Tipsher Agreement was approved hy Schering’s Board of Dirtctnr;.

- Request Mo, B2: Under the Scheﬁng-’[.i psher Agresment, Schering was required to make
Up-Front Payments to Upsher toaling Sﬁﬂ-m.iiliun_

Request No. §3: Under the Schering/Upsher Agreemén t. the Schering’s 364 million
in Up-Froat Payments te Upsher were unconditional.

.Request No. 84:  Under the Schering/Upsher Agreement, the Schering’s $60 million
in U[_"me Fn}'l.ne.nts 10 L"[.;she_r were. nol c:.untingcnt on Upsher taking aay actions or
satisfving any r-}u{lili.uns concerning the development of Niacor-SR.

Reﬁuest No. B5: Under the Schering/Upsher Agreentent, if Upsher abandoned the
development of Niacor-SR. Upsher “'nul.d s..till receive the full S60 million in L p-Front
['ay menis.

Request. Mo, Bb: Under ihe Sﬂ.:i‘ielring,-'[_]psher Agreement, if Upsher abandoned the
development of ?Cias:or-SR_. L:psher was under no obligation to inform Schering that it, Upsher,
had abandoned the development of Niacor-SR. |

Request No. 87: Under the Schering/Upsher Agreement, if Upsher ahaandoned the

development of Niacor-SR, and did not inform Schering that it, Upsher, had abandened
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the developmeat of Niacor-5R, Upsht-r wuu]-:i still receive the full 560 million in Up-Fruui
fayments. -

Request No. 88: Sch ering made a pavment of § 28 million to Upsher within 48
honrs of the date on which the Scﬁeringf Upsher Agreement was approved by Schering’s
Euard of Directors.

Request ho. 8% Schering made a payment of 520 million to Upsher appraximately
ene year from the date on which the Schering/Upsher Agresment was approved by
Schering™s Board of liifeﬁti:rs. |

Reguest No. 90:  Schering made a pavment of 512 million to Upsher approximately
' tvo years (rowm the date on which the Schering/Lipsher A.greemént was approved by
_ Scheﬂﬁg‘s_ﬁn:-l rd of Directors,

'Rﬂ;uest 'N-;r. 91: Under the Schcrin_g-{'psher Af._:re-.":.mcm. Schering obtained an
exclusive paid-up royalty free license to make. have made. import. export. use, offer for sale and’
seti Upsher's Pentoxifvlling product in all eountries other than Catada, the United States and
Mexigo, .

Reyguest Na. 92: Under the Schering U psher Agrecment, Schenng obtaied an
exelysive paid-up royalty Free license to make, have made, import, export. use. offer for sale and
sel} Upsher’s Prevalile produet in 21l countries other than Canada aud Mexico.

~ Request No. 93: Under the Schening Upsher Agreement. Schering olnzined an
exclosive paid-up royalty free licensa to make, have made, import, export. usc. offer for sate and
. seil Upsher’s KLOR CON 8, KLOR CON 10, AND KLOR CON M2, products in all countries

- other than Csada, the United States and Mexico.
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Request No. 94: Under the Schering/Upsher Agreement, Schering obtained an
exclusive paid-up rovalty fiee license to make, hzve made, import, export. use, offer for sale and
setl Upsher's Niacor-SR product in zll countries other than Canada, the United States and
Mexico.

Request No. 95: Since June 1997, Schering has made no sales of Pentoxifvline
pursuant to the license obtained in the Schering/Upsher Agreement.

Request No. 96:  Siece June 1997, Schering has made no inlcr: of KLOR CON
products pursuan.t to the license obtained In the ScheringUpsher Agreement.

Reqguest No. 97: Si_mcl: June Y997, Schering has made no sales of Nizcor-SR
pursuant to the license cbtained in the Schering/Upsher Agreement.

Hequest No. 98: Since June 1997, Schering sales of Prevalite. pursuant to the
icense ¢hinined in the Schering/1 psher .-kgréement. have otaled fess than § 1 million .

Req;lEst No. 99: Ender the Scheringa;Upsﬁer r"l.gl'.EEﬂlE!l‘. Schering agrecd to pay to
Lpsher Milestone Pavments within 10 days of the first commerciaf sale of Niacor-SR by
Schering or its licensee in certzin designated couniries.

R;tquest No, 100; Under the Schering/Upsher Agreement, Schering agreed to pay to
Upsher royalties of at least 10% on aggregate worldwide znnun! net sales (ns defined in the
agreement) of Ni':;cnr-SR by Schering or its léceusee.

- Reguest No, 101: The sch eringfﬂ.pshcr Agr.e.ﬂmtm placed no obligation on Upsher to
Carmy ol Zckivities nocessary 10 develep and obiain FDA approval to nmrkﬂ Niacor-5R.

Request No. 102; The Schennyg Upshier Agreement placed neo obligation on Upsher to

satisfy any enlestones concerming FDA approval for Nizcor-SR.
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Request No. 103: The ScheringU ps-htr Agreement placed no obligation on Schering
0 carry out any activities conceruing the marketing of Niacor-SR in Europe.

Request No. 104: The Schering/Upsher Apreement did not cogtain any warranties
ot representations by Upsher regarding its ownership of or rights to Niacor-SR.

Request No. 105: The Schering/Upsher Agreement did net contain any warranties
- or representations by Upsher regarding its intellectual property rights relating to Niacor-

SR.

Regrest I";'n. 10&: Schering and Upsher have not entered info the “Detafled
Agreement” as defined in the Schering/Upsher Agreement.

‘Request Na, 107; Under paragraph 3 of the Schenng Upsher Agreement. the license
, g_rame:i to Upsher under the *743 patent to make or sell Klor-Con M26 would bECCrIT:H; etfective
o1 the date that a court aof 13.51 resort riles the Detailed Ayreement (as that term i;z.'usmj inthe
paracraph 1 of the Schering L;pshcr Agreement) invalid and the license granted to Upsher under
the ']'-}3 patent valid. |

Request No. 108: Under paragraph 12 of the Schering Upsher .igreémn:nt. if & court or .
rovernmemal authonty declares the licenses granted to Schering pursuant 1o paragraphs 7-10)
vaid, Schering does not make any additional payments to Upéhcr.

Raquest No. 109: Under paragraph 12 of the Schering Upsher Agreement, if a court or
| governmental authm-'ity derlarss the licenses granted to Schering pﬁrsuam to paragraphs T 10

vaid. Upsher retains payments made by Schering prior to the colrt or govemmental authority

deciston voiding the licenses granted to Schering.



Request No. 110: if, on Deccniber 31,1997 a court of last resort had declared that the
Schering/Upsher Agreement as whole void, including the hicenses granted 1o Schering. and had
declared the license gramed 10 Upsher valid. Upsher would have received 528 miltion from
Schenng.

Request No. 111: If, on December 31, 1958, a court of last resort had declared thar the
ScheringUpsher Agresment 2s whole void. inciuding the licenses granted to Schering, and had
declared the license granted to Upsher valid. Upsher would have received 343 million fom
'_.Sn:.hcring. |

Requést No. 112: If, on Decemnber 31, 1997, a court of last resort had declared that the

- Schering Upsher Agreement as whole veid. including the licenses granted to Schering. and had
declared the license granted to Upsher valid, Upsher’s Hecense 1o the *743 patent would have
'EZI‘-.’_‘CG!'I.]E effective ;an D;cember 31,1997,

Request Mo, 113: [f. on December 31, 19982 cmm.of fast resort had declared that the
Sch_ering‘l}psher .{greemfnt as whoie void, including the licenses granted to Schering. and had
declared the license granted to Upsher valid, Upsher's license to the *743 patem u-nt;ld have
became effzctive on December 31. 1998

ﬁrqutsl No. I-I 4: fon Dl:tc[ﬁht:f 3l 19‘5"}'; a court of lﬁt resort ﬁud declared than th-:_
ScherimgUTpsher Agreement as whole void. including the licenses granted to Schering. and had
declared the license granted to Upsher ".'n].id‘ Upsher could have launched its Klor Cen 'U[l{} ﬂn-

- .[}Et:l:.mil:.:érjl.. 1997 without being lizble for infringing the 743 patent. |
Reguest No. 115: [f. on December 31, 1998, a court of 1ast resort had declared the

licenses granted to Scherng void and had declared 1he heense granted 1o Upsher valwl, Upsher
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could have launched its Klor Con M20 on December 31. 1998 without being liable for inﬁinging

the “743 patent. . i
Request No. 116: 1f. on December 31, 1997, a court of last resort had declared that the

Scherin g LUpsher Agreement as whole void, ineluding the iiceﬁsﬁ.gmnteﬂ to Schering. and had

declared the license granted to Upsher valid, Upsher's . eement not ta market its Klor-Con M20

product would have terminated on Decemnber 31, 1997,

i
Regquest No. 117: If, on December 31, 1998, a court of last resort had declared that the
Schering Upsher Agresmeant as whole void, including the ficenses mnted to Schering. and had
declared the license granted to Upsher v ahd Upsher's al;r-:emcm not to market its Klor-Con M20

pmduc: would ha'- ¢ lerminated on Decermber 31, 1998,

Request No. 118: On June 24, 1997, Schcring's'bonrd of divectors met and authorized
Schertng’s ofiicers 12 execute o cause 10 be executed all agreements or amangemesnts with
. .

Upsher diseussed at sawd mecting. |
i
Request No. 1191 On June 24, 1997, Schenng’s board of directors miet and authonzed

Schering’s officers 16 enter a license agreement with L'p!sher for righis to market four ol Upsher’s
|

products. |

‘Request No. 120; The Schering/Upsher Agreement was not presented to the New

Jersev District Court for approval. i
Request No. 121: The New Jersey District Court did nat approve the
| |

1

Request No. 122: The Schering/Upsher Agrecment was not prescnied to any federal

Sch eringrUp's her Agreémen L

district court for approval.
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Request No. 113: The Schering/Upsher Agreemnent was noi approved by any federal

district courc

rojected Tenpact of

Reguest ﬁn 124: 1n 1997, Upsher projected that it wpuld price its generic version of
K-Dur 20 af 30% of the price of K-Dur 20's post-generic entry price.

Request No. 125: In USL 08543 and USL ﬂBi#.lUpsher assurnes that jts generic
version of K-Dur 20 would be-;.tricm.;l at ?ﬁ%lulf K—Du.r Eﬁ. | |

Reguest No. 126: In USL 08543 and USL 08344, Upsher assumes that its genenc

version O K-Dur 20 would be jaunched on October 1. 1997,

Request.No, 127: [n USL 08343, Upsher projects that sales of s genene version of K-
Dhur Z__[J' wm;,h_i comz only at the expense of K-Dur 20 or other bioaguivataat genene K-Dur 20
producis.

Reqﬁest Neo. 128: I_n Aprl 1997, Upshf; pmjetted the impuct.m' the ey of genene K-
Dur 20 products.

Reyuest No. 129: In April 1997, Upsher projected that h-Trur 20 sales in dollats

would be 30.1% lower in 1998 than in 1997.

Reyuest No. 130; In April 1997, Upsher projected that K-Drar 20 saices in dollars

“would be £.9% lower in 1999 than in 1998.

Reguest No. 135:1n A[iril iﬂﬂ‘f. Upsker projected that K-Tur unit sal¢s wonkd be

12.6%e lower in 1998 than in 1997,

Ind
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Request No. 132: In April 199;'1’, Upsher projacted that K-Dur anit sales in dollars
would be 4.9% lower ir 1999 than in 1998.

Request ;‘iu. 133: Ta April 1997, Upsher projected that sales of its generic version of
K-Dur 20 » mﬂd corme oniv at ﬂn.': expense of K-Dur 20 or other bicequivalent zeneric K-

Dur 20 products.

Request No. 134: In June 1997, Upsher expected 1hat the price of generic K-Dur 20

wottld be more than 2005 below the price of K-Dur 240.

Request XNo. 135: In June IDPT,IUpsher ekpe:ted that sales in wnits of K-Dur 20

would fall after the entry of & generic K-Dur 20 product.

Request No. §36: Tn June 1997, Epsher expected that dollar sales of K-Dur 20 wonld

~ fall after the entry of a generic K-Dur 20 product,

Reqitest No. 1372 In June 1997, Upsher expected that profits for K-Dur 20 would fall
ater 1he entry af a generic K-Dur 20 product.
Regurse o, E38: As of September 2001, Upsher expects the price of weneric k-Dar

20 to be at least 20% below the price of K-Dur 20.

Reguest Mo, 139: As of September 2001, Upsher expects that snh:;s in units of k-Dur

20 wonld falt after the entry of 2 generic K-Dur 20 pmdﬁct.

Request No. 140: As of September 2001, Epsher expects that dollar snles of K-Dur

303 would fall after the entry of a generic h-Dur 20 preduct.

Reguest No, 141: As of September 2001, Upsher expects that profits for K-Dar 20

waould 2!l after the entry of a generic K-Dur produrt.



Entrv of Generic K-Dur 20

Request No. [42: L-'ﬁshtr"s profits for its grneri:.;\'ersinn of K-Dur 20 for 2004 and
2002 wounld be [ower if Upsher were to have Inunched its produect in Janeary 2002 rather
¢iran Sepcember 2001. |

Request No. 143: As of September 2001, Upsher's .-h'c.:rage Selling Price of its
generic version of k-Dur 20 is at least 2 20% discount to the Average Selling Price of k-
Dar 0.

Rcﬁuest No. 144 Asof Sc—lptcmhcr 2001, Upsher's Average Selling Price of its generic
version of K-Dur 20 15 al least a 30%% discount 1o the Average Seiling Price of K:Dur 20.

Regtiest No. 133: Asof Sépte:ﬁbér 2001. LUpsher's Average Selling Price of its generic
+ version of K-Dur 20 is & leasi 2 40% discount (o the Average Selling Price of !{~Dur.2ﬂ._

Request No. 1461 As of Scprember Zlﬂi-i_li. LUpsher's Average Selling Price of its zeneric
version of K-Dur 20 15 at Tenst a 50% distount to Average Selling Price of b-Dur 2001

Request No. t47: On Sepreber 1, 2001, Upsher announced that it was taunching its
reneric versions of K-Dur 20 and K-Dur 10.

Request No. 148: On Seprember 1, 2001, Upsher began sclling its generic versions of K-
Daur 10 and K-Dhr 20.

Request ﬁu. 149: In September 2001, Upsher began selling iis generic versions of K-
Dur 20 and X-Dur 10.

Request Mo, 150: On September {, 2001, Upﬁhcr. annannced that its genenc versions of
" K-Dur 20 and &-Dur 14 "are the first and anly hioéquivulem altemnatives to widelyv-preserbed -

Dir 20 mEq and K-Dur 10 mEq.”



Request No. 1511 As of September 5, 2001, Upsher’s generic versions of K-Dur 20 and
K-Dur 10 were the ﬂnlyl bioequivalent or Aﬁ-rarcd alternatives to K-Dur 20 mEqg and K-Dur 10
mEq.
Request N¢. 152: Upsher’s generic versions of K-Dur 20 and K-Dur I.{] are the first
bigequivalent or AB-rated altematives to K-Dur 20 mEq and K-Dur 10 mEq.
Request No. 133 Upsher's generic ‘-'El'Siﬂﬂ.S of K-Dur 20 anﬁ K-Dur 10 are the only
' hiocq.uiva.lem or AB-rated altematives to K-Dur 20 mExq and K-Dur 10 mEq,
Reguest No. 154; On Septenﬂ}er 1, 2001, Upi-:htr announced that its gengnc \'r:rs..iﬁns of
K.-Dur 20 2nd K-Dur lﬁ were “avatlable at up to 50 percent of the cost of K-Dur.™
Request No. 155; Upsher s sclliﬁg its generic versions af K-Dur 20 and B-Dur 1u e
- pneesas much as 30°p below the price of Ke-Dur. .
_ Rlequeﬁt Mo 1561 On September 1, 2001, Upsher announced that its goal was to have &
5&% unit share of the microencapsulated, pm:.lssium chlonde market by the end of jm ",
Request No. 1537; Warrick. a part of Schering, began selling a bioequivalent
alternative te K-Dur 20 ili Septemhc.r 2001.
Request No. 158: Substitution [rumg brand prﬂdqct to its bioequivalent or AB-

rated generic prﬁduc[ occurs at a faster rate in 2001 than it did 1e 1997,

Evaluation of Nizcor- iCcense

Request No. 139: Dudng'Scheﬁng‘s June 1997 Niacor-SR Evaluation, Schering did nat

request from Upsher any eltmical daiz bevond the data incuded in document SP 16 ninnd -1 12



Request No. 160; Dunn_g Schering's -June 1997 Niacor-SR Evaluation, Schering never
received any clinical data from Upsher regarding the co-administration of Niacor-SR with a
statin.

Request No. 161: Schering never received any clinical datn from LUpsher regarding
the co-administration of Niacor-SR with a statin.

Reguest No. 162: Sche;'ing has never conducted any clinical mals regarding the co-

administration of Niacor-SR with 2 swtin.
Request No. 163: Upsher has never conducted any clinical trials regarding the eo-
administration of Niacor-SR with a statin, -

Request No. 162: Document SP 16 00061112 states that Upsher had not filed U.S.

- - Patent No..5.126.145 in Furope.

Request No. 16;: Document SP 19 00061-112 states that Lpsher filed ULS. Patent No.
3.265.181 iﬁ Euwrope but thot the status of that patent in Europe was pending.

Reqﬁest No. 166: Only two patlcms CONCEIMInY .\'iac;:;r—SR {L.S. Parent Xos. 3.268.181
and 5,126.1.-‘&3}-1'11'-: discussed in diéncumr:n_t SP 16 (N06Y 112,

_.R:quest No. laﬁ‘?’; Ptji-:_-r o cm:_:rir_tg imq tht. Schening Lipsher .%grccm;m. Schering never
requested fiomn Upshﬂ: the p.r.u.s;:r:.ution l&istor;;' cnnc-:-vrﬁing.U,S'.. Patent 1.\4’0. 3.268,181.

Request No. 168: Prior to entesing into the Schering Upsher Agreement, Schering never
requested from Upsher any information concerning LS. Patent No. 5.268,181.

Reﬁuést NG, iﬁ‘i‘ .-Pﬁur 0 éﬁteﬁ ng into the Schering/Upsher Agreement. Schening never

requested from Upsher the prosccution histary conceming U.S. Patent No. 5,126,145,



Request No. 170: Prior to eniering into the ScheringUpsher Agreement, Schering never

requested from Upsher any information conceming £.S. Patent No. 5.126.135.

Nezotiations with Kos

Reque.st No. 171z In Mav 1995, Kas filed an NDA for a sustained release niacin product
called Niaspan.

Request No. 172; At the time of the Schening Upsher Agreement. Upsher had not vet
filed its NDA for Ni.a:ur‘SR.
| Request No. 173: Upsher never Informed Schering that Upsher intended to seek or
considered seeking FD A approval for an ANDA for Niacor-SR.

Request Mo. ] 74 Prior to January 1, 2000, Upsher pever informed Schering that
Cpshier intended to seek or {‘DﬂsiﬂEl:'Eﬂ sceking FDA ﬂpprm'.n! for an ANDA for Niacor-3R.

Reqitest No, 175: [n Sept-:mbr:r.wgﬁ; L'pshur informed Schering that Upsher had ceased
its acuvities directed at submitting an MDA for Niavor-SR o the FDAL

Reyuest .\u 176: Prior to September 1998, Upsher had not informed Schering that
Upsher had ceased 1ts actlvities directed at submitting 2n NDA {for Niﬂcnr-SR tnthe FDA.

Request No. 177: Prior ta September 1998, Schering had no discussions with Upsher
..ahnut whether Up;shcr- had reduced tts level of effons ar aciivity directed al submitting an NDA
for Niacor-5K to the FDA |

Request No. 178: Prior to Sefitember 1998, Upsher had not informed Schering that

Upsher had decided to reduce its efforts or activities directed at submitting an NDA for

Niacor-SE to the FDA



UgsherE Efforts to Identifv Nizcor-SR License

Request No. 179: Upsher retained Moreton M;irl-;etihg in 1996 to Tdentify potential
licensees for Upsﬁer‘s NIﬂcur_‘-SR product in ceriain European countries.

Request No. 180: M?‘. David A, Pettir of Moreton Marketing was involved in
identifving potential licensees for Upsher’s Niacor-SR product in certain European

couniries,

Request hyt N 181 On January 16, 1997, Mr. David A. Pegit s:malﬂttcr 10 Beafour Ipsen

International 5 A scel.mu 1o dciemme whether Beafour Ipsen Internanonal $.A. had interest in
licensing Upsher’s Niacer-SR. product in certain European countries.

Reguest No. 182: On or about January 21, 1997, Beafour Ipsen Intemational responded
to Mr. David A Pattit th;at it was not interested in pursning negetiations with Upsher regarding

the p‘mpui:}d licensing of \mmr SR.

Request No. 183: On January 16, 1997, M. David ﬂt Peitit sent a letter to Baver AG
scakiny 10 determmine whether Bayer AG had interest in !ic:n sing Upsher's Nizcor-SR product in

<ertain European countrises.

Request No. 184: On January 21, 1997, Bayer AG respﬂnde'd ta Mr. David A. Peust that
it was not interested in pursuing negotiations with Upsher regarding the pmpnscd licensing of
Niacor-SE. |

Request No. 185: On January 16, 1997, dr. David A. PeiGt sent a letter 1o Solvay
Pharﬁza S.A. seeking to determiﬁe whether Solvay Pharma 8.A. had interest in licensing

Upsher’'s Niacer-53R pmduct in cenzin European countries.



Request No. 186: Onor abt::-ui January 24, 1997, Solvay S.A. responded 1o Mr. David A
Pettit that it was not imerested in pursuing negotiations witht Upsher rt:gardir;_g the proposed
licensing of Nizoor-SR because “[t]he statins group of products are actually widely presenbed
-and there is not imuch room anymore for nicotinic acids™ and Selvay Pharma 5.4, is "not ¢ertain
that sufficient sales can be generated 10 make a launch pmﬁmble.“ as reflected in dacument USI.

09096,

Bequest Mo, 187; On Jamary 16, 1997, Mr. Dasid A, Péﬂit sent a letter 1o Schwarz
Pharma A.G. seeking to determirnte whether Schwarz Phanma A G. had interest in licensing
Uipsher's Niacor-5R product in certain European couniries.

"Request No. [85: On or about January 22, 1997, Schvarz Pharma AG responded to Mr.
. Daaid A Pettit that 1t was not interested in pursuing negotiations with Upsher regarding the
proposed licensing of Niacor-SR. |

| Request No. 189 On I:ulu::r}'-lﬁ. 1997, Mr. David A. Peuit sent a letier to Boclhringer
Maunheim GmbH secking I.o determineg whether Bochringer Manheim GrabH had interest in
licensing Lpsher’s Niacor-5R pmduclt in cer:uir.1 Eur;opeun COUMtnes,

Request Mo, 190; Onor abﬂui Jahuar}' 23, 1997 Boehringer Manheinm GoubH responded
w Mr. David A. Pettit that it was not interested in ﬁursuing nepolations with Upsher regarding
. the proposed licensing of Niacor-SR “due to limited markgt volume and the known side effects
of Niacin, ™ as reflected in document USL 9108,

Requ.r:st Nq;l. 191: On January 16, l?ﬁ?, Mr. David A. Petit sent .a letter to E.S.uﬂhringr:r
Ingetheim GmbH seeking to determing whether Boehninger [ngefheim Gmbli had interest m

ticensing Upsher's Niacor-SR product in certain European countrics,
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ﬁequ est No. 192: On or sbout J anvary 27, 1997, Boshringer Ingelheim GmbH responded
to Mr. David A. Perut that it was not interested in pursuing negotiations with Upshet regarding
the proposed licgnsing of Niacor-SER.

- Reqaest No. 193: On January 16, 1997, Mr. David A Perrit seat a letter (o Luitpald
Pharma GmbH secking to determing wh-:thcr Luitpold Pharma GrmbH had interest in.li-:msim_.-
Upsher’s Miacor-SR produet in certain European countries.

Request No. 194: On or about February 4, 997, Luitpold Pharma Gmh[-] responded to
Mr. David A. Pentit that it was not interested in pursuing ncgotiatiuns with Upsher regarding the
proposed licensing of Niacur-SR_, -

Req;.lest No. 195: On fanuape 16,1997, Mr. David A, Pamit seat 2 l2ter 1o Abbolt

Laboratorizs. e, seeking to determine whether Abbort Lahoratories. Ine. had interast in

+ licensing Upsher’s Niacor-SR product in certain Europzan countries.

Regquest Mo, 1960 As of April 21, 1987, Abbouit Laboratonies, ine. had pot respandad to
Mr David A, Pewnit thai it had any interest in pursuing negotistions with Upsher regarding the
propased licensing of Niacor-SR.

Request Moo 197: On January 16, 1997, Mr. David AL Pettit sent a letter 10 Akzo Phamia
Intermational b.v. seeking 1o determine whether Akzo Phanna [ntemational by, had interest in

licensing Lpsher’s Niacor-SR product in certain Eyropean coumntrics.
Reguest Mo, 193: On February 4, 1997, Akzo Nobel Pharma responded 1o Mr. David A,

Penit that it was not interested in purseing negotiations with Upsher regarding the proposcd

~ licensing of Niacor-SR.



Regquest No, 199: On January 16, ]99_?. Mr. David A. Pmi.t sent a letter 1o Asta Medica
AG seeking 1o determine whether Asta Medica AG had interest in licensing Upsher's Niacor-SR
product in certain Edropean couniries.

Request No. 200: As of Apnl 21, 1997, Asia Medica AG had not responded tar M,
Danid A. Pertic |

Request No. 201 On January 16, 1997, AMr. David A. Pettit sent a letter 0 AB Asma
seeking to determine whether AR Astra had interest in licénsing Upsher’s Niacor-SR product in
certain European countrigs.

Request No. 202: On February 6, 1997, Astra AB responded to Mr. David A. Peqtit that
" - jt was not interested in pirsuing nezotiationswith L’psher_' regarding the proposed licensing of

Miacor-SR.

'y

Request Na, 203:0n January 16, 1997, Mr. David A. Pettit sent a Iatter to Byk Gulden
Lomere Chemisch Fabrik GmbH seeking to détermine whether Byk Gulden Lomerg Chamisch
Fabrik GmbH had interest in licensing Upsher’s Niacor-SR product in certain European

cotnlries.

Request No. 2041 On or about March 3. 1997, Bvk Gulden Lc:-mt_vérg. Chemische Fabrik
GmbH respondad 1o Mr, David A. Pettit that it was not interested in pursuing ncgotiaiions with
Upsher regarding the pr-npns-::d licensmg of Niacor-SR because it did *"not expect that a praduct
like Niacor can get a sufficient market share in Europe in the highly campc:iﬁve sesment of Lipid

" lowering agents.” as reflected in document USL 09089,



Request No. 205: On January 16, 1997, Mr. David A. Pettit sent a letter w Cilag-Janssen
Phanna:cuﬁca NV, seebing 1o detenmine whether Cilag-Janssen Pharmaceutica NV, had
interest in licensing Upsher's Niacor-SR product in certain European countnes.

Request No. 204: On Fehruarg;' 3, 1559?, Janssen Pharmaceutica N\, responded o M.
David A. Petit that it was not interested in pursuing negotiations with Upsher regarding the
proposed licensing of Niacor-SR. It said that “{w]hen cnm'hining the risks involved with
nicotonic zcid on the one hand and the market sirength and market presence of the .stntins on the
ather hand, we. hu.w: to unforenately conclude that we wish to elect to renounce on tﬁe
: opf:—anunity kindly provided o us.” as reflected in document Moreton 0000383,

Reqtiest No. 207: On January 16, 1997, Mr. David A. Pettit sent a letter 10 DuPont
Phamaceqt{cnis Limited secking to determine whether DuPont Pharmaceatieals Limited had
interest in licensing L'g:shcr‘ﬁ Miacor-SR product in certain European countries,

| Request Mo, 208; On Febiuary 5. 1997, DL.IPEl:nl.' Pharmaccwticals Limited rc:;p':-mlc;l to
Me. David A, Pettit that it was not interested in pursuing negotistions with Upsher regarding Lhe
ﬁmpnscd Iicensi-ng of Nincnr-SR.: .

Request No. 209: On Janoary 16, 1997, Mr. David A Peutit seot a letier to Formng AB
seekiny to determine whether F-erﬁng AB had :Imen:'st in licensing D;'psher.'s Kiam%gk product
- in certain European ::uuntri_es.

Request No. 240: As Df."ﬁ.i}ﬁl 21,1997, Feming AB had not responded to Mr. David A
Pauit that it had aoy intﬂ.rést in pursting negotiations with Lipsher regarding the proposcd

licensing of Niacot-5R.
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- Request No. 211: Cn January 16, 1997, Mr. David A. Pettit sent a letter to Hoechst
Marion Roussel AG seeking to determine whether Hoechst Marrion Roussel AG had interest in
) l-ii:cnsing Upshers Niacor-SR produet in certain European countmies.

Request No. 212: On February 17, 1997, Hoechst Marion Roussel responded t.o M
David A. Pertit that it was not interested in pursuing negotiations with Upsher revarding the
proposed licensing of Niacor-SR.

Request No. 213: On Tanuary 16, 1997, Mr. David A. Pettit sent a letter 10 Medeva plc
seeking t.ﬂ determine whether Medeva ple. had interest in licensing Upsher™s Niacor-S® product
in cenain Eumpe;m countries.

Request No. ..214: On February 7. 1997, Medeva Ewrope Tespondad to Mr. David A
Pettit that it was not interestad in pursuing negotiations with Upsher regarding the proposed
[ice::sing. of Niacor-5R. |

Request No, 215: On January 16, 1997, Mr. David A. Pewit seat a lener o Mundipharma
" Inicrnztional Limited seeking to detertnine whether Mundipharma International Litaited had
interest i icensing Upsher’s Niacor-SR product in ccn;ﬁn.Eumpean countnies.

Beguest Neo. 216: In Janua-ry 1997, Mun-:!iphar-m;l [nternaionu Limite?! called Mr, David
_A.‘ Penit to 5av that it was not interésted in'-pursu.ing ne gmihlions with Upsher regarding the
proposed licensing of Niacor-SR and that the side effecis of nicotonic acid may be a problem.

Request No. zﬁ; On or abowt January 28, 1997, Mmdiphm International Livnited
SIHIII n. {ox to Mr. David A. Pettit iﬁfal;tning lﬁm that it was not interesﬁ.‘d in pursning negotiations

with Upsher regarding the proposed licensing of Nizcor-SR.



Reguest No. 218: On January 16, 1997, Mr. David A, Pettit sent a tetter to Novo Nordisk
ASS seeking to determine whether Nove NNordisk A'S had interest in Licensing Upshar’s Niacor-
SR product in certain European countries.

Reguest No. 219: On March 13, [997, Novo Nordisk A-S responded to Mr. David A.
Pettit that it was not interested in pursuing negotations wath Upsher regarding the proposed
Iicénsing of Niacor-SR. |

Request No. 220: On Januwary 16, 1997, Mr. David A. Peitit sent a letier to Hafslund
-. MNycomed AS S'ﬂ:killtg 10 -dttc:;nint".*.'hc:ti.'mr Hafslund N}'cumtﬂ A5 had intesest in licensing
Upsher’s Niacor-SR product in certain Furopean countries.

Request No. 2212 As of April 21 1997, Hafslund Nycomed AS had nat responded o
Mr. David A. Peuit that it had any interest in pursuing negotiations with Upsher regarding the
proposad Iiceﬁsing of Niacor-SR.
— Pharmaceuticals seeking to determiine whether Pfizer Limited - Pharmaceuticals had interest in
Ticensing Upsher's Niacor-SR product in certain Eilrﬂpcall counIes.

| Request No. '.'23-: In Apoil or Mav of 1997, Phizer Linuted - Pharalaceuticals respondad
w0 Ar. Dovid A. Pettit that it was not interested in COMINuING 1O pursue Begonaiions witl Upsher
regarding the prnﬁns:ﬁ li::f:nsi-ng of Niacor-SR.

Request No. 224: On January 16, 1997, M. David A. Petit seat a letter to Rhone-
Poulenc Rurcr.-Sr.A. sr;ci»:ing to determine whether Rhone-Poutene Rorer 8., had interest in

 Ticensing Upsher's Niacor-SR product in certain Europeiun countrics,

L
L



Request No. 225: As of April 21, 1997, Rhone-Poulenc Rorer 5.A. had not responded to
Mr. Dravid A. Pewt that it had any interest in pursuing negotiations with Upsher regazding the
proposed licensing of Niacor-SR.

- Request No, 226: On January 16, {997, Mr. David A. Peutit sent a Jetter to Sanofi
Winthrop Limited seeking 1o determine whether Sanofi Winthrop Lintited had interest in
licensing Upsher"s Niacor-SR product in certain Enropean counlries.

Request No. 227: On Febeary 3, 1997, Sancfi Winthrop Limited responded to Mr.
© David A. Pettit that it was ﬁ;:-flinteresteﬂ'in pursiing negotiations with Lipsher regarding the
proposed licensing of Niacor-5R because, in part, of Niacor-SR’s “limited commercial
palr;-nliﬁl." as feflected in document TSL 09104, -

Request Na. 228: On January L6, IE?‘J?. Mr. David A, Pettit sent 1 fetter {e Schenng A.G.
seeking to determing whether Schering A.G. had interest in [ice.nsing Upsher's Niacor-SR
pde;lﬁl in certain Eﬁmpean counirivs.

Request No. 229: On February 4. 1997, Schering AG responded o Mr. David A. Peirit
that it was not interested in pursuing negotiations with Upsher regarding the proposed licensing
of Xiatﬂr;SR. |

Request No. 230t On Janary 16, 1997, Mr. David A. Pettit sent a lettér to UCB S.A. -
Pharma Division seeking to determine whether UCB S.A. had interest in I.icvcnsi ny Upsher’s.
Mincor-5R predugt in r:ertai.n European -:-numries,

ﬁequn;t E\Z-u.. 231: On or a’rim.ﬁ Fehnmr;;." 10, 1997, U]CB 5. respﬂ.mded to Mr. David A
Pettit that it was not interested in pursuing negoliations wilth Upsher regarding the proposed

licensing of Niacor-SR.
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RFqufst No, 232: On January 16, 1997, Mr. D;;w.id A. Petnit sent 2 letter to Yamanoucht
Phamtiacentical b.v. seeking to determine whether Yarnanouchi Pharmaceutical B.V. had interess
m lizensing Upsher's Niacor-5R product in certain .Eurcpean cotuntries,

_ | Request No. 233: On February 4, 1997, Yamanouchi Europe B.V. responded to Mr.
David ﬁ., Petit that it was not interested in pursuing negotialions with Upsher regarding the
propesed licensing of Niacor-5R.

Request No, 234: On Jznuary 16, 1997, Mr. David A, Pettit sent a letter to Knoll AG
seeking tu derermine whether Knoll AG had interest in licensing Upsher™s Niacor-SR produet in

eertain European countries.

Request Ne. 235: Dﬁ February 3. 1967, knell AG respondad to Mr. David A, Pettit that
it was nel intercsted in pur&ﬁing negatiations with Lipsher regarding the proposed licensing af
N1zeor-SR becauvse, in part. of the “small mar.k;:l for the pmdt_lct." as reflected in document LS4
B 18,

Request No. 236: On January 16, 199?;. Ar. David A. Pettit gent a letter to Leo

Pharmaceutical Products A S seeking (o derermine whether Leo Pharmacaunical Praducis AS

- had interest in licensing Upsher's Niacor-SR product in cerain Enropean countries.

Reguest No. 237; On February 3. 1997, Leo Phaymaceutical Products A’S responded 1o
Mr. David A. Pettit that it was not interested in pursuing n;:_umiati-:nns with Upsher regarding the

proposed hcensing of Niacor-SR.

Rﬂj:ur:sl Hu..ZSS.:IOﬁ:!.anuar}' 16,1997, Mr. David A. Pettit sent a letter to F. Hoffman-

- L2 Roche A.G. seeking to determine whether F. Hoffman-La Roche A.G. had interest in

licensing Upsher’s Niacor-SR praduct in certain Enropean countries.
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Request No. 239: On February 3, 1997, F. Hoffinan-La Roche Lid responded 1o Mr.
- David A. Pettit that it was not imerested in pursuing negotiations with Upsher regarding the
pmpuséd licensing of Niacor-SR.

Request No. 240: On January 16, 1997, My. David A, Pertit sent a letter to Schering-
Plough Linnred seeki;g 1o determine 1|._v';h1-1-th-|9:r Sc:he_ﬁng-P]-::-u gh Limiled h;"ui imerest in licensing
Upsher’s Niacor-SR product in certzin Exropean countries.

Request No. 241: On Jaﬁuar:; 31, 1997, Schering-Plough Limited verbally
responded to Mr, David A, Pettit that it was pat interested in purseing negotiations with
Upsher n'gnrriing the proposed ticensing of Niacor-SR.

" Request No. 242: On Janﬁary_ 15, 1997, Mr. David AL Peun seni a letter 1o Smithkline
| Beocham ple secking t? determine whether SmithEline Beecham ple had interest in licensing
L psher’s Niacor-8R product in ceriatn Eumpeaq .cr::-untries_

| Request No. 243: Asof Apni 21; 1097, SmithK line Beecham ple had not responded IE;
Mr. David A&, Peitit

. Request No. 244z On February 3. 1997, Mr. David A. Pettit sent a letter 1o Laboratorios
del Dr. Esteve S.A. seeking to determine whether Labaratortos Dr. Esteve S.A. had interest in
licensine Upshet’s Niacor-SR product in certain European countries.

Ruﬁucst No. 243: On September 29, 1997, Laboratorios Dr. Esteve. S.A. respanded to
Alr, David A. Pettit that it wes not intergéted in pursiting negotintions with Upsher reéarding the

proposed licensing of Niacor-SR.
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Request No. 2461 On February 3, 1997, Mr. David A. Pettit sent a letter to Grunenthal

GmbH seeking to determine whether Gmnenthal SmbH had interest in licensing Upsher's

Niacor-SR product in certain Eurcpean countries.

Request No. 247: On February 21, 1997, Grunenthal OmbH responded to Mr. David A.
Peait that if was not mterested in purswing negotiations with Lpsher regarding the proposed
hicensing of Niacor-SR. |

Request No. 248: On Februacy 3, 1997, Mr. David A. Peitit sent a letter to Meda AB
seeking to determine whether Meda AB had interest in licensing Upsher's Niacor-SR product in -
l:El.'Iai;'l E l.;r:;;sltan co un;.riés,

Request No. 249: On'February 28, 1997, Meda Sverige AB responded to Mr. David A.
Pewtir that 1t was nod interested in pursiing negotiations with Upsher regarding the proposed
|i;i‘er_lsiﬂg of Niac ar~SR‘_bec ause “the market for [nicotonic actd] preducts arz very lintited. . . and
the rend s negarive,” as reflected in docement USL 09090,

Request No. 250: On February 3, 199?, Mr. David AL Pettt sent a lctr_er. 10 Merckle
GmbH seekinz to determing whether Merckle GmBH had imr.a.rﬂs.l i licensing Upshér‘s Miscor-
SR praduct_ in certain European countries,

.Requ.est N 251::61.1 ;1' :;I;éut Apnl 9 199? ‘ih:*rckleﬁmh[! .res.pl:.-ﬁd;‘d o Mr. David A.

Pettit tht it was not interested in pursuing negotiations with Upsher regarding the proposed

~ ticensing of Nianqr*-SR, because, in part, of the “low tolerability of the drug and the risk of

" hepatoxicity,” as reflected in docusment USL 099S6.



Request No. 252; ;Dn Fébm.ary 3, 1997, Mr. David A. Penit sent a letter to Prodesfarma
5.A. seeling to determine whether Prodasfarma 8. A. had interest in heensing Upsher’s Niagor-
SK product in certain Eurcpean coﬁntries. |
Request No., 2533: As of April 21, 1997, Prodesfarma S.A. had nut_ responded to Mr
“David A. Pexit that it had any interest in pursuing negotiations v..'ith Upsher reganding e
proposed licensing of Niacor-5R.
Request N 254: On Frbmﬁ:‘y 2, 1997, Mr. ﬁavid A. Pettit sent a letter to Recordati
Induszri-a Chémica seeking to derermine wherther Recordati Indusiria Chemica E Farmaceutica
‘SpA had interest in bicensing Upsher's Niacor-SR product in certain Furepean countriss.
Request 20, 255: On March 4, 1997, Recordan SpaA responded 1.0, David A. P‘cttit
that it was not intercsted in pursuing peg.miations with L'psh_er regarding the proposad licensing
of Niacor-5R because it was "dG'I..Ibtflll about the commercial prespects of & nicotonic acid based -
preduct i Italy, where this active ingredient is viewed as a smncwh;ﬂ outdated treatment of
hyperlipidaemia.”™ as reflectad in document USL 09091, |
.Requﬂst_ '\ﬂ 256: On Febnaary 3. 1997 Mr. Duvid A. Pewit sent a letter to Institut de
Racherches [ntemational _SEn-ier 5.2 sceking to detennine whether Les Laboratoires Servier had
' irm:rcst in iiccﬁsing Upsher's MNiacor-SR product in certain European countnes. .
Reque;t No. 257; Servier informed Upsher that it was ﬁot interested in continuing to
pursue negotistions with Upsher regarding the proposed licensing of Niacor-8R. |
, ' R.'l:i:]l:.ll:st No. 258: On February 3, 1997, Mr. David A. Penit sent a letter 10 Zambon

G:‘uﬁp SpA secking to determine whether Zambon Group SpA had interest in licensing Upsher’s

- Niacor-SR produet in ceriwin European countries.
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Reqaest No. 25%: As of Apnil 21, 1997, Zambon Group SpA had not r:spbndnd ta Mr.
David A. Pentit that it had any interest in pursuing negotiations with Uipsher regardmg the
proposed licensing of Niacor-SR.

Request No. 260: On February 3, 1997, Mr. David A. Pettit sent a letter to Zeneca Group
pl¢ seeking to determing whether Zeneca Group plc had interest in licensing Upsher's Niacor-SR
prodoct in certam Eumpﬂgn counines.

Request No. 261: On Fehruary 4, 1997, Zeneca Pharmacenticals responded 1o Mr, David
A_ Peatic that it .was ﬁm intcr:.f;t":ﬁ Eﬁ pursuing negotiations with Upsher regarding the praoposed
icensing of Mizcor-5R,

Request No. 262: On Aprif 21: 1997, Mr. David A. Pettit sent 2 letter to Alfa

. Wassermann SpA secking to determine whether Alfa Wassermann SpA had intercst in licensing

Upsher’s Niacor-SR product in cerain European countrics.

Request No. 263: Alfa Wassermann SpA never responded to Mr. David A, Pattit about
whether it had any interest in pursuing negotiations with Upsher regarding the proposed licensing
c.-f Niacor-SR.

Request Mo. 264: On April 21, 1997, M. David A Petnl ser.;i a Ieﬂg’r 10 Les Laboratoives
L. Lafon 8 A. seeking to dcte&nine whether Les LAhnrﬁtuireﬁ L. Lafon A had wterest in -
licensing Lipsher's Niacor-SR product in certain Furopezan countries.

.Rr:qu.t:st No. 265 [..fS. Laboratoires L. Lafon 5.A. never responded to Mr. Pavid A Fetlif

abaut whether it had any intsrest in pursuing negotiations with Upsher regarding the propased

licensing of Wiacer-SR.
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Nigcor-SR - Clinjcal {ssues

Request No. 266: Clinical trial 920113 for Niacor-SR found that 9% of the patients
taking Niacor-SR 1000mg/day had an elevated level of liver enzvme SGPT in the bloodstream.
Request No. 267: Ciinical tnai 9201135 for Niacor-SR found that 6% of the ﬁatimls
taking Macor-SR 1000mg'day had an elevated level of liver enzyme SGOT in the bleodstream.
Request No. 268: Chimicat trial 920713 for Niacor-SR found that 12%; of the patiéﬂts
~ 1aking Niacer-5R liﬂﬂmgfda};had an efevated level of liver enzyme SGPT in the hlnudsuﬁam_
Reqntst.!\'n. 269; [;I-i.ni.r.::a] trial 920115 for Niacor-SR found that 18%5 of the pa-Tir:rll‘.S
taking Niacor-SR 1300me-day had an elevated level of liver enzyme SGOT in the bloodstream.
‘Request No. 270: Chigical rnal 920113 for Niacor-SR found that 31%: of the patients
taking Niacor-SR 20500mg-day had an elevaied _lex'ei of liver enzyvme SGPT in the hlm&srrean‘_l.
. Request No. 271: C linical trial 920113 for Niacor-5R found that 34% ot ihe patients
mkinst: Nacor-5R 2000mye day hu& ant elzvated leve] of liver enzame SGOT in the bleodstream.
Request No. 272: Clinical trial 920115 for Niacor-SR found that the level of liver
enzyme SGOT i the bloodstrenm increases as the dosage strength of Wiucor-5R increases.
Request Mo, 273 {']inica]. trial 4206115 for Niacor-5R found that the ln:u'c.l of liver |
;:nzyme SGPT in the blpodstream increases as the dosage sirength u!‘}:éacur-SR nCieases.
Reguest No. 274 Elevated levels of liver enzyme SGOT in the blpodstream are an
_i_nr:;ﬁc ation ﬂl'.eith er liver disease or biver damage.
Re qiﬂ:st No. 275: Elevated levels of Tiver en zvme SGPT in the blesdstrecam are an

indication of cither liver disease or liver damage.
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Request No. 276: The resulis of clinicz-.l.lﬁal 920113 for Niacor-3R reflect that Niacor-
SR 1000 mg day has ]tss_:fﬁ{:ary in lowering LDL Cholesierol ihan does immediae release
niacin 1000mz day.

Beguest No. 277; The results of cliniczl tnal 20113 for Niacor-SR reflect that Niacar-
SR 1500mg -day has {ess efficacy in lowenng LDL Cholestere) than does immediate release
nizein 1500mg-day.

Request ?'«;'n. 378: Document SP 16 00061-112 contains clinical dﬁta showing that the
‘sustained rcleased form of niacin tested in Upsher's climcal trial 920115 had elevated liver
EnzyTies as compared to the immeﬁi.:ate ﬁ:mﬁ version of niacin tested in Upsher's clinical trial
920113,

. .Request No. 279; The reﬁuiﬁ of clinical tial 920115 for Niacor-5R reflect that Nivcor-
5K 1000 mg day has less efficacy in il'll‘.']'ﬂilsil.'lg HDL Chalesteral that does immedinte release
nixcin 10Uy day, -

Request No, 280 The resuits of climical trial 920113 for Niacor-SR reflect that Niaxcor-
SR 1500y day has less efficacy in increasing HDL Chele sterol than does immediate release
Iti;n:iﬂ 1500myg day. .-

Request ?ﬁ:. 28i: Document SP 16 (0065112 comains data showing that 62°a of
pauents ateciving Niacor-SR completed clinical wrial 900221,

Request No. 282: §2% of paticnts ;';c_c;ving l\'iamr—SE cuﬁmlﬂ—:d clinical trial #900224.

REquEst No. 283: Docuiment SP 16 00061-112 contains data shm..-:ing that at least 32%a of

patiemts receiving Niacor-SR withdraw from clinical izl 900221 because of safety issues.
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Reguest No. 284: 32% of patients receiving Niacor-SR withdrew from clinical trial

#900221 because of safety issues.

Nizacor-SR - Pharmacokipetic Studies

Regaest No, 2B5: Prior to the Schering/Upsher Agreement, Upsher had conducted
pharmacokinetic studies with a dosage of Niacor-SR. - |

Request Na. 286: Prior to the Schering/Upsher Agreement, the ¥DA requested that
Upsher condnct additiun_al pharmacokinetic studies [or Niacur-SR

Reﬁuest No. 287: [o February 1997, the FDX A faformed Upsher that its
- pharmacokinetic study was inadequate to obtain FDA approvat for a NDA for Niacor-SR.
Request Mo, 288: After February 1997, Upsher performed no additionat

phxrmacnﬁinetic studies for Niacor-SR,

Request No. 289: In Febroary 1997, Upsher knew il. had to perform an additienal
pharmacokinetic study in order to obtain FDA approval far a NDA for Niacor-5R.
Request No, 290: B\ J.ﬂﬂﬂﬂt}' 1998, Upsher had abandoned any intcﬁtiun of
-obtaining FDA approval for a NDA .l‘ur Niacor-SH.
Request No. 291: By January 1998, Upsher had ﬁeéun working on an ANDA fora
generic product version of Niaspan. | |
Re qnest. No. 292: Prior to the ScherinafUpsher Agreement, U.pshr_'r did not inform
| Schering l.h.a[. it had ;1-01 mﬁ@iete‘d i:-hn_ﬁnﬁmﬁinetlé studles necessary for FDA approval of

the Niacor-SR NDA.



Reguest No. 2_93: Subsequent to the ScheringUpsher Agreement, Upsher did not inform
Scherng that it had aot c;nmpleted pharmacokinetic studies necessary for FDA approval of the
Niacor-SR NDA.

Request No. 294: Upsh.tr did oot request that Schering pmridé assistance in

1

cenducting pharmacokinetic studies necessary for FD'A approval of a Niacor-SR NDA. -

Parent Statns af Niacpr-SR
Request No. 295: At the time of the ScheringUpsher Agreement. Upsher had only two

patcn.ts issued in the Un.ittr:l States that re[ate& to Niacor-SR, U.S. Patent Nos. 5,265,158) and
5.17%6.145. |
. Request o, 296: At the time of the ScheringUpsher Agreement. Upsher had not filed a

p:;i.['enl application in E;lrupe for the invention claimed in ULS. Patent No. 5,126,143,

Reguest No. 2971 At the tinte of the SchErin.g'L’psher _—"-.;Lr_'rcem::m.. Upsher had Ailed o
patent application in Ewrope for the invention claimed in L1.S. Patent No. 5.263.13!

thut.n No. 298: At the time of the scheﬁngifpsher Agreement, Upsher's patent
application in Europe .far t]1; im’;ntinn claimed in ULS. Patent ™o, 3,268,181 was pending.

Request '\o 199 -!Lt the tim_e .!;*f tht SIIE.IJEE-I.'ingF Upsher :k-gn'emea-t-. Upsher had no
existing patent protectlon [or Niacor-SR in Europe.

IRequezt Nu; 300: Prior ta the Schering/Upsher Ag_mcmtnL Upsher had eatered into the
Kbs Parent Cmss-Li'censiné.AchL:ﬁém relating to the companies” im:‘il.ectuai praperty

concerning their respective niacin products.
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Rerjuest No. 301: The Kos Patent Cross-Licensing Agreement gave Kos the right to
sublicense the rights Kos bad to Upsher’s patents 5,126,145 and 5.268.181.

chu:st No. 302: The Kos Patent Cross-Licensing Agreement did not provide
Upsher with the rigﬁt to hublicﬂlst; Kos™s intellecteal property covered by thé Kos Patent
Cross-Licensing Agreement.

Request No. 303: The Kos Patent Cross-Licensing Agreement allowed Kos to practice
Upsher's patents 5,126,145 and 5,268,181 and to sublicense Upsher's patents.

Request ﬂu. 304: The Kos Patent Cross-Licensing Agreement allowerd Kos to

sublicense Upsher™s patents 5,126,145 and 5.268.181 in Eorope.

Co-administration with S¢tatin

Request No. 365: Upsher has never a conducied clinical trial regarding the ca-

mdnunistration of Niacor-SR with a statin,
Request No. 306; Prior to July 1997, Upsher had not conducted aay elinical trials

regarding the co-administration of Nifacor-SE with a statin.

Caomparison to ?\'iasﬁan

Request No. 307: At the timme of the ScheringUpsher Agreement, Upsher was aware that

Koz expected to receive NDA approval for Niaspan in 1997
quﬁ:st No. 3'[I;8: At the time of the ScheringJ'Upshr:r Ayreement, Upsher expected that
Kus would receive NDA approval for Niaspan in 1997,

Hequest No. 309: Niaspan has a supenior safety prefibe to Niacer-SEB,
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Request No. 310: As of September 1997, Upsher knew that Niaspan bad a superior
safety profile than Niacor-SR. |

Request No. 311: Kﬂs’s Niaspan product was intended to be laken once a dav 31 bedtime,

Request No. 312: Kos's Niaspan preduct was a once-daily formulatior of niacin,

Request I\;u. 313 Atthe tme of the SchcrinérUpsher Agreement, Upsher was aware that
Kos’s Niaspan product was a ance-daily formulation of niac m -

Reguest No. 314: Upsher's Miacor-5R was not a once & day ni.a::in product.

.REQIIEE‘I- ‘\Iu 31 5;:-'{]-;351112:‘;5 I;Jiam-r-';ﬁ u,as not. intm-ded. to be taken ﬁnly once 9 day.

Request No. 316: Upsﬁ:r‘s WNiacor-SR '.l;fas imended t-a_ be 1aken twice a day.

Request Mow 3170 Upsher's Nl;.aC'IJFSR'WES not a-once a dav at bedtime Pmducx.

Request Na. 318: _Ju..-s af Jurne lg??,_l}pshe.r had pot done clinical trials of I\_Iiacar-SR
in wt_lich tl;e produet was take oace ~1 dn;r- at bedtime.
Reqyuest Nao. 3i§: Upsher’s ~Niacor-SR product was a tu'ice—d_nil'_;' formulatien of
 miacin. |

Request No. ﬂ[llﬁ At th.e time of the Sch eringﬁfpsher Agreement, Lpsher was aware
that & once-daily t'u.rmul:.ilﬁu.n of qiacin kad mmpli:mm‘:. advantages aver a twice-daily
formulation of niacin. |

Request No. 321: A tﬁnce-dail}r formulation el niacin has ¢compliance a@vantages overa
tvice-datly Fﬁrrnu‘!ati.an of niacin.

th-uést No. 322 Dunq ment USL 13190 reflects that Upsher was aware that hos’

Niaspan hruduct had superior cholesterol levet results compared to Nizcor-SR.
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Request Nn; 333: Upsher waﬁ_aware that Kos” Niaspaﬁ p-mduci had a supenor
_ n:hn]este;*u! level resufts ﬂlat.bii_acnrwSR

Reqjixest Nop, 324: Duﬁu ment USL ]31?“ reflects that Upsher was aware that Kos’
Nlaspan product had a seperior side effect profile than Niacor-SR.

Reque&t iNo. 325: Upsher was aware that Kos™ Niaspan product had a superior side el:fr:ct

profile than Niacor-SR.

Efforts to Obtain FDA ,ig.gr'm-n! for Niacor-SR

Request No. 326: In Oclober 1997, Upsher decided to pursue FDA approval of an

ANDA for Kos™s Niaspan.
Request ."M'-:_;-. 327 Upsher ﬁ%ver informed Schenng that it intended 10 pursue FDA
u!:fpru'-'al oE'.:m ANDA for Kos's Niaspan.
- Re{;ugst No. 328 In October 1997, tpsher decided td rcducé its efforts or m:tiriti_es
* directed at submitting o the FDA 3 NDA for Niacor-SR.
Regmest No. 329: .In or around October 1997, Upsher reduced its efferts or activitles

direrted at submitting to the FDA a XDA for Niacor-SR.

Reyuest No. 330: Upsher did not Iaform Schering during 1997 that it had decided to
reduce its Efﬁ:ﬁrﬁs or al:li.\'iﬁt‘i- directed at submitting o the FDA a NDA for ﬁiar:ur—SR.
| chttl:si-_: No. 33: By Janu;al;y 1998, Upsher decided 1o cease cfforts and activitics
diracted at subnliiting o the #DA aNDA for Ni.anor-SR. | |
.- Rat;quest No. 332: ﬁpsher dig not inform Schering natil September 1998 that it had

ceased efforis and activities directed a1 submitting to the FDA a NDA for Niacor-SR.
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Request No. 333: At the time of the ScheringUpsher Agreement. Upsher was aware that
niacin was avaiiable overdhe-counter in Evrope.
Request No. 334: At the time of the Schering/Upsher Agreement, Upsher estimated

pﬁtenﬁa! U.S. sales for Niacor-SR at less than 510 mittion Per ¥Car,

E;gsemﬂon'nfthe *743 Patent

Request !Ei;u. 335: ﬁuﬁﬁg prﬁ:sccuﬁm afthe *743 Patent’s application before the L1.S.
Patent a;nd Trademark Office, the txamin& issucd. an office action on August 31, 1988 rejecting
indeﬁendent claim 1 of the "-M} Pat:n-t.a:-; u;'u.pat;ﬁi.ah]e‘ under 33 L5.C. 3 103,

‘Request No, 336: Dunng prosecution of the * 733 Patent's application before the 13.5.
Patent and-Trademark Office, Sahfzripg amended independeat claim | on March [, 1989,
followini the exanliner’s office action of Au‘g{}st 31, 1988 rgj;:;t_iqg claim 1 as umpatentable,
under 35 U.5.C. § [03. |

Request No. 337; During prosecutian qt' ihe ‘743 Patent’s application befare the UL5.
Patent and Trademark Gfﬁc&."Schtﬁng amende& independent claim § on March 1 1989 to regite
an additiona limitation of Eth-}rlr;'élluinsé having a viscosity greater than 46 ¢p.

Reguest No. 338: Duning ]jrusecu.tiun of the “743 Paiert’s application before the ULS.
Parent anﬁ T-rad:mari: Office, Schn.';ring‘s_ Ma.rch [. (989 amendment to the ethylcelfulnse

limitation of independent claim 1 was a narrowing amendment refated to 3 rejection under 35
USC. § 103. =
Reguest No. 339; Schering did not list the *743 Patent in the Grange Book within 30

days af the issuance of the “743 Patent.
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Datad: November 6. 200]

Respectiully Submitted,

§. Rumg
kat

Karen

Bradled/S, Alben -

Coutrsel Supporting the Complaint

Bureau of Comnpetition
Federal Trade Conunission

Washington, D.C. 20580
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CERTIFICATE OF SERVICE

1, Clifion L. Smith, hereby certify that on January 2, 2002:

1 caused two copies of Complaint Counsel’s Motion To Compel Rnspunses To
Intm'ogatnnns And Admissions From Respondent Upsher-Snnm Coerporation ~ Pu!:-lm Version to
be served upon the following person by hand delivery- :

Hon. D. Michae! Chappell
Administeative Law Judge
Federal Trade Conmissicn
- Room 104 _
: 600 Pennsylvania Auenue, NW.
T - Washington, D.C. 20580

I caused one oniginal and one copy of Cﬂmplamt Counsel’s Motion To Compel

Responses To Interregatories And Admissions From Respondent Upsher-Smith Corporation -

" Public Version ta be served by hand delivery and one copy to be served b}r cIm:tmmc mail upon
the following person- - .
Off ice of the Sécretary
Federal Trade Cumnussmn
Room H-159

600 Pennsvivania Avenne, N.W.
Washington, D.C, 20580

I cavsed mpieé of CnmP!aim-Cﬁunsel’s Motioh To Compel Responses To
Interropatories And Admissions From Respondent Upshier-Smith Corporation - Publiz Version to
- be:served upen the following persons by clec:tronic mail and Federa! Express-

.. Laura S. Shores, Esq

- - Howrey Simon Arnold & White - - 1
1299 Pennsylvania Avenue, N.W.
Washington, D.C, 20004-2402

Christopher M. Curran, Esq
White & Cass LLP - -
S 13ﬂ15h‘eet,N.W.- R
e * Washington, D.C. 20005
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