UNITED STATES OF AMERICA
- BEFORE FEDERAL TRADE COMMISSION ¢~ (Y2 GO Y

b 233090

In the Matter of

SCHERING-PLOUGH CORPORATION,
a corporation,

UPSHER-SMITH LABORATORIES, INC. Docket No. U297
a corporation,

and

AMERICAN HOME PRODUCTS
CORTORATION,
a corporation.

Ta:  The Hoanorable D. Michae] Chappell
Administralive Law Judge

COMPLAINT COUNSEL'S REPLY TO SCHERING-PL.OUGH’S PROPOSED
FINDINGS RELATING TO THE UNDERLYING PATENT CASES

[PUBLIC YERSION]
David E. Pender Kurcn G. Bokal
Deputy Assistant Drirector Philip M. Fisenstat
Burgau of Competifion Suzannc T. Michcl
Paul I. Nolan

Christina M. Sarris
Counszel Supporting the Complaint

May 14, 2002



UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

In the Matier of

SCHERING-FLOUGH CORFORATION,
a corporation,

UPSHEERE-SMITH LABORATORIES, INC. Docliet No. 9297
a corporation,

and

AMERICAN HOME PRODULCTS
CORPORATION,
a corporation.

To:  The Honorable D. Michael Chappell
Adminisirative Law Judge

COMPLAINT COUNSEL’S REFLY TO SCITERING-ILOUGH®S
PROFOSED FINDINGS RET.ATING TO THE UNDERLYING PATENT CASES

Complaint counsel respectflly submit their reply to Schering-Plough’s proposed findings
relaling to the underlying patent cases. For the convenence of the court, we have reprinted each
of proposed findings, followed by complaint counsel's reply. A separate reply brief accompanies

thesc reply findings.
Respecilully subinitied,
David R Pender Karen (3. Bokat
Deputy Assislant Direclor Philip M. Eisenstat
Burcan of Competition Suzamne T. Michel

Paul J. NoJan
Christing M. Sarris
Counsegl Supporting the Complaint

May 14, 2002



INTRODUCTION

Respondent’s proposed findings ol fact should nol be adopted by the Adminismative Law
Judge. Many of those findings arc unsupported by the record, contrary to mare reliable cvidence,
incomplete, misleading, or otherwise unteliable. On the following pages, we have reproduccd
each of respondent’s proposed findings of fact. Complaint coumsel’s response (“CFRE™) follows
cach finding or group of findings responded to. While we have allempted to address the most
important issues posed by the proposed findings, we have not responded to every poini made by
respondent. Accordingly, the failure to address a particnlar proposcd f[inding or part thereof does
nol signtfy endorsement of the finding, and should not be taken a5 agreement that the proposed
finding be adapled.

The sllowing citation forms are nsed in thesc reply lindings.
CPRF - Compiaint Counsel’s Reply Finding
CPF - Complaint Counsel’s Proposcd Finding of Fact
CX - complaint eounsel exhibit
SPX - Schermy-Plough exhibit
USX - Upsher-Smith cxhibit
Complaint - Complaint of the Tederal Trade Commission, issued March 30, 2061,
Schering Answer - Answer of Schering-Plough Corporation, filed April 23, 2001,
Upsher Answer - Answer of Upsher-Smith Laboratories, Inc., filed April 23, 2001
;’;HP Answcr - fmsw_ar of American Home Products Corporation, filed April 23, 2001.

Schering First Admissions - Scharing-Plough Corporation’s Objections and Respunses Lo
Complaint Counscl’s First Requests for Admissions, filed August 6, 2001,

Schering Second Adimissions - Schenng-Plough Corporation’s Objections and Responscs to
Complaint Counsel’s Reviscd Sceond Requests for Admissions, filed Novermber 14, 2001.



Upshcr First Admissions - Upsher-Smith’s Objections and Responses to Complaint Counsel’s
First Set of Requests for Admissions, filed Sept. 10, 2001,

Upsher Sceond Admissions - Upsher-Smith’s Ghjections and Responses to Complaint Caunsel’s
Second Scl of Bequests for Admissions, filed Novemberl 2, 2001 .

Upsher Third Adrmssions - Upsher-Smith’s Objections and Responsas to Complaint Counsel’s
Revised Third Sct of Requests for Admissions, filed Sepicmber 13, 2001,

Citations to the transcript include the volume, page number, and wilness name; Tr. at 1:125
{Goldherg).

Puges of exhibits are referenced by balcs number: CX 422 at SP 06 00009,

References to mnvestigational hearing or deposition transeripts that have been included in the trial
record as exhibils include the exhibit number, the page and lines of the deposition or
investigational hearing transcripl, the withess name, and the degignation “TH” or “dep™: CX 15146
at 40:7-12 (Landa deph.

Cilafions to admissions include the desighated abbreviation and the paragraph number of the
request and response: Schering First Admissions No.1.

In camera material and citaifons are in tialics.

Documents that were admitted subject fo the limitation that they were not ofifered for the truth of
the matters asserted are indicated by an asterisk alter the exhibit number: SPX 693%,

AHP documents, depositions, and mvestigational hearings were admitted subjeet to the
Administrative Law Judge's sansfaction that complaint counsel properly proved a conspiracy and
all the Tequired elements under the co-conspirator rule. These documenis zre marked by a2
superseripl (7) following the exhibit number.



[NOTE: T'ms volume starts at tinding 3.387. Scheting’s proposed findings placed these “patent”
findings in the same volume as its findings on “cconomic and policy” issues (findings 3.1
through 3.386). We have broken these volumes into iwo sels for ease of refercnce. This volume
confais complamt counsel’s replies to all ol Schering’s findings on patent issucs.]

IV,  TLS. PATENT NO. 4,869,743 (**743 PATENT™)}

A, Background of the *743 Patent
1. Introduction to the United States Patent Sysiem
a. U.S. Constitution Provides Basis for Granting Patents

3.387. Article [, Scetion &, of the Constitution of the United Statcs grants Congress the
authoritly to create a patent system. (15 Tr. 3307-08 (C. Miller)). Currently, U.S. patents are
18sucd by the U5, Paleni and Trademark Office (“USPTD”], a branch of the U8, Department of
Commeree. (15 Tr. 3307, 3312 {C. Miller)}. To receive a patent, an inventor must file a patent
application with the USPTO. The USPTO assigns an examincr to the application to test the
application against certain critcria set forth by the US. patent laws. (15 Tr. 3313 (C. Miller)).
Patent examiners are technically trained in the relevant arls to which the patent applications they
examine relale. {15 Tr. 3313 {C. Miller)).

Complaint Coungel’s Response to Finding No. 3.387

‘Complaint Counscl has no specific response.

b. Parts of a U.S. Patent
3,388, Patents conlain a description of the invention, one or mare claims, and, when
appropriate, drawings. (15 Tr. 3309 {C. Miller)). The specification of a patent consists of the

description of the mvention and the claims and is erganized and referenced by column numbers



appearing on top of each page of the patent and Iine numbers appearing in the middle of the page
bBelween the columns. (15 Tr, 3309 (C. Miller)).

Complamt Counsel’s Response to Finding No. 3,588

Complamt Counsel has no specilic response.

3.389. One of the slalulory requirements for the specification of a patent is that the
specification must contain a written description of the invention in cloar, concise and exacl Lerms
as lo enable one of ordmary skill in the art to which (he invention pertains to carry out the
invention. (35 11.8.C. §112; 15 Tr. 3310 (C. Miller)).

Complaint Counscl’s Response to Finding No, 3.389

Complaint Counsel has no specific responsc.

3.390. The specification must conelude wiilh one or more claims that particularly faaint
out and distincily claim the subject matter that the applicant regards as the invention to be
patented. (35 U.S.C. §112; 15 Tr. 3310 (C. Miller); 8PX 1275 a1 32 (C. Miller}).

Complaint Counsel’s Response ip Finding No. 3,390

‘Complaint Counsel has no specific response.

3.391. The rcquisites for a proper patent application (and consequently of the patent
itself), in terms of the content of the specification, arc set forth in the first two paragraphs

of 35 U.5.C. § 112. (SEX 1275 at 9 32 {C. Miller)).



Complaint Counsel’s Response to Finding Ne. 3.39]

Complaint Counsel bas no specific response,

€. Enforcement of 11.5. Patents
3.392. A patent owner i3 given the exclusive right to precluds others from making,
selling, using or vending the subject matier of the invention covered by the claim. (35 U.S.C. §
271{z); 153 Tr. 33140-11 (C. Miller)). The scope ol the right 1o cxelude olhers is defined by the
claimms of the patent. (15 Tr, 3311 (C. Millcr)).

Complaint Counzel’s Kegponge fo Finding No, 3.3492

The proposed finding is incomplete and misleading by stating that the “scope nf

the right to exclude others 15 defined by the claims of ihe patent™. «se=reresvrrrrresrerranes

A4S 454 RIS FF RN+ BEACETFFEANF EVEA S S AR F R A A I BRI A+ AR FAA BT RS RV R+ RAREERA T I"I; SPX 63? * at
ESIPLD 001653-1663 (Defendant’s Molion for Marlman Ruling andfor Parlial

Summary Judgment of No Litcral Infringement in Key v. £5T) {discussing interpretation

of claims of 743 patent in view of specification).

3.393. To enforce a patent, the patentee is given the right to sue in a federal court for
patentinfringement. (35 1300 § 271; 28 [L8.C. § 1338; 15 Tr. 3316 (C. Millery). The party

asserting the palent in an infimgement suit must prove during tnal that the paity has ownership



of the palent and that the patent has been miringed. (15 Tr. 3316 (C. Miller)).
Complaint Counsel’s Response to Finding Ne. 3.393
The proposed finding is incomplete and misleading in that it indicates that a party
agserling a paicnt will succeed by simply proving ownership of a patent and infringement.
When a parly asseris a patent, the defendant may also assert affirmative defenses and

counterclaims that relate to the invalidity and/or unenforceahility of the patent, sssseresans

B R ol ol W O I O W O O O B e o ol e e e O R R
AT TR PRI R RN R R P A p R A A R A Ad R by A A mp R A F N PR R FRF ST AR R TI'

at 1 5 :3323 (hlﬁ]lcr}; LR LI YRR LY LR Ll I P LAt Ly L Yy L Ly LE LRl LERL L I LTI EE LYyl

snaanapana [y gt 327774 (Adﬂ]m&ﬂ},

3.394. For example, the “743 patent gives Schening the right to “exclude others from
making, using, offermg for sale, and selling the inveniion throughout the Umted States,” logether
with certain additional rights provided in the statuie, 35 TLS.C. § 1534, The "743 patent expires
on Scptember 5, 20060, (15 Tr. 3311 (C. Miller); (SPX 1275 at 7 8 (C. Miller)). Hence, Schering
has the right to exclude others from making, using, effering for sale, aud selling, the sustamed
release polassiom chlotide tablet claimed 1 the "743 palent and equivalents lhereof. (15 Tr.
3311 (C. Miller)).

Complaint Counsel’s Response to Finding No. 3.394

The proposed fnding s incompicte and misizading in stating that Schering has
the right to exclude others with respect to the sustained release potassium chioride tablet

G]H‘jmad iT'[ I‘_he ‘-?43 pﬂle]‘lt El'ld quvaa‘EEﬂTS ﬂ']e'r‘.mf; FEESEFFATNARA N ANEF FEFANEVERSSRA FEVEREd AFT



sasssisssiasnsssnssnnssseranisessasseraasisesaasssnsansrnnn T, at 32:7832-33 {Adelman); +sesse
The proposed finding is further misleading in overemphasizing Schering’s right to
exclude other competitors without acknowledging that competilors have a right to design
zround a patent to create a noninfringing subsirtute. Schering’s own technical expert, Dr.
Bankcr, acknowledged that ESI may legally invent around the ‘743 patent. Tr. at
14:3243-4% (Bankcr}. Dr. Banker conceded that one way that a company may invent
around a patent is to change the manufacturing process. Tr. al 14:3249 (Banker). When
done appropriately, Dir. Banker agreed that mventing around patenls is one way to
advaniage the public. Tr. ar 14:3250 (Banker). Inventing around the “743 patent is a
plausiblc option here, because the patent was on a formulation process not the underlying

drug moleeule, potassiurn chloride, Tr. at 14:3250-51 (Banker),

3.395. The filing of an Abbreviatcd New Drug Application (“ANDA™) under 21 1J.5.C.
§355())(the “Hatch-Waxman Act™) is an infringement under 35 T7.8.C. §271 (¢; 2; parl of the
Hatch-Waxman Amcndments to the Patent Act) as opposed Lo an infringement of a patenice's
exclusive right to make, usc, vend or impaort as set forth in 35 US.C. §154(a; 1). (15 Tr. 3317

{(C. Miller); SPX 1275 at Y 39 (C. Millen)).



Complamt Counsel’s Responses fo Hindine No, 3.395

Complaint Counsel has no specific responsc.

3.396. If the patentee prevails iIn an infringement action under 35 T.8.C. §271(g; 2; A),
supra, then the court, under §271{e; 4} mnsi order the postponement of the FDDA’s approval of
the ANDA until a1 least the expiration datc of the patent, or enjoin the commerctalization of a
drug whose ANDA has already been approved. (15 Tr. 3317 (C. Miller); SPX 1275 a7 40 (C.
Miller}).

Complajnt Counsel’s Response (o Finding Mo, 3.396

Cuomplaim Counscl has no specific responsc.

3.397. Thug, if Schering succeeded in the Upshear or £5/ litigation, Schering was entitled
to an order that would have pfaﬂuded Lipsher or EST from marketing their generic products until

the “743 patent expived m September 2006. (15 Tr. 3517 (C. Miller))

Complaint Counsel’s Response 1o Finding No. 3.397

A I Al B o Bl B ol B ol ol o ol A o o e
AR AR P U PP A PSP P PP RU NP T AT FA USSR PR A EP P P4 P RETEN FPA F A P F ST DS54 P S P DS F PR P
AF IR R RS RN AN RN FF NN AR R R R R AR NP RS E N N F AN R A NN AN SN AP R AN SR F AP N A RN b i g
mkdvrabrvnbidadbdvddbodbdbdddbe bbb iddin bbb dRinbi dkvadbdobbbdddbnddbabdinavreanrbbnr bidadbbni bbb b b Rbd g
SRR AR R AR R AR AN R E R AR AR AR AR AR R R bR B R R R bbb e n b R R R R
wrrpradinphigpdagpddhypid gy bd by b A S A g A b dpdd g A p A gk g S R P ER AR PR P FR TR SRS RPN Y

R T T N T N ] T T L T T e N oy T T T T L L L I L o LTIl



vesrsisentenrasesensersuaaranasnrensanraansans Tr gt 15:3323 {Miller); ssesassssarsarssssvane

vervseserrutnenEnnET RO sensraanEnReansanesanaransnassassnnennees TT, i 32:7729 (Adclman).

3398, In defending a patent infringement suit, the alleged infringer may seek to prove
that its alleged infringimg device does not infringe the patent or challenge the validity and/or
enforceabilily of the patent. (13 Tr. 3317 (C. Miller)). In doing so, however, the allcged
infringer must prove invalidily or unenforceability of the patent by clear and convincing
evidencc. {15 Tr, 3317 {C. Miller)).

Complaint Counsel’s Response to Finding No. 3.308

Complaini Counsel has no specific responsc.

2. Introdection to Potassium Chloride Supplements

3.399. The invention of the “743 patent is directed to a controlled releuse potassium,
chlonde tablet, (13 Tr. 2947-48 (Bankcr}; SPX 194, col. 1,11. 11-12). One cxample for the nse
ol polassiom chloride supplements is for patients, cspecially elderly patients, with heari disease,
congestive heart failure or edema sssociated with decreased cardiac function. (13 Tr. 2950
{Banker)). These aillments tcnd to result in excess fluid accunulation in the palient, such as

swollen legs and angles, cansing discomfort to the patient. (13 Tr. 2950 (Banker}).

Complaint Counsel’s Reaponse to Finding No, 3.399

Complaint Counsel has no specific response.



3,400, Patients are typicaily given diurelics to remove the excess fluid through urinary
cxeretions. (13 Tr, 2950 (Banker)). It is well known thal the adrumstration of drurenics incrcases
the excretion of potassium. (SPX 194, col. 1, 11. 22-5). Thus, paiients teceiving chromnic
administration of diuretics can expenence substantial depletion of polassium. (13 1. 2950
(Banker)). Without potassium supplements, these pattents may become hypokalemic, which in
turn, may result in cardiac difficalties. (13 Tr. 2950 (Banker)).

Complaint Counsel’s Response to Finding No. 3.400

Complaint Counsel has no specific response.

a. Benefits of A Higher Dose Sustained Release Potassinm
Chloride Supplement

3.401. As explained by Dean Banker, patients suffering trom potassium depleting
ailments require reguiar potassium chioride supplements.! {13 Tr. 2950 (Banker)). These
patients typically require 20 to 40 nullicquivalents (“mEq™}, or 1.5 to 3.0 grams, of potassium
chloride supplement per day. (13 Tr. 2951 (Banker)). Potassium 1s admimstered i the form of

potassinm chloride.
Complaint Counsel’s Res g o Finding No. 3.401

Complamt Counsel has no specific response.

TDean Banker recently retited as the Tiean and Tohn 1. Lach Distinguished Professor of Thag Telivery Emerilus at the Colle
of Fhaomacy, Tniverdity of [owa, where he served ag the Dean for over seven years. (13 Tr. 2936 (Barker)). Prior io that, Drea
Banker was the 1’ean of the College of Fharmacy at the Liniversity of Minnesola for over seven years. (13 Tr. 2036-7 (Banker)
Dzring his tenure as a Tr=an at both the University of Towa and University of Minnesota, Dean Banker maintained an active ress
program during his temure at the Uhniversity of lowa, (13 Tr. 2936 (Banker)). Dean Banker received his Ph I}, from Purdne
Liiversily in 1957 apd inmediately foined (he Pordue faculty. In 1967, Dean Banker became tho Head of the Physical Phama
Department ar Purdue, a position he held therea frer for 18 vears. (13 Ir. 29345 (Banker)). Owver the 45 years of teaching and
researcl in the field of pharmacewtics and pharoacentical coatings for over 43 years, Dean Banksr has focused his efforts prime
in the areas of coalimges, polymer costings, now polymers, new pulymer cicipients, non-dg components and susiaimed release

producl desien, (13 Tr. 294 1 {Bauke)).



3.402. For cxample, the recommended dose of potassinm chloride supplement for
patiends who are hypokalemic is about 40 milliequivalents (“mEq™) per day in divided doses, (13
Tr. 3032 (Bambcr); SEX 194, col. 5, 1. 41-43). Prior to the invention of the 742 paient, the only
polassium chloride supplement dosage available was 10 mEq. (13 Tr. 3033 (Banker), SPX 194,
cal. 5, 1. 42-5). Thus, two doses of 10 mEq is typically administered twice daily in order to

obtain a daily dose of 40 mEq. {13 Tr. 3033 (Banker); SPX 194, col. 3, 1. 42-3).

Complaint Counsel’s Response to Findine No, 3.402

Complaint Counse| has no specific response.

3.403. When patients require more than 40 mEq of polassium chlonde per day, the
number of doses and the number of adnimstralions per day required increages. (13 Tr. 2952
(Banker)). To mcet the daily reguircment of 40 mEq, the patient would need to take two doses of
10 mEq of potassinm chloride twice a day or one dose of 20 mEq twice a day. (14 Tr. 3033
{Banken)h. In severe cases of hypokalemia, patient compliance becomes more problematic with
lower dosagre polassium chloride supplement due to the frequency of dosing and the large
numbecr of doses required per day, especially for elderly patients who have diffieulty in inpesting

medications. (13 Tr. 2951-2 {Banker), SPX 194, col. 5, 1l. 36-04).

Complaint Counsel’a Response to Finding No. 3.403

Complaint Counsel has no speeilic responsc.



3,404, Thus, as testified to by Dean Banker, one of the challenges in making potassium
chioride supplements ig to maximize the amount of potassium chloride in a single tablet, thus
reducing the number of doses a patient had 1o take to meet the same daily requirements. (13 Tr.

2952 (Banker)).

Complaint Counsel’s Respornige to Finding Neo, 3.404

Complaint Counse] has no specific response.

3445, The invention of the “743 patent provides a higher dose, 20 mEq, of potassium
chloride in a tablet, thus allowing patients to teke only halt the rumber of tablcts to obtain same

dosage required. (13 Tr. 2952 (Banker}).
Complaint Coumsel’s Response to Finding No. 3.405

Complaint Counsel has no specific response.

3.406. Key practices the invention described in the 743 patent by making and selling K-
DUR® 20,2 a suslaincd release tablet providing 20 mEq., which corresponds to 1500 milligrams

ol potasstum chloride (SPX 194, col. 6, 1. 24-5; SPX 1274 al ¥ 10 {Banker}).

Complaint Counsel’s Response to Finding No. 3.406

Complaint Counsel has no specific response.

2 K-DUR® 20 is the tegistered trademark for Schering's sustained release tahlet that provides 20 mFe of potassinm chloride.

1G



3.407. Another dosing advantage of the *743 patent or Schering’s K-DUJRE 24, is the

tablet’s ability to retain sustained release charactenstics even when the tablet is broken in hall.

(13 Tr. 29537 (Banker)).

Complaint Counsel’s Kesponge fo Finding No, 3.407

Complaint Counsel has no specific response.

3.408. Schering’s K-DURE 20 tablet includes a score line in the middle of the tablet,
(13 Tr. 2957 (Banker)). Ag Dean Banker testified, a patient could break g 20 miq tahict into two
10 mEg halves to make a 30 or 50 mEq dose in combination with other tablets. (13 Tr. 2957
{Banker)). Schering’s 20 mEq K-DURP 20 delivers the samc amount of potagsium chloride as
two 10 mLg doses, such that if a patient requires only 10 mEg of potassium chloride per day, the
patient could break Schering’s 20 mEq dose aleng the score ling and take just half of the tablet.

(13 Tr. 2957 (Banker)).

Jaui

{Complamt Counsel has no specific response.

3.409. Moreover, [or higher doses in inerements of 10 mEyg, otte could take half of K-
DUR® 20, having 10 mEqg of potassium chloride, with anolher manufacturer™s potassium chioride
supplement. (13 Tr. 3033-4 (Banker)). Another advantage of Schering’'s K-DUR® 20 product is
its ability to refain the sustained releasc characteristics despite breakage of the tablel along the

score ling. {13 Tr. 2957 (Ranker)).

11



Complaint Covnscl's Response o Finding No. 3.409

Complaint Counsel has no specific response.

3 Challenges in Formulating Sustained Release 20 mEq
Totassinm Chloride Tablets

3.410. Dean Banker testified thal many difficulties must be overcome t order to make
tablets from microencapsulated potassium chloride. (13 Tr. 2964 (Banker); SPX 1274 at 1 17
(Banker}). The dilficullies associated with tableting include the compression force that must be
applied to the coated potassivon chlonde crystals in order to make a usable tablet and the
potential for rupture of the coating material en the potassium chloride erystals fiom the |
compression forces applied during the tableting process. (13 Tr. 2964 (Banker); SPX 1274 at|

17 (Banker)).

Complaint Counsel’s Reaponse to Finding No. 3.410

AEEREIRRA R RN T AR RN RN A AR AR R A A AR AR R R R T P A AN A R
AN E TR N A A AN AR AR A PR AN AR AN R RN AR PR TA TR I TR PR R R A R AR A AR AR B E R AN R T RN RS
Al P S IR FRF R R IR FA RS AR AR A A kR F R RS RS F RN E PR ARA N N AR A bk mdr e Ay bk Ry
REEAFARFE R R Y N AP VA FA N A NS AR AR A AR A Rl b WS PEE RS B B Bk ekl
SIS AL AR AR AR R R RN Y E P PRV PR M PSR A AR R A A RN A A AR M AP AN Y P S A N N A A R AR AR A B
AR AR R Ak Y P IR PR VAN AT RN R NS A DA AN AR A RN AR R A PR B R R el

LA L L L L L RS LI LE LR LR Ll LRSIl LRl IRl I L o o T T T Tl I
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3.411. The problem of potential coating rupnure during tabletting is particularly critical in
potassium chloride products. (13 Tr. 2964 (Banker); SPX 1274 al | 18 {Banker)). The
potassium chlaride malecule is bath very small and very highly solnble throughout the
gastrointestinal tract, so that even slight cracking of the microcapsule coating will desiroy ihe
sustained release characteristic of the coating, leading 1o the immediate “duwmping” of the entire
potassium chloride content of these fragmented microcapsules mio ihe gastric fluid once

swallowed. {13 Tr. 2964 (Banker); SPX 1274 at 18 (Banker)).

Complaint Counsel’s Response to Finding Ne. 3.411

EEMAAIFESENAEIARAFSFIAEFRAREFFARE A AR A A RE S AT AR ¢S Sd AR AR FA AR RA A A AE A b b mph A d A gy Ry
FEIFENEN RS PN PSR EEF FAS I N EFAFE R SR FU N R FSA FF MM M A RS NS A S B SA RE PR A FARSA B A A Y A0 B EE F ARG AP B0 A
vppepbidpygypuppi dvhrpprepi My en PR R PR PR PN N EF PPN N FEF PR S FE RN RN T EFF VAU NS FE T A SA BN NN N

3412, The characteristics of potassium chloride crystals present difficulties reparding the
tableting of microcapsules of a whole different order than those presented by tableting other
coated compounds. (13 Tr. 2964 {Banker);, SPX 1274 at §f 18 (Banker)). Morcover, to achicve

ihe proper dosage release levels, i.e., u sustamed level of polassium chloride release, a large

14



number of pedassium crystals must be evenly coated. (13 Tr. 2964 (Banker)}.

Complaint Connsel’s Response to Finding No. 3.412

N g o g o e o o bl g R
AUFEAFE TSRV R e AT PR R R e AR R R R AR R R R N R AR R T AR RN R R R R R R AR RN AR bR D
A bk R PR P RR A RE A f AR A AR R AR N FA AR F IR ARE R A R A R R G R EA R AR R AR AR

LR LI EL Ry LT e LY IR LR LT Y]]

3.413. Finally, these individually eoated patassiuin chloride erystals, coated by 4 process
known as microencapsalation, must be compressed into tablets. (13 Tr. 2964 (Banker)). The
tableling process roquires cxposing the microcncapsulated crystals to high compression forecs.
The difficulty in tableting potazsium chloride crystals is compounded by the characteristics of the

crystal itself. {13 Tr. 2953 (Banker)).
Complaint Counsel’s Response to Finding Mo, 3.413

AIFFFMYFI VIV IR I PR R RS FEF P RE RSP VST AN RV EFAFFEIFFF Y FA VR4 IV IFEEFRFFAEFFHE R NA*FAFAFRYRFF F BT

LEL R L IR AR PO T I T LRty )

3.414. Polassium chioride 12 i morganie, ionie moleenle that fortns a hard “eobic”

crystul having sharp odges. (13 Tr. 2964 (Bauker); SPX 1274 al 7 19 (Banker)). The crystalline

15



structure of potassinm chloride, with its many hard edges, does not provide any appreciable
“give” during tableting that might help to provent coating rupture, and the sharp edges of the

crystals increase the risk ol rupture. (13 Tr. 2964 (Banker); SPX 1274 at 7 19 (Banker)).

Compiaint Counscl’s Response Lo Finding No. 3.414

AFAEE IR A A AR AR AR R R AR F R R N RN BN P AN SN R NS B R P AR AR R AR E R R AT F A
LRTE A R L R TR PR R L PR I L E T T L by L L g L T T ey prpppppepapay
SRR AR AR Rk P AT E VSN AN AR AR SA A RARA FA RN AR A AR A A R A PSS RS AR A AR Ak A

SEFIRFARERSRA AR RAREAAFARE AT B B

The proposed finding also igmores conflicling evidence that suggests that it was
possible to obtain other forms of potassiwm chlonde crystals. In the original patent
litigation, Dr. Carstenson, ESI's expert in that case, look the position that Dr, Banker’s
allcgations were inaccurale with respect to the characteristics and processes of the
materials involved. He sad it was known that cubic crystals (such as inorganic petassium
chleride crystals described by Banker} compress easily. Dr. Banker agreed with this
view. Tr. at 14:3218-19 (Banker). Dr. Carslenson was prepared to testify that it was
kﬂuwn_shwc the early 1990s that one should sclcet the optimum particle shape, Eurand
produced roundish potassium crystals with minimized sharp cdges. Tr. at 14:3220-2]
(Banker). Dr. Bapker testified that he did not lnldw about the existence of rounded

oryslals manufactured by Furand. Tr. a1 14:3221 (Banker).
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3.415. By contrast, organic molecules such as aspinin typically form much softer crystals,
wilh substantially greater “give,” and have edges that typically become rounded during the
coating process.  Accordingly, the inventors of the *743 patent were faced with construeting a
pemmeable coating that permitted the sustmned release of potassium chleride but resisted

breakage during the tabletting procesa. {13 Tr. 2953 (Banker)),

Complaint Counsel’s Response to Finding No, 3.415

LR R LI I PPy IR P LR T E E L T g e A N o Y ey
ARAAPAFARA AR AN R AR F kAR AP A AN A N A A AR A AR R A R A AR R AR RN AR R A RS B S A
FEIFEAN AR A A RS R AR AR AR AR PR PRV RN FE A M PR S PR A F R B A AR R R F R AT RN RN A B &

The proposed finding is also irrclevant and misleading because potassium chiodde

crystals were also available in rounded form. See CPRFE 3.414

3.416. Prior to Schering’s development of the invention of the “743 patent, a number of
olher scientists had attempted to tablet microencapsulated potassium chloride. (13 Tr. 2865
{Bankcr)). Dean Banker testified that Dr. Larry Miller txied mnd failed for ten years, while at ESE-
Lederle, Inc., to produce a 20 mEy potassium chloride tablet. (13 Tr. 2965 (Banker)). In
addition, Dean Banlkcer, noted that he, too, had attempted for many yoars and failed to make a

sustained releage potassium crystal tablet. (12 Tr, 2965 {Banker})

17



Complaint Coungel’s Respanse to Finding No. 3.416
The proposed finding is misleading in thai it staies thal “a numnber” of other
* sclenlisis had heen unable to tablet microcncapsulaled polassiom chloride when it cites o

only 1w such scientists: {1} D1, Banker, an cxpert witness for Key/Schering who cannot

be considered to be unbiased; and (2) Dr. Miller.

B. The Invention of <743 Patcent
1. Inmtroduction

3.417. The “743 pulent, enlitled Controlled Release Potassium Chinride, was granied on
September 5, 1989 to Key as the assignee of an application filed on February 19, 1986 (Appln.
No. ¥3(,981) by Charles Hsiao and Cha T. Chow. {SPX 1275 at 9 7 (C. Muller}). The *743
pateﬁl will expire in September 2006 or 17 years from the issue date of the “743 patent. (15 'Lr,

3311 (C. Miller; SPX 1275 at ¥ 8 {C. Millen)).

Complaini Counsel’s Response to Finding No. 3,417

Complaind Counsel has no specific response.

2. How the inventien of the 743 patent works

3.418. The “743 patent claims a sustained release potassium chloridc tablet that is
designed to releage polassium chloride in a patient’s gastrointestinal tract over a sustained period

of time while protecting ihe patient's gastrointcstfnal mucosa from direct contact with potassinm
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chloride crystals or harmful concenlrations of potassium chloride in gasttic or intestinal fiuid.

{13 Tr. 2948 (Banker), SPX 1274 a1 Y 10 (Banker}).

Complaint Counscl’s Response to FFinding No. 3.418

Complainl Counsel has no specific responsc.

3.419. This invention permits the delivery of a relatively high dose of potassivm chloride
in lablet form in a safe and effective manncr, (13 Tr. 2948 (Banker); SPX 1274 at 10

{Bankct)).

Complaint Counscl’s Response 1o Finding No. 3.419

Complaint Counscl has 1o specific 1esponse.

3.420. Key'sinvention entails coating individual potassimm chloride crystals, a process
known as “tmeroencapsulation,” and then compressing the individually coated crystals Jonown as
“micro-capsules” or “micro-pellets”) into a tablet. {13 Tr. 2947-48 (Banker); SPX 1274 at 7 12

{Banker)).
Complaint Counsel’s Response o Finding Mo, 3 420

The proposed finding is misieading in thal it suggests that the “743 patent covers
the process of coating potassium chloride crystals and then compressing them into a
tablct. The *743 palent does not purport to cover such processes, only a tablet form of
petassium chloride with a particular coating. €X 12 at FTC 0021322-23 (Claims of the

“143 Patent).
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3.42]. The coating malcrial in Key's mvenlion is permeable o gasitic fhads, providing
the sustamed release mechamsm for the potassium chloride crystals io leach ont. (SPX 1274 atf

13 {Banker); SP'X 194, eol. 4, 11 22-8).

omplaint Counsed’s Besponse to Finding o, 3.421

Complamt Counsel has no specific response.

3.422. The material nsed to coat the potassium chloride crystals congists of ethylccllulose
and hydroxspropyleellulose (“HPC™). (The patend also discloses the use of polyelhylene glycol
(“PEG™ as a substitntc for somge or all of the HPPC). (13 Tr. 2962-70 (Bankcr); 8PX 194, col. 4,

1. 18-22, SPX 1274 at { 12 (Banker?).

Complaint Counscl’s Response to Finding No, 3.422

Complaint Counsel has no specific responses.

3.423, Ethyleceilulose, the “major component”™ of the erystal coating, serves as the
primary film-former around the potassinm chloride crystals. (SPX 194, col. 4, 1. 4-8; SPX 1274
at9 13 {Banker)). Lithylcellnlose is a highly water-inseluble polymer that forms a film having

somg permeability to water (and to gastric and imtestinal fluids), (SPX 1274 at 13 (Banker)).

Complaint Counsel’s Responge to Finding No, 3. 423

PR AT R R F R N P RPN R EF IV RN RN NN Y P AN RV ITE PR R A AN FA VI RN R N N P

(LIRS TR DL R P S B Rl PR R I Ll D DR R R PR RS L L YL LR Ry AT R Lo ey LYY PR RS Ll L]
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SRR RS M AR AR AR ARA AR SRV FE P PR AP E VSR ENE S U F SR RA PR A ARA RN R R RN RN A BT B R A
APRAT AR AR bR b A A Rk ko ATy P ER YT M AR TE AN T AN RN T A A A A A R AR EA RN A T P R R
FERAREF RN R R AR A AR A A A R A AR RSP PR ARSI PR AR R BT AR R Ak N I R
ESANEE BRI A AR A RE RN AR R Rl A R P F AV AT A A F A A AN F A RS A A FA A A A A A PP RSP P A

TP VRS F SRS P AN B RS AR A RS A AR R AR PR ST EN RSN T S F S P A A FER AN R RV N A A N [TTY

3.424, “HPC”, the “nnnor component” of the coating, is more supple than
cthylcellulose, and it acts to modily the characteristics of the crystal coating. (SPX 1274 ai§ 13

(Banker); SPX 194, col. 4, 11, 4-8).

Conmplamt Counsel’s Response to Finding Ne. 3.424

LIS IO IE L LR LRI L P PRI LT TR TRy L PR T Ly PR N ) o e A P T e pappppepepapegayy
SIFREREARARATARAREAER NN R PR PR PN AR R R AR R P RN NV R BN AR AN A RA A FA N AR Rk A
AR A A A A TR R PR TP AN AR AR R R A R P RN R W W N ol
RTINS RPN R RR R IR I PR R A A A R W R R B R R Bl
AERRFR RN ANV PR PR A A FE R A R AR N A A N A NS P AN A AR AR A Ak m A AN R RS
IR AR A A FARA ARE PR AN AT R PP F RN R RS R FA F AR A B R R A R NS FE A NS A R RN AR
FEEEAEARA TSR AR FA AR A A AP RPN RN R PR SRR B AR R A AR A kR P Y PR P PR T PRV P FY VA FVA R RN F SR N
LIL LI R LR L L)y Ly e e T T T L L T L L LT T L pn e pepepepupepp ey

RN MR PN R U R PR R AR AR R Pk AN AR FEN I R AN AR AR AR M bk R

3.425. Dean Banker testiticd that the patent discloses the usc o[HPC and PE( as

plasticizing agenis, n addition to ethyleellulose as a compenent of the coaling material for the
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potassium chloride erystal, {13 Tr. 2969-70 (Banker}; SPX 1274 at 1 21 (Banker); SPX 194, ¢ol,

4, 1. 22-31: col. 5, 1. 16-24),

Compiaint Counsel’s Response lo Finding Mo, 3.425

PRI SRS E PSS EFEANE S RN NN AR OSSR R R F R s el dAagy pupiddh g pyr i Ayt dprnrpprhh g ra Ry

R B oy o e it g e o e g i g ol ol el ol ol e o ek kR R R
W o o o o o I o o B R AR AR R ARk A
AR RS RS A PP P R T AN A A A R A SN U FA A PN P FU F R F U PP F AP RS R PP TS ¥ PR RS A P AR AR A A Ry
AP RIS AN AN SR VRN AN A RN RN N A N R S NP SN A A RN R RN R A AP PP A RN R AN R AP RS SR EA AT A BT A
vharvavidbibunvabbidbd vabdd b dnbd b bid b mb d 40 b ke i b Rb bbb B A R A 4R FAR SIS NG RA ARG d bdRd dbddbr i bbb v ndinn
Al B A o I o ol I e B I B B ol Bl B B
LLE PR L IR I L Ly LT L Iyl LR L1y l]l]} Tl'r a‘t 2 G : 6445 (Ballakar); L LR IL L}

LR ELIED LI LIEL LR LEL LELLIALY L LY LEIEE LR LELLRELELRLYTE YL LR LR LL LR LRlREL) tTE L LR L LR LISy IRl Rl ZEJl.}S.]1.}
AR AR AT AN AV AN RN A A E A F AT SR A T A A A A A NN AN AN RN I A A AN N E A ST VAT A VR N AN A S
ki ear i AR R ba R RNk P AR R A R R R e R AR RE AR R N R R R RN R R AR AR R R R R AR R R R R
ol gl e e o ol ol e e R e ol i gl o o Bl il ok e o e o o el ol ok e o o ek R
A AT SE N AN A REF AN FASNAI A FEA FEF SR AE AERE S FA ARSI NFA AR FE A NA N FA NS SAEAFFFEINEFVEFANFAET VRN

SRS REFFN R NN PR FA PR VRN AN PR FEF A FA FA A VA R R R R R e b van R Pa v un bbb B DI'. Banakar

Turiher losiified ibal the *743 invenlion relaies 1o the dissoluiion or drug release ability off

a condrolled relcase potassiam chleride tablel. Tr. at 26:6388 (Banakar).

Dr. Banalcar also testified that Upsher’s experis in the underlying paient litigation

alao did not believe that the *743 patent related to the use of a plasticizer. Tr. at 26:6449
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[ISEUHEICEI}. AFEARERFNSFAREERRR TR AR R R E RN R R R R R ARk R R PRV A R RN AR FEA PR A B P F R R R

L T T L T T T T T e )
RN A A AR AR AR A AR A AR AR AL AR A A R R AR RS PRSP F S UNF BRI R R PR A R AR A A
FEASEMAREADARARE AR FRR AR AR AR AR R R R R PR PR RPN PR PR PN AP I SN B AR A A kb
SEFFEFI N IR AR FFA N R AR P I AR AR A R AR R AR AR R R AR N AP NI PR SN A FRA A PR FA RN AR
SRR AR AT F S F A AR A A FA R A A AP A F R A AR A AR P A N R USRS F SRRV RS AR A h by
AT Y AP F AN PR FETE F A A B o B il I i ol O O o e el o O B R R B
BRFARA A AR AR R AR RN R R R R AP RN AR IR PN F AU F AP FA A A AR A RS S A AR AR R A AN W RS

AR AR R A AR AR A A RS kA Ay R Y PP R PR Y P A Y FY YR PR VT RN R VRS PR AR E R R

L L L Y Ly Y Y L Ty Ly g T g o e A A Y T

FPH R R bRk P A AR RPN F AN SR RS A AN R AR A A A R PR AR AR AR R R Y B R
AR AR R RS PR R PR RSN R AR R R A A A R AR bR AR A b rd b a Ay YRR
SEFSAFA R A A AR AR AR AR A R NIRRT SRR AA PN AN RS R AR RS R P A A A RN A A
SFFEF NI NN AN RN PR AN FAPE RS A R A R R AR TR RN R R R AV RV P PN N AP E A FE RS A N A A A B RS
BRI NN IR R RN R RN RS PR RS P AN AP A AR F S A R A R AR A AR R AR R R R RN R AR

ok Rkl ek okl

B ARAREAREARARAARAFR+ddd bbbk b kAP P P AP F AN FAN P NS PN A ARSI N A AR R PR A 'IH; at

14:3121-22 (Banker); sevarescscassnsanrssssnssnssesvens He adinitted that a mixiure of two

polymers will not necessarily act as a plasticizer. Tr. al 13:2917-18 (Banker), ==eswsvers

Ll AL L L R Ll AL LR LR YLy LY IRL IR LRIl IRl PNl IR R Y PR LRl T PRIy T TR I eI AT ey ey

WA IR AN RN AR AN PN R RN F AR R A R A A R AR AR AR R b d R AT SN PR N SR Y A A AN s
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SEFFE MR AR NS F A AR RA RA R R d R b A R R PN R N N E NN A PN R EF PN R AN F P A AR A N R A AR e
AFFEARE IR AR AR A A AR AR AN AR R AR NN FF RN PR S PR R N AR R AR FA A A A R SR A R Y
AFFERE AR R AN A REA R A A AR R AR AR AN AR N R AP AR PR R F R R RF IN R A AR A AR A A AR B
T R R R A N R (LTI LITRTI R T Ty y
SIS MNP FE IR AR AR PR AR AR R R R R+ R R E R R4 R P R R kN S PR E NS RN SN BFRA RS ASEA A p A A
LT IR R E R R P I L R IR R D R L PR L P LT Y PR YR R P T ) T P P A e pripppepapapepepe
bbb bbb A bk AP PP RN F A AN AN NS AR EA A P AR AR S AR AR A AR R AR PR TR A
SEARSASE A AOREARE AR ERR AR ER RN R N AT PR R VR FAFA T AT RS A P F S NS SR A RS SRA AR AREA R PR AR 004 0B VR E RN B
R AR A A AR A R A AR A A A AR R FF R TS FF PR PP AR VAN RS P F NN NS A A R A AR

LA LL L LT L LR LRyl LR L I LA LIt LIEL LR L YL Ly Ryl PRI e LNl ey L Ly Ry I Py ey P I Ty T YT YT T T ] DI‘-

Banker at the Marionan hearing in the underlving patent litigation with EST eould not
tdentify any place in Lhe prosecution history of the “743 patent where HPC or PEG were
asserted to be plasticizers. Tr. at 14:3123-24 (Barker). Schering’s prppused finding of
fact RPE 3.89 statcs that one of the statutory requirements for the specilication of a palent
is Lhut the specification contain a writtent deseription of the invention in clear, concise and
Gxacl (erms as lo enable one of ordinary skifl in the art to which the invention pertains to
carry out the invention. It 1s notable that the ‘743 patent in its entirely makes no mention

of the use of any plasticizer.

3.426. The vse of a plasticizing agent wiih the elthyleellulose renders the coating inore
flexible and durable and therefore more able to rusisi the compression forces of tabletting without

rupiure. {13 Tr. 2970 {Banker), SPX 1274 at4 21 (Banker)).

24



Complamt Counsel’s Response to Finding No. 3.426

The proposed finding 15 intelevant {or 1he reasons stated m CPRE 3,425, In
addition, it is not supported by the evidence becausc it was the EC and not the HPC or
PEG that the ‘743 patent touts as making the coating more durable. Tadeed, in ils
proposed finding 3.434, Schering makes this same point T;hat the “patent discloses that
coatings made from higher viscosity cthyleellulose have more tensile strenglh and are
better gble to withstand tabletting forces.” Dr. Banker acknowledged that one of the
original inventors of the “743 patent was not sure thal HPC served as a plasticizer in the
coating. Tr. at 14:3056-58 (Banker). Dr. Banker did not consider Dr. Hsiao®s opiion
thal it was not clear that HPC had any plasticizing cffect in the *743 invention. Tr. at
14:3(157-58 (Banker). Dr. Banker acknowledged that Ms. Ku, the other original invesntar,
teslificd in the original litigation that the film-forming aspects of the EC and HPC warc g
niinor attribute of the ceating. Tr. at 14:3070-71 (Banker). Dr. Banker did not do any

tests to determine whether HPC is a plasticizer with respect to EC. Tr. at 22:5213

[B an kcl—] L R Wk R A A By R R b
A A AR AR A A AR FARARARERE A AR AN A AR AR AR SR AR RA IR FASAA RS A R R AR ASA SN NN ET
[ TTPT T Y | -II FAMEFAFEFSE AN F SR FU P M N P FE AR PSS U S PR PR AR EFSUF PSS U FE PR BRA RN EE R b v
PR TEY YT IR FF RN NP PR AN PP E N RN P VRNV FR RN R AR P PP Y PR PN R YN FR R PR AR P AR Y AR T YR YN R Ak p
PR RPN R AR R R AR kbR g AR Ry PR A A R R F R A A R PR P AR ER T PR A A Y

vhddruedd kbbb i rd B b bk b4

25



3.427. Dean Banker defined a plashicizer as “a malcrial added 1o a polymer to enhance its
clasticity, give it more strefch, o make it more flexible, 1o take 1t stronger, to make it more

durable and to reduce brittlenags ™ (13 Te. 2970 (Banker)}.

to Findige No, 3.427

The proposed findimg is irrelevant breanse the “743 palent docs not disclose the

uze of a PlﬂstiﬂiZﬁi‘. Ty T T T T Y Ll R L T T L s T T T T e T
A3 A BAFA AR BRI EEIARA MM AFA AN ESE A A FEFFSRINSSAAFANFFASA FEAEVEEFARSAAFFRA AR A A RASARE AR A B RS
B T R B S R R R R BT T E P AT SR R R PR T NV N AT PR R T s P A UL R P R
T B T T T U A 0 0 g 0 g o e

FEVEERA RN PR e R RN PR R R A AR R AR R AR AR AR A FA R AR R AR A AR AR AR

ssesvnssnransasresnnsanss T, Banakar testified that the 743 invention relates to the
dissolution or drug release ability of a controlled relsase potassium chloride tablet. Tr. at
26:6388-89 (Banakar). A mixture of two pelymers will not necessanly act as o

plasticizer. Tr. at 13:2917-18 (Langer).

Assuming the ‘743 patenl does discloss use of a plasticizer, the definition
contained in the proposed finding places an emphasis on flexibility and durability that is
not supported by the evidence. Dr. Hsizo, an inventor of the *743 patent, was not certain

as to whether HPC had any effect on the flexibility of the coating. Tr. at 14:3057-58

{Ba]’lkﬁr}‘ FARF RN TR RN NP RN SRS A RN R AR sER aa R b p gy phddp sy rrphd phpanr aur FAh bR A

T T e P T I o R i ol 1o 8

acknowledged that 1 the underlying palent litteation, Dr. Rhodes, Upsher’s expert
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witness, had taken the view thal ihe durability of the EC coating was cnhanced nol by

usmg HPC or EC bul by 5 higher viscosity EC. Tr. at 22:5236 (Banler). sstresurecaansan

AP ErE R bR AR R R AR AR A R RN AR B AR AR A AR EA R AR R AR AR Pk AT AP RN PR FAAN

TR TEEATEFT R r R Add ey rp A F AR bk m g A Rk g S e mpy

The definition of a plasticizer contained in the proposed finding 1s also meomplete

and mlslc_adin . REABAFSARASARARESARANEFARARARA RA R AR AR A A RA A DA B AR EEA R AR AR R R R R A
EEEAFEA NN S EFAFE RN NAN B FES RN RN RAVSEN FA NN FA RN BASA PR R UV EAN B RAN B NS FNA NSV FEE N FEE AP NS A A A
TR AR T RE AN R AN AR R AR P RN RN RN R NI R Al R AP A A NP NR R N SRS F R NE RN R
admpppribidbbidbdab A Rd A b4 RdARA MR A dARFE A FARRd AR AR AR ASA AR AR AR SR AR AT A RS A Ay hA AR AR byl A mEy
APRASE AR FRREAE ASEFAEFARE ASA I NSA F A FSFA N ARSI AR ASNFI NS SARSd AR I AN M AEF A F A A PR FARRABARA R4 ANE &FD
FEEEEFEA iR RNl P Y PR SR P FE P F R FA P RV R A FA R PP VR PR NP RFAN R A s R PRk RS AN Ml RVA R R FR S RN
SRR AN R AR R A A AR R AR AR R e RN AR AR A R R R AR R RN R AR PR AR
I-IGIIII;iiifiiilii!-i--ili-l-!itiiiiii--l-iil-lIIIltliiI-III-tiiiii'iI'tiiiii"ii'iiii.iIIIiIl-ii'
ssnsnenarasaspsnrennans Iy gy, D, Banakar concluded that Dr. Banker uscd the term
plasticizer as a “catch all” fo attempt to show similarity between diflcrent coalings. Tr. at
26:0449-50 (Banakar). Dr. Banakar also testificd that Schering’s attorney never referred
to g plasticizer in his responses to the examiner af the patent office. Tr. at 26:6445
{Banakar).
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Finally, Dr. Rhodes, a colleague of Dr. Banker, who served as a technical expert
for Upsher in the underlymyg patent litigation, characterized Dr. Banker’s theory thal HPC
and EC are used as a plasticizer in the *743 patented invention as conjecture, Tr. al

26:0449-50 (Banakar).

3.428. Thus, in this manner, HPC serves as a plasticizer vsed 1o plasticize the
ethylcellulose and to make the [ilm morc sustainable 1o the compression forces used in tabletting,

(13 Tr. 2970 (Banker)}.

Complaint Coungel’s Response to Finding No. 3.428

Ak Akl b RPN RPN PR RN EA R A A AR A AR AR A R R A N A R A (1 1]
EEFEFRARA M AR R AR AR A AR A A AR PR RS RN B A B R ok N AW B B Bk Bl R e

VAR NE NI AN R AR AR AR A P A P P PN P N o e ol e ke ki Al S-Gj thE-' pl'ﬂpGSDd

finding is not supported by the cvidence, because Dr. Banker had no basis for concluding
that the mvention claimed in the ‘743 patent related o a plasticizer. See CPRE 3.425-26.
The proposed finding is also irrelevant becausc the described functions are not the contral
features of the invention claimed in the 743 patent. Dr. Banker adtnitted that he applies
the lerm plaslicizer to substances that may also perform other functions in 4 coating. Tr,
at 22:52%91 (Bankcr). Dr. Banker admitted thal one skilled in the art would understand
claim 1 of the *743 patent to be direcicd to & coaling material that achicves a sustaincd
release of potassium chiotide in a tablet. Tr. at 22:5210 (Banker). Dr. Banker admitied

that the ‘743 patent relers Lo a proper balance of EC to HPC being required. Tr. at
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22:5210 {Banker). When the *743 patent discusses a “propet balance™ it is n the context
of achieving a sustained release of the potassivm chloride. Tr. at 22:5215 (Banker), Dr.
Banker agreed that the “743 patent shows that EC with a viscosily of 10 will provide a
conlrolled release frem coated crystals but not from a tablet. Tr. al 22:5219-20 (Banker).
Dr. Banker agreed that a co-nventor of the *743 patent, Dr. Hsiao, believed that the HPC

used in the *743 patent forms channels in the EC. Tr. at 14:3036 (Banker).

Lad AL LT RR LSS LT Ll L L e R R IR L b L Ly L L L L It ] e T T T 1 ]
LTI P Ry Py L Ly L T T E A T A Iy Y P g g
BAFARS R FE RN R R AR R R PR P E VAN SN AP PN AR A R AR AR R A AR R R R A P A P NS A NN R A &
ARSI A A A AR hE Y PR E PRSP RF PR EF NS ST RS AN FA RN R R ARA R AR AN RN R A R
PRI R AR AR AR A AR A AR R RN AN RN F PR PR R R AR R R R AR A NS R E R
PPN AR A AN NS SR AR AR AT AR R AR Rk kN R PP P F NN AN FA AR IR FA AN AR I A AR A kA PR

BRI EF RN RN PR PRI F SR A N FE N A AR A A A A AR R F R R4 R A R RN F PRI PR R U NS N A A A

3.429. By using both ethylcellulose and HIPC, a cogting matcrial for the potassium
chloride crystals is created that is sufficiently flexible and durable to resist breakage during
cornpression mio a lablel @and simultaneonsly sufficiently water permeable — but not unduly so -
as to releasc potassien chlonde into the gastrointestinal tract in a controiled and sustained
fashion ibunm*ing inpestion. (13 Tr. 2970, 2972 {Banker), SPX 194; SPX 1274 31 13

{Banlcar)).
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Camplaint Coungel’s Response to Finding No. 3.429

The proposed finding is misleading becansc it ignores the fact that the
perntcabilily of the coating will vary depending on the viscosity of the EC and the other
pelymers used. Dr. Banker acknowledged that the Dow Chemcal literature cxplains that
by varying the type of Ethocel, the insoluble versus soluble, excipient ratio and the
coating weight, wide variations ol release rates can be achieved. Tr. at 22:5239 (Banker).
Dr. Banker admitted that if you coal wilh a very ligh level of EC, the potassium chloride
will not come oul. ‘It at 14:3069 (Banker). Dr. Banker testified that HPC has some

effect on promoting permeability in the *743 patented invention. Tr. at 14:3067 (Banker).

SRS AR A A A AR AR F A R AN AR PR AP R R EF R R R A S AR A A A AR R PR Y VA EVEE RN T R
LI IR LR Ly L] L T N T T L L T T L T T T I I T Y ey
PRI PN AN RSP SR AR RS A R A A M A AR R AR LR R PR RN R PP A N A A F A R AR A b A b b A b AR R B AN A R
R ERIT YRR P AT A AT RN R RN AN AR AR A AR TR N A R PR R W B Bl B A R ol e
ARl Ll L L L R P L R Ll I R Ly L L T L N Y Ty YT T
SARSAFER AR R MR EA R A AR F R R P Y R P RN I NS A A AR SR A A RS R A Ak P PR PR AP F R RE PR R AP R
PR AT ET Y AR VRN R I AR R AR AR R T A AP A P A RS R AR R A AR AN RN N RN RE A

AL L LIS Lt Rt ALl I LI T T)

3.430. With this coating matenal, Key was able to develop the first sustained release 20
mEq potassium chloride tablet composed of individvally coated potassium chloride crystals.

This breakthrough allowed Key to make a potassium chleride tablet with double the dose of
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potassium chlonide, 20 mEy, that could be provided Lo palicnts 1o # single, solid oral dossye

fonm. (STPX 1274 1t 7 14 (Bankcr)).

Complnnt Counsel’s Response (o Finding No. 3.430

A var iR bR e AR kR R FA RN R R R R RA A AR Rk AR R R AR R kbR R R AR I NN AR
ARPFY RSP TR RR AR py gl Ak by bbbyt Ay rp Akt by AR b m A A N N F NP PR TS PV P FARS VAR AR
Bl o S B R T A ol e e N R R
ARSERSS R AR AT FANFA S SR I NS AN EF B A RN SN A B AR F RN B A BRI NS FA N R AR & A PR B b
snssrarivrdnar Rk pe bk dkbd R e pR R Ak kel R R R e R R R AR PR T R A M R R AN P RN ATV SN P NN A B
ippsppyinhingpyhidddipgpiddiddpddbdddnpiddbbingiddddbprihdrdbrpd by A NN PR R R PR FREAFRRF T RN R AR
O Il o ol ol ke
ARSI AR AR AR A AN A R A A A AR A R AR S A E NS A A A A S A P PR A RS R R A RAR
PP APV I I PP SR PR P PN S P S U A PSSP R P I F PR AP F AN FU A S Y P AN FA AN SR R N A A A F R
LLr TR Py PP Y TR P e I R I I R Y PR R LI R LY L T Y TR Y P I I P P R T
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3.431. The coating material also permitted potassium chloride crystals to be coated into
tablets confaimimy a very high (up to 86.5%) percentage of potassium chloride as compared to the

total weight of the tablet. (SPX 1274 at Y 14 (Banker), SPX 194, col. 1),

Complaint Counsel’s Response to Finding No. 3.431

Complaint Counscl has no specific response.
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3.432. During the time of the Upsher and ESI cases, Key's invention was the only
avallable 20 mEq potassium chloride solid oral dosapge form available on the market, (SPX 1274

at 9 14 {Banker)}.

Complaint Counsel’s Response to Finding No, 3.432

Complaint Counsel has no specific response.

3.433. Inaddition fo the dosing advanlage, K-DUR® 20 contains a superdisintegrant
which allows the eoated polassium chloride crystals to immediately disperse throughout the

gastrointestinal tract, (SPX 1274 atq 15 (Banker)).

Conmplaint Counsel’s Response (o Findiny No. 3.430

Complaint Counscl has no specific response.

3434, The difficulties in tabletting potassiura chloride microcapsules were overcome by
the invention in the 743 patent. (3PX 1274 at 9 21 (Bankcry, SPX 194, col. 4, 1I. 55-7). The
patetil thscloses that ceatings made om higher viscosity cthyleclluloses have more tensile
strength and hence are better able to withstand tabletiing forces. {SPX 1274 at 9§ 21 (Banker);

SPX 194, col. 4, 11 55-7).

Complaint Counsel’s Response to Findig No. 3.434

FARA 4R R M AP PR PP RN AR AR AR AR A AR AR R A R AR T RS R o B ey kel ek

AFEEFFE NN M FA DA A RA R AR AR I N AP A NS A RS A R SRR RE AR RN R R A A P R R [EIRILIIEIER T IR ET R Y
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A AR AR A AR R R AR E AR A PR P A A A AR AR AR R RN AR AR kR R+ A N P PRV PSRRI REA AN RN A R R
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SRR R A R ARG R AR AR AR AR R AR R RN AR AR b A AN P AN AN A SR AN A R R b
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3.435. The K-DUR® 20 dosage form has been described in the literature as a “siumple,
but elegant, formulation, which is a masterpiece of solid dosage ferm sivategy 1o achieve clinical

goals.” H.M. Rudnic and MK Kottke, Tablet Dosage Forms, 334 Modem Phannacsutics (G.S.

Banker and C..T. Rhodes, eds., Marcel Dekker, Inc.; 3d ed. 1996}SPX 721). (13 Tr. 20062

{Ranker); SPX 1274 at 9 {Banken)}.

Cuomplaint Counsel’s Response 1o Findinge No. 3 435

The proposcd finding is not supporicd by the evidence in that it cites an asticle,
adrmitted as SPX 721, which is hearsay and was not oilered for the truth of the matter
asserted but rather to show the parlies’ positions during Jitigation. Tr. at 28:7794-95

(attorneys for Schering and complaint counsel discussing admissibility of pateni related

gxhikits before Judge Chappell).

The proposed finding is tncomplete and misleading to the extent it reters to K-

DUREM asan® ‘Elegant‘ B3 a0 1101 IR T L L L T T T T T T P

LA LA Rl L Ll L Rl Ayl R L LYl LY LYl PIE IR PE YR e e e PR T I T P T P TR )
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3. Specification of the *743 Patent

3.436. Inthe “743 patenl, Lhe specification begins at col. 1, 1ine 1. {SPX 194; 15 Tr.
3309 (. Miller)). The claims of the *743 patent are shown in col. § as numbered paragraphs

from 1 through 12. (15 Tr. 3309-10 (C. Miller)).

Complaint Counscl’s Response to Finding No. 3.436

Complaint Counsel has no specilic response.

3.437. Particularly, the *743 patent describes and claims a “controlled release™ potassium
chloride Euppl;:mmt pharmaceutical dosage unit in tablet form dispersible in the gasirointesiinal
(“‘GI”) tract (col. 1, 11, 11-20) and its therapeutic use comprising “polymer coaicd”™ potassium
chioride “sead” crystals (col. 1, 1. 13; cel. 3, 1L 66-7) individually “coated with a polymeric
coating which includes™ (i) ethyleellulose and (1i) HPC and/or PEG icol. 4, 11, 4-21) through a

process known as “microencapsulation™ (col, 3, 1L 67-8) to form “micro pellcts™ (col. 4, 1. 7-8;
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col. 3, 1. 63-8} that are ““subsequcntly compressed into the tablet in 4 conventional manner (col.

3.1 68tocol 4,1 1; col. 5, 11 16-24). (13 Tr. 2969 (Banker); SPX 1275 al 1 9 (C. Milier)).

Complaint Counscl’s Rosponse to Findmp Mo, 3,437

Complaint Counscl has no specilic response.

3438, Inthe context of the *743 patent, the term “controlled-release™ (e.g., col. 3, 11. §-9)
1s taken lo be synonvmous with “sustained-release™ and “extended-relcase™ appcaring in other

documents in this case. (SPX 1275 at 79 (C. Miller)).

Complaint Counsel’s Responge to Findine No. 3.433

Complaint Counsel has no specific response.

3.439. The *743 putent slates that ethyleellulose iz a water-insoluble polymer that comes
i a range of viscosilics (a measure ol Jow resistance and molecular weight) for vse in
pharmaceutical coating processcs to form low walcr-impermeability films (SPX 194, col. 4, 11

51-605 SPX 1275 at Y 14 (C. Miller)).

Complaint Counsel’s Responge o Findine Mo, 3.439

Complaint Counscl has no specific response.

3.440. The ethylecllulose viscosities in the “743 patent are expressed in wnits of
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“centipoise” or “ep” (SPX 194, col. 4, 1. 62-3; SPX 1275 at 4 15 (C, Miller)).

Complaint Counscl’s Response Lo Finding No. 3,440

Complaint Counscl has no specific response.

3.441. The disclosed cthyleellnloses are commercially available under the Dow Chemical
tradermark Ethocel®. The numerical designalions for the Eihocel® series [e.g., Ethocel® 100]
generally correspond to the viscosity of the ethylecllulose, with a mgher numerical designation
indicating a greater viscosity and higher molecular weight (col. 4, 1L 57-63}. (13 Tr. 2081

(Banker); SPX 194, col. 4, 11. 57-60).

Lomplaint Counsel’s Response to Finding No. 3.441

Complaint Counsel has no specilic response.

3.4“2. FEAREYF R P FF R PAFFERT AP R P N FEE AR FA R A F R AR E PR AR B R R PN R N R R
SEETEF AR R A AR AR A R R R A TS R T RN R A R B Bl el R R R
PR IR AN P AR A A NS A F A AR R AR AR A EE R R R T o

AFAREAREFR RN MR RN AR PR IN P P NS PR F SRR A AR PR AR AR SRR R R R AN TR AN NS USRS AN A N R P

Complaint Counsel's Response to Finding No. 3.442

Bhdabhab bkl RS RANEFEF NS FEF RS R R A FAEA A A A A AR AN R AN PPN FE AT A BT F A RN

AR ABARRFR R RN RN R AR PR N P AN Y FEY PR A A A A A SRR AE AR R4 A AR T P A PR PR A AN
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- 3.443. [A hizher viscosity (which signifies a higher molecular weight) produces a

sironger, tougher {ilm, which is less susceptible to brezkage during compression (tableting).

{SPX 15}4! CD]. 4, ]'1 SS_T, B T T T R P R T P T

(Complaint Counsei’s Response to Finding No. 3.443

Complaint Cotnsel has no specific response.

3444, “Useful” cthyleellulose viscosities are described as being greater than & cp (SPX

194, col. 4, 11. 63-5), with “preferred” viscosities of more than 40 cp being specifically disclosed
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(SPX 194, col. 4, 1. 65-0) for use in compressing potassium chlonde erystals into fablets. (SPX

1275 at 9§ 17 (C. Miller)).

Complaint Counsel's Response to Finding No. 3.444

The proposed finding is misleading becanse it implies that a viscosities beginning
above 6cp would be useful in producing tablets. Durning prosecution of the 743 patent,
Schering logk the position thal the sustained release achieved by the invention enly
oceurted al the 40 or grealer viscosily, Tr. al 32:7716-17 {(Adciman); CX 647 at USL
PLD 001644 {Prosceution history of the “743 patcnt). The only data that the “743 patent

provides for is for HC10 viscosity and ECI00 viscosity. Tr. at 22:5242 (Banker). stes

PEEERAR A RN i kR R R R R N N NN P RN N NN RN RN R NN RN N NN R FAN N P SRR D'I'- Bm‘lkﬁr
ks asseried that EC 10 viscosity would nol work to make tablets, Tr. at 22:5242
[Bm}ker}_ AN FEAFARFNFA AR RIS R AR RN AR PR A AR R R A AR R ARy AR bR R RER R

3.445. With respect to the molecular weight of the ethyleellulose, the speaification of the

"i43 patent discloses:

1t is particuiarly preferred to use a higher molecular weight ethyl cellulose such as that
designated as 100 and soid under the trademark Ethoccl® Standard Premium 100 or
Ethocet® Medumm 100 by Dow Chemical. The use ot higher molecular weight material

like the 106 designation material Tintits Ireakage during compression.  The numerical
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designations for ethylcellnlose generally cotrespond to the viscosity of the product, with a
higher numerical desigmation mdicating 4 greater viscosity and higher molecular weight.
The 100 designation corresponds to a viscosity of about 85-104 ¢cp as measured in a 5%
solution in an 80% tolyene-20% ethanol solvent. The useful ethylcelluloss designations
are 7 and higher, corresponding to a viscosity of at least 6 ep, preferably more than 40 cp
{designation 45 or higher) for crystals W be compressed into tablets. The ethoxyl content
can be about 45-49,5%, preferably 45-46.5%. The prescnt inventors determined that
cthyléellnlose 100 was prefterred as compared with other ethyleellulosc products as there
i5 lexs hreakage during compression. The lower viscosity ethyleelluloses, such as the type
14}, are especially uscful in making coated crystals for administration in capsules, when

breakage from compression is not a preblem.
(SPX 194, col. 4,1. 51 —col. 5,1 6; SPX 1275 at9 17 {C. Miller}).

Compiaint Counsel’s Response to Finding No. 3.4435

Complaint Counsel has no specific response.

3,446, There is no cxpress disclosure inthe *743 patent specification of any
cthylcellulose viscosity between “at least 6 cp” (SPX 194, col. 4, . 64-5) and “more than 40 cp™

(SPX 194, col. 4, 11. 5} {SPX 1273 at 4 18 (C. Miller)).

Complaint Counsel’s Response to Finding No. 2.446

The proposed finding is incomplete and inconsistent with Respondent Schering’s
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Proposed Finding No. 3.447. ‘The finding is inconsistent in that thers is ﬁn express
disclosurc of a viscosity of §5-110 ep, which is a range that is “more than 40 cp”, as
indicated in Schering’s Proposed Finding No, 3.447, The finding is incomplete in that it
omits reference to the prosecution history of the ‘743 patent, in which Schering
repeatedly argues the importance of using EC with a viscosity greater than 40 cp, Tr. at

32:7716-17 (Adelman}.

3.447. Exatnples 1 and 2 of the 743 patent prescnt comparative potassium chloride
release rate data for coated potassinm chloride erystals and tablets using cthyleellulose having a
viscosity about 10 cp (Ethocel® 10) and cthyleellilose having a viscosity of 85-110 ep
{Ethocel® 100}, with PEG (Example 1) and HPC (Example 2). (SPX 194, col 6,1. 10 —col. 7,1,

36, SPX 1275 alq 19 (. Millen)).

Complaint Connsel’s Response to Finding No. 3.447

Complaint Counsel has no specific response.

3.448. The 743 palent specification states that HI*C and PEG serve fo facilitate the
passage (“controlled releasce™) of gasiric fluids and potassinm chloride through the coating after
the micro pellets have been dispersed in the aqueous environment of the digestive tract when the
tablet 15 disintegrated upon being swallowed, {SPX 194, col. 4, 1. 22-31, col. 5, 1. 19-24; SPX

1275 at ¥ 20 (C. Miller)).



Complaint Counsel’s Response to Finding No, 3.448

Complaint Counsel has no specific response,

3.449, The specitication further states, at column 4, lines 14-31:

By providing the proper balance of the etliyleellulosc 1o the
hydroxypropyleellulose a polymer film can be formed en the sceds which will remain
intact in the stomach {and afterwards) but which 1s permeable to gasitic fluids, which
dissolve and leach vul the potassium chioride conrained in the coated erystals {micro
pellets}. Further, these micro pellets will separate quickly upon reaching the stomach and

thus avoud the accumulation of any large amount of K.C1 which could cause irritation.
(oPX 194 SPX 1275 at % 21 (C. Miller)).

Complaint Counsel’s Response to Finding No. 5.449

Complainl Counsel has no specifie response.

3.450. The HPC and PEG described in the ‘743 patent have been commercially available
under the trademarks Klucel® (Vlercules) and Carbowax® (Union Carbide), rospectively. (SPX

194, col. 4,11, 14-21; SPX 1275 at § 22 (. Miller)).

Complaint Counsel’s Response to Finding No. 3.450

Complaint Counsel has no specific response.
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4, Prosecution History of the 743 Patent (SPX 676)
a Application as Filed

3.451. The application for the ‘743 patent was a continuation-im-part (“c-i-p™) application
ol an original, co-pendhing (“parent”™) application, bearing serial number 06/702,714, that was
filed a year earlier on February 19, 1985 (Appln. No. 702,714). (SPX 1275 at¥ 7 (C. Miller);

SPX 676, SPX 194, col. 1, 1. 7-3).

Complamt Counsel’s Besponsc 1o Findine No. 3,451

Complamt Counsel has no speeific response.

3.452. The *981 applicalion as filed contained thirteen (13) claims and were all directed
to a “pharmaceutical dosage unit for oral administration of potassium chloride™ (claims 1-11),
and administering the same o a patient in need of potasstum {claiﬁ:ls 12 and 13). {8PX 1275 at Y

23 (C. Miller); STX 676).

Complaint Counsel’s Response to Finding No. 3.452

Complaint Counsel has no specific response.
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3453, Claim 1 as onmnally filed, regites as follows:

1. A desage uwndl [or oral administration of potassium chloride comprising: a
plurahiy ol coalud potassium chionide crystals, the amount of potassium chloride being in
the range of about 68% to about 86.5% by weight based on the total weight of the dosage
unit; a coating material for the individual potassium chleride crystals, the .-::uating matcriai
comprising ethylcellulose in an amount in ihe range of about 9% to about 15 % by weight
based on the total weight of the coated crystals and at least one member selected from
hydroxypropyleellulose and polyvethylene glyveol in an amount in the range of about 0.5%

1o about 3% by weight based on the tolal weight of the coated crvstals.
{(SPX 076).

Complaint Counsel’'s Response to Finding No. 3.453

Complamt Coungel has no speeific response.

3 -454- Shrddd A Al m R AT FET PR R TIVE FNEA A PR F A F A R R AR A RA R AR R AR AR e N N R

R W W W Bl B ol Bl ol R o e v O o S R R N ol B el Bl ol o ok (L tl 1 r] 3 2

Tr. 7707 (Adelman)).

Complaint Counsel’s Response to Findin

Complaint Counsel has no specific response.
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b. First Office Action, dated Febrnary 18, 1988 (SPX 706)

3.455. On TFebruary 18, 1988, the USPTO cxaminer in charge of examining the c-1-p
application issued an initial office action rejecting clanmns 1-13 under the doctrine ol obvivusness-
type donble patenting over U.S. Patent No. 4,555,399, {*the Hsiao 399 patent™). (SPX 1275 at

1 24 (C. Miller); SEX 706 at 2).

'The proposcd findimg 15 meomplete in that it omits additional statements by the
cxaminer regarding hiz rejection for obvionsness type double patenting. In the
examiner's first office action, the examiner forther stated that although the claims of the
“743 patent application and the 399 patent are not identical, “they are not patentably
distinct from each cther because the substitution of potassium chlonde for aspirin in the
same {ommulation would appear Lo be at least prima tacie obvious.”™ Tr. at 32:7710-11

{Adelman);, CX 647 at USL PLD 00160104 (Prosecution history of the “743 patent).

3.456. Additionally, the examiner stated that the invention covered by claim 10 is
patently distinét from the invention covered by claim 11. (SPX 706 at 3). Thus, the examiner
required Key to elect one of the two specics reciled in independent product claim 1 and

dependent product claims 10 and 11. {(SEX 706 at 3).

Complaint Coungel’s Response to Finding No. 3.456

Complaint Commsel has no specifie response.
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3.457. In making this requirement, the sxaminer contended that these claims wore
mutpally patentably distinet, i.c., potassium chloride erystals having a coating with HPC {claim
18} and potassium chloride erystals having a eoating with PEG {claim 1 1} arc different

inventions. {SPX 1275 at ] 25 (C. Miller)).

Complaint Counsel’s Response to Finding No. 3.457

Complaint Coungel has no specific response.

3.458. This “clection of species™ regquiremnent does not mean that the USPTO was asking

the applicants to narrow or limit the invention. (SPX 1275 at 4 25 (C. Miller)), srsarsesstarsancenis

b A A A AR FA AR AT AN A AN NP N AN AN F A A A NS AR A B F FEA EEFA B M FF AN FA AR FA A IR INFA A GINE RSB

FERFANANSA NS SANEARS FE I RE N PR AN R P SN VS PN F SR M I N A FR N RN PR R S PR A PR R AR R AN P A VAT I AP AN P R A S

Complaint Counsel’s Response o Finding No. 3.458

Complaint Counsel has no specific response,

3.439. The election requircinent had no effect on the scope of the clamms. (SI'X 1275 at 1

2 5 {C . h}ﬁ]_]_e,r}l"_‘ LRI L LR LU Ll L LRl L IRl IR IR LRl Ll Ll LRl Iyl Rl Rl 1)L Ll DLl L DLl L]
ERRAREA AR F R PRI A AN R SRR R R EA AR R A R AR R R R R AT R AR R AR AR PR AR A AN A AN N BT

o d Al b
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Complaint Counscl*s Response io Finding No. 3.459

AR AR PR R A A RS R PP RS R AR AR TR EA R S R N AR A b A N R N ET R P F A A
ol e ok el ke A AR EEFRRF IR ARV SR R AR AR AR R R R Y Ry
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B o See Sf_'h E-r-i-ng*S .PI‘DpGSf:d Findings 3 ﬂgﬂ H.'ﬂd

3,578

c. First Response to Office Action dated Junc 22, 1988 (SPX 707)

3.460. In response to the Examiner’s rejeciions in the February 18 Office Action, Key
submitted a response on June 22, 1988, (SPX 707 al 1}. Tn this response, Key arrucd that the
Examiner’s rejechons were improper, and that the ¢laims in the application should be allowed as

apatent. {(3PX 1275 a1y 26 (C. Milier), SPX 707 at 3, 7).

Complainl Counsel’s Response to Finding No. 3.460

Complaint Counsel has no specific response.

d. Second Office Action dated Angust 31, 1988 (SPX 708)

3.461. On Aupust 21, 1988 the examiner issued & second office action, in which he
withdrew the double patenting rejection over the Hsiao ‘399 patent and the election of specics
reguirement, and raiscd & ncw rejection of all the claims (1-14) over the prior art. (SPX 1275 at |

27 (C. Miller); SPX 708 at 3}



Complaint Counsel’s Response to Finding Mo 3 461

The propused Mnding is misfeading in that it purports to decouple the rgjection in
the examimcr’s first ::;fﬁca action, under the doctrine of obviousness double patenting,
with the rejection in the exanminer’s second office action. Complaint counsel’s patent law
cxpert, Prof. Martin T, Adelman, testified that while in the second office action the
examiner coiceded that the double palenling rejection was lechnically incorrecl. He
nonetheless still rejected the pending claims ol the “743 palent application as obvious
over the 399 paient and olher patents. Tr. at 32:7712-13 {Adclman); CX 647 at USL
PLD 001637-39 (Prosecution history of the 743 patent). In effect, the cxaminer
maimntained his position that the claims of the 743 patent were obvious in view ol cerlan
prior art, notably the *3%9 patent, while adopting the techmeally correct type of rejcetion.

Tr. at 32:7712-13 (Adelman).

3.462. The cxarminer bascd this new rejection a copibination of the Hsiao 399 patent,
LLS. Patent Neo. 3,338,214, issucd to Polli et al., U.8. Patent Nos. 4,519,801 and 4,553,573,
1ssued to Edgren, 1.8, Patent No. 4.646,703, issucd to Kopf and T1.8. Patent No. 4,629 620,

issued to Lindall ct al. (SPX 1275 atq 27 {C. Miller); SPX 708 at 3).

Complaint Counsel’s Response to Finding No. 3.462

The proposcd finding is misleading in that it purports to decouple the refection in
the examiner’s first officc action, under the dactrine of obviousncss double patenting,

with the refection in the examiner’s second office action. See CPRT 3.4461
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3.463. 'The exarminer argued that in view of the Hsaio 399 patent disclosure, it would be
prima [acie obvious 10 use a coating of ethyleellulose and ITPC to coat potassium chloride. (SPX

708 a 3).

Complamt Counsel's Response to Finding No. 3.463

The proposed tindimyg 1s misleading im that it purports to decouple the rejection in
the cxaminct’s first office action, under the doctrine of ohviousness double patenting,

with the rejection in the examiner’s sceond office action. See CPRF 3.461

C. Second Response to Office Action dated March 1, 1989
(SPX 709)

3.464. Inits March 1, 1989 response, Key deleted claims 2 and 8. Also, Key (i) atnended
the preamble of claim 1 to recitc a “pharmaceutical” dosage unit “in tahlet form™, and (ii}
amended the recitation of the coating material in claim 1 by adding the phrase “said
ethyleellulose has a viscosity greater than 40 cp.” (SPX 700 at 1-2; SPX 1275 at 128 (C.

Miller)).

Complaint Counsel’s Response (o Finding No. 3. 464

The propeosed finding is incomplete in that 1L ormits any reference to Schering’s
argumenis m support of its amendments and nrizleading in thal it attempts to decouple
Schering’s amendments from its arguments to the examiner in its response to the second
officc aclion. Complaint comsel’s patent law expert, Prof. Adelman, testified that

Schering responded to ihe PTO's second office action with more amendments, and its
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arguments were primarily dirceted to pending claim 1 and were principally responsible

. for the change in the scope of claim 1 between the time of filing and issuance. Tr. at
32:7707-08, 7713-7718 (Adelman); CX 647 al USL FLD 00164148 (Prosccution history
of the *743 patent). Prof. Adclman festified that prier to the amendments, Schering had
sought coverage under claim 1 for a coating malenal with ethyleellulose, withoul any
limitation om its viscosity. Tr. at 32:7713-14 (Adelman); CX 647 at USL PLD 0001641-

42 {prosceulion hstory of the “743 patent).

3,465 In addition to distingnishing the cited Polli et al., Edgren, Kopt and Lindahl et al.
relerences, Key noted that the Hsiao ‘399 patent describes a coating material different firom that
rceited in the clams of the c-i-p application in that the coating malcrial described in the Hsiao
399 patent (i} was intended for an aspinn tablet, and (ii) contained ethylcellulose having a

viscosity of ondy about 10 ep. (SPX 709 at 5; SPX 1275 at 1 29 (C. Miller)}.

Complaint Counsel’s Responsc (o Finding No, 3,465
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See CPRE 3.466.
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3.466. Citing Examples 1 and 2 of the application specification, Key argued that, becausc
the present claims were amended (o Tecile a2 material specifically for coating a polassium chloride
lablct and winch conlains ethylcellulose with a higher viscosity (greater than 40 ep) than the
viscosity (9-11 ¢p) disclosed i the Hstao 399 patent, an uncxpected advantapeous result was
obtained in regard to the potassinm chionde release ratio in the tableted vs. unlableted micre
pellets, and on that basis the subject matter claimed in the application was represenled as being

patentable over the disclosure in the ITsiao ‘399 patcnt:

There is no leaching that crystals of potassium chloride coaled with & combination of
polymeric materials containing ethylcellulose having a viscosity greater than 40 cp would
provide a compressed tablet cxhibiting sustained release properties whercas a similar
compressed tablet made from potassium chlonide crystals ceoated with a material
contaming an ethyleellulose polymer having a viscosily of 9-11 ep would not exhibit
sustained release characteristics. The examples in the instant application clearly

dermnonstralcs this point. (3PX 709 at 7; SPX 1275 at 29 (C. Miller)).
Coroplaint Counsel’s Responge 1o Finding No. 3.466

The proposed finding is incomplete in that it does not fully disclosc all arguments
madc by Schenny in ils response o the examiner’s sccond office aclion, particnlarly

thosc related to the viscosity of the ethylcellulose used in the claimed vention.

Schoting’s response to the second oifice action states, in perlment part:

A carctinl analysiz of the [*399 patent] would not Icad one skilled in the art 1o
utilize an ethyleellulose polymer having a viscosity greator than 40 op and
preferably a viscosity of aboul §5-110 ¢p to produce a sustained release potassium
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chloride tablet. The [*399 patent] discloses that the major component of the
polymenic coating nsed i coating the aspirin material is ethyleellulose, however,
there is no teaching or indication as to the type of grade of ethylecllulose that can
be utilized 1 prepanmg the aspirin tablct of (he invention.

Tr. at 32:7716 (Adelman); CX 647 at USL PLD 001644-1645 (Prosecution
history of the ‘743 patent). Schering further arpued that the only disclosure of viscnsity_
of ethylcellulose in the *399 patent was a viscosity ol 10 cp énd that “grade of
ethylcellnlose wtilized in practicing the present invention is imporlant to obtain potassium
chloride tablets exhibiting controlied release properties”™. v, at 32:7716-17 {Adelman);
CX 687 at USL PLD (01644-1645 (Prosecution history of the “743 patenr). The
proposed finding 13 also incomplete in that it omits any refercnce to the other optivns
avatlable to Schering, yet not pursued by i, in its responsc to the second officc action.
Prof. Adelman testified that Schering eould have responded much differently to the
¢xamincr's repeated rejections ol its pending claims. Prof. Adelman testified that while
Sechering could have maintained that the drug formulation in jts invention, polassium
chloride, was so different from the aspirin in the *399 patent that the “399 patent did not
render 115 invention obvious, it did nol. “Ir. ar 32:7718 (Adclman). Schering could have

submiticd these arguments without amending or iimiting its claims, bul it did not. Tr. at

32:7718 (Adclilan). ssseserasensensensesasaesiarsansrssinnrsnnsrearssnsanssantsassasasnrsnons
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3.467. Schering also mndicaled thal the viscosity of the ethyleellulose was “important™ in
practicing the invention. (SPX 709 at 7).

Complamit Counsel's Response to Hinding No. _3.467

AR RN AR AR R A AR A A AR R A A R R R A ARSI AR R AT AR R R A R
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CPREF 3.466.

f. Notice of Allowangee, dated March 31, 1998 (8PX 674)

3.468. On March 31, 1989, the PTO, without further comment, allowed all of the claims
remaining in the case {claims 1, 3-7 and 9-14) whereupon the application matured into the “743
patentt containiog product claims 1 trough 9 and 12 {comresponding lo apphcation claims 1, 3-7,
9-11 and 14, respeclively), and method-of-treatment claims 10 and 11 (coﬁcspﬂnding to

application claims 12 and 13, respectively). (SPX 12759 30 (C. Miller)).

Complaint Counscl®s Respons:s to Finding Mo, 3,468

e el o e O o oo o e e
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3.469. The patent issucd in the normal course on September 5, 1989, (SPX 1275 at]7

{C. Miller)).

~ommnsel’s Response to Finding 8o, 3. 460

Complaint Counsel has no spoci fic response.

V. KEY PHARMACEUTICAL INC., V. ESI-LEDERLE, INC. (“THE EST
CASE™)

A, Procedueral Backeround of the ST Case

1. ESI’s Abbreviated New Drug Application (“ANDA™)

3.470. In 1995, ESI sought approval from the FDA to market a genenic version of

Schering’s sustained release potassium chloride tablet, called K-DUR®™ 20. (SPX 678; CX. 58).
Complaint Counsel’s Re se to Finding Ng. 3.470

Complaint Counsel has no specific response.
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3.471. Schenng's K-DUR® 20 product is protccted by the *743 paient, and Schering had
listed the “743 palent in the Approved Drug Product with Therapentic Equivalence Evalwarions,
the so-called “Crange Book ™ (SPPX 679 at 5). Therefore, as part of the approval process, ESI
was required to make a certificabion and notify Schering regarding how its product comparcd 1o

the 743 patent. See also 21 U.8.C. §355 GBI, (15 Tr. 3321 (C. Miller);, SPX 678 at 1),

Complaint Counsecl’s Besponse to Finding Mo 3.471

Comyplaint Counsel has no specific response.

2 Paragraph LY Certification

3.472. ESI filed a Paragraph TV certification on December 29, 1995, notifving Key that it
had sebmitted an ANDA to the FD'A coniaining data from a bioequivalent study demonsirating
Micro-K*® 2(°s bicequivalency to Schering’s K-DUR® 20} tublets 3 Additionally, ESI claimed
that its product, calied MICRO-K20, did not infringe the *743 pulent. (SPX 678 at1). In
particular, EST claimed ihat 11 did not infringe the 743 patent because it did not use a mixture of

sthylecllulose with cither HPC or PEG. (SPX 678 at 1),

Complaint Counzel’s Responsc to Finding No. 3.472

Complaint Counsel has no speeific response.

ESI's product was called Micro-K* 20, {13 Tr. 3320 (C. Miller)).
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3.473. Withm 45 days of receiving this lctter, Schering sued EST for “willful and
deliberate™ infringement of ihe “743 patent, as required under 21 18.C. § 353()(5¥B)in). (15

Tr. 3319-20 {C. Millcr)).

Complaint Counsel’s Response to Finding No. 3.473

Complaint Counsel has no specific responsc.

3.474. Dean Banker and Mr. Miller both reviewed EST7s Paragraph IV certification in
preparing their respeciive expert reports and testimoeny. (13 Tr. 2946 (Banker), 15 Tr. 3321 (C.
Miller)). Dr. Banakar and Mr. Adelman did not review this certification, {23 Tr. 5427

(Banakar); 32 Tr. 7726 (Adclmany).

Complaint Counsel’s Response o Finding No. 3.474

'The proposed finding 1s nuisleading in that it does not cile any evidence supporting
the proposilion that review of EST's paragraph IV certification was imaporiant in rendering

opinions by the techrical and patent law cxperts in this proceeding,

3. . Pleadings from the ESI Case

3.475. Schering sued ESI for infringement m the L1.5. District Court for the Eastern
District of Pennsylvania on February 16, 1996. (15 Tr. 3319 {C. Miller); SPX 679, Complaini).

The casc was assigned 1o the Hon. Jan DuBois. {15 Tr. 3319 {(C. Miller)). As was ils right,
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Schering gought att imunclion that would have prevented ESI from marketing iis genenc version

of K-DUR® 20 [or the remaining life of the “743 patent. {15 Tr. 3320-21 {C. Miller)).

Complant Counsel has no specific response.

3.476. TSI filed an answer snd eounterclaim for a declaratory judgment. {SPX 680},
ESI made conclusory allegations of non-inlringement snd invalidily of the “ 743 patent. It again
specifically cluimed thal the *743 patent was limited to a homogeneons mixture of ethvlcellulose

and HPC or PEG, and that ESI therefore did not infiinge the 743 patent. (SPX 680}

Complaint Counsel’s Response to Finding No. 3 476

The proposed finding is incomplete. AHT prepared a comprehensive defense 1o
infringement. ATIP’s technical cxperts, Dr. Harold B. Hopfenberg and Mr. William O.
Butler, filed expert reperts. SPX 693% (Txpert Report of Mr. Hopfenbery); SPX 6957
{(Expert Repori of Dr. Hopfenberg with Mr. Butler). Furthermore, Dr. Hoplenberg
testified at the Markman hearing and was prepared to testify at trial that the ESI product
did l'lCIl. miringe the “743 patent. Tr. at 15:3379, 3381, 3390-92 (Miller); SPX 687%
(Transcript ol the Markmar hearing including Dr. Hopfenberg's lestimony); SPX 693*% at
ESIEXFE 000723-728 (Expert Report of Dr. Hopfenberg); SPX 695* (Experl Reporl of
Dr. Hopfenberg with Mr. Builer). Similarly, Dr. Hopfenberg was propared to testify that
the 743 patent was invalid. SPX 693% at ESI EXP 000728-735 (Expert Reporl of Dr.

Hopfenberg).



3.477. During the course of the ESI case, Urs. Langer and Banker served as technical
experts and duly prepared and submitted expert reponts. (13 Tr. 2792 (Lamger); 13 Tr. 2946
{Banker)). Both Drs. Langer and Banker were prepared to testify during tial. (13 Tr. 2752
(Langer); 13 Tr. 2946 (Banker}). Dean Banker, in fact, testified during the Markman Hearing,

(13 Tr. 2946 (Banker)).

Complaint Counsel’s Response Lo Finding Mo, 3.477

The proposed finding is incomplete in that it omits any relerence (o ESI's
lechmical experts, Drs, Hopfenberg and Carstenson and Mr, Butler. Dr, llopfenberg
icstificd at the Marlanan hearing and was prepared to (esufy at the trial. Tr. at 15:3379,
3381, 3390 (Miller); STX 687 (Transcripl of Markmean heaning including Dr.

1lopfenberg’s testumony); SPX 695* (Experl Report of Dr. Hoplenberg with bMr. Butler).

B. The “Mixing™ Infringement Issue was the Dispositive Issue

3478, Charles Miller, an experienced patent litigator with a Ph.D, in Chemistry, spent
hundreds of hours reviewing the pleadings, depositions, expert reporis, and documentary

evidence in the ESI case.d (15 'Tr. 3321-23 (C. Miller)).

4 Charles Miller iz a seninr parmer at Pennie & Ednonds LLT in New York City. (15 Tr. 3275 (C. Miller)}y. Pennic & Edm

specializes in intellectnal property law since its founding in 1383, Mr. Miller's prectice al Pennie & Edmeonds constars oF advia
clients with respeed to litipation, pateil prosecution and connseling clients on intellectal property matters, {151y, 3278 (.
Milleryh. bir. hMiller has beenthe lead counsal in several patent infyingement eases and has represented rmmerons chients m
arbitration matters. (15 Tr. 3278 (C. Miller)). hir. Willer has serverd as an arbiter under the auspices of the Amcrcan Arbitratic
Assneiation, the Tnternational Charnher of Comneree and the World Iniellectua] Properly Organisation. {13 Tr. 3278-749 (C
Mhllery). W Willer was appointed by the 1.5, Distdel Courl [or the Districi of Massaclhugetis 29 a special master in a patent
infritgement litigatiop. {15 7Tr. 3279 (C. Miller)). As a special master, M. Miller conducted evidenbiary hoarings, made roling
the admissibility of gvidence and rendered a special moaster’s report containing findings of fact and comclusions of [aw for 2 mail
lasted over several mentha, (15 Tr. 3279 (C, Miller)}. The parties subsequently senfled the litigation after seviewnng Mr. Milier
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Complaint Counsel’s Response to Finding Mo, 3.478

SIS FFFMFF SIS M A AR AR A A A AR PR R AR AR T RN A A A A AN R
TR R REEARA R R R R AR AR R AN FA NI A A AR A AR A A A R R AR R PR P PP PP TR R AR PR AN I A A A N R

LA 1) LIl L)L) IR LR e 11l e LR LY. ] Trl &t 15 : 32 93 _94 [Mi ]I{:I’] ; AFFFEF S ERA A RA RSN AEE

FEFFEVEEFANEYEE AN FANSA NS AR BN EA A RE A A A A R RN R R

A R R T W BRI R B AR
SR FAFA AR AR AR AR AR R R PP FR R R RN RS A AP RSN A R R A R R AR F A A A A A A AR RN R FA PR N
SEFSEFAFEFSEFARE AE A A M F RS B A R o o o ol ke o o g O R N O Rl o ol o o ko

wevvavenraney [T ut 15378 F-EE, 13392.03 (Mﬂm‘], T T e T P T T T T TR T ST

RPN FN RN N Y VI F YR F Y EY PR R RN A RA AR

3.470, The dispositive 1ssuc that would have decided the LSI case was the infringement

issue based on ESI's "mixing” contentions. 15 Tr. 3302-03 (C. Miller), 26 Tr. 6431-32
{Banakar)).
Complaint Counsel’s Response to Finding No, 3.479

The proposed finding is incorrect in that its statcs that the dispositive issue in the
ES] was infringement. In fact, even if Schering had carried its burden of proving that

ESI's product infringed the *743 patent, BESI could siill have won the litigation by

report. {15 Tr. 3279-80 (C. Milles)).

Mr. Miiller praduated from Columbia College with 2 Bachelor’s degtes in Chemistry in 1963, and subsequently raceived a
Master's of Scienge degree and 4 Fh.D. from Columbia University in Organic Chermgtey in 1966, {15 1. 3277-74 (C. Miller)).
Mr. Miller obtamed his law degree from New Y orlt University in 1970, {15 Tr. 3277 (G Willer)). My Miller ig 2 member of al
tour Federal District Courts in the State of New York, and is an active membet of various bar associations.  Additionally, Wr.
has been 8 member of the United States Patent and Trademark Office since 1967, (15 T, 3277 (C. Miller)).
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showing that the patent was invalid and/or unenforceable. Tr. at 15:3323 {Miller).

The proposed finding is incotrect in its characterization of the “mixing” issuc as
{he only IRfINEEMENt iSSUE, +wrsersrevsonsmmsnrsnrssersorsanssssessensenssssssorisasssssnnss
T RSP
LI R LR LR IRl R R Il Ly Rl I R IRl I L Rl R Rl L IRl IRl IR I R Rl Rl Ll T I It eyy]
snsansae Tr ap 15:3326-27 (Miller), sreresnsnasansansssnsasasasannssssssssssreonaruranaus

ssranssecnanenavaases Scharing’s Proposed inding 3.494.

3.480. The affirmative defenses that ESI plead in its Amended Answer other than non-
infringement included patent invalidity, unenforceability on the gronnds of inequitable conduet

and patent misuse. (SPX 080, Amended Answer of Defendunt ESI-Lederfe, Inc. ul 8-17).

Complaint Counsel’s Response to linding No. 3.480

Complaint Counsel has no specific responsze.

3481, ESI’s defenses other than infringement were not strong imd were not likely 1o

effect the outcome. (15 Tr. 3323 (. Miller)).

The proposad finding 1s incomplete and misleading in that the only evidence cited
ity support o the statement that the ESD's defenses were not strong and not likely to affect

the outcome was the testimony of Mr. Miller, a patent law expert for Schering, is not a
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technical expert gqualified to offer opiniong on dispositive technical issues in the
widerfying patent fitigations. Tt at 15:3287-88. 3392-95 (Miiler). Accordingly, Mr.
Miller 1s not qualified to tender opimions a5 to the merits or likelihood of success of ESI's

delenscs.

The proposed finding is meomplete in that it omits reference to the fact that ESL
was prepared to present evidence of the invalidily and/or unenforceability of the 743
patent. With respect fo the issue ol invalidity, ESI's technical expert in the underlying
litigation, Dr. Hareld Hopfenberg, was p.rcparod to testily that the “743 patent was
obvious in view of the *399 palent und another prior art patent, 1.8, Patent No.

4,462,982, SPX 093* at ESI EXP 000728-735 (Expert Report of Dr, Hopfenberg).

With respect to the issue of unenforccability, EST argued that the “743 palcnd was
unenforceable due to certain omissions and mmsrepresentations by Schering during
prosecution of lhe “743 patent before the PTQ. SPX 685* al ERI PLDY 002718-2736
(EST’s Opposition lo Key's Molion for Summary Jndgment on Defensge of Tnequitzble
Conduct). In its opposition, EST argued, inter alia, that Schering intentionally wilhheld
matenal data form the PTO showing that controlled release potassium chloride tablets
could ﬁc prepared with BEC with a viscosity of 10 ¢p. SPX 685* al ESI PLD 00271 8-2736
{CSI's Opposition Lo Key's Motion for Summary Judgment on Delinse of meyuitable
Copduct). ESI argucd thar this data directly contradicted the arguincenls Schering made to
the examiner to secure allowance that related to the criticality of high viscouity EC to
such am extent that its arguments were mistepresentations. SPX 685* at ESIPLD

DO2718-2730 (ESI’s Opposition to Key's Molion for Sunimary Judgment on Delense of
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Inequitable Conduct). In support of its asscrtions, ES1 cited sworn deposition teslimorry
by the inventors and documents prepared by other chemists at Schering. SPX 683* at ESI
PLD 002718-2736 (ESI's Cpposition 10 Key's Motion Tor Summary Judgmen| on

Detense of nequitable Conduct).

3482, Thus, the digpositive issue that would have decided the EST case was the

imfrngemenl issue based on BST's “mixing” contentions. (15 Tr. 3323 (C. Miller); 26 Tr. 0431-

32 (Banakar}).

Complaint Counsel’s Response to Finding No, 2,482

The proposed finding ts identical to Schering’s Proposed Finding No. 3.479, but

for the addition of the word “thus™, Accordingly, Se= CPRE 3,479,

3.433. Indeed, Dr. Banakar, Comiplaml Counsel’s only witness testifying regarding the
patent issues in the ESI case agreed and was prepared to testily on the issue of infringement only.

(26 Tr. 0431-32 (Banakar)}.

Complaini Counsel’s Response to Finding No. 3.483

The proposcd finding is incomplete and misleading in that it implies that because
Dr. Banakar did not testify on the validity of the *743 patent, complaint counsel has
conceded the validity and enforceability of the “743 patent. In facl, the distnct courts in
the underlying patent lifigation made no findings on the validity and/or unenforceabality

of the *743 patent. Schering Second Admissions Nos. 129-130. Moreover, complamnt
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counsel never has conceded that the 743 patent is valid and cnforceable. Complaint

Counsel’s Supplemental Responses to Schering’s Second nterrogatories Nos, 13-16

C. Claim 1 of the ‘743 Patent Covers a Coating Material Ilaving one or
more layers of ethylcellolose and HPC

3.484. The broadest product claim in the ‘743 patent, and the patent claim most relevant

to the E57 litigation, is claim 1. (Miller 3320; Miller, SPX 1272 at ] 3().

Complaint Counsel’s Response to Finding No. 3,484

Complaint Counsel has no specific response.

3.485. Reproduced below is SPX 2041 {demonstrative), which summarizes the

Infringement issue in the ESI casc. (13 Tr. 3320 (C. Miller); SPX 1275 at 9 30 (C. Miller)).

Complaint Counsel's Response to Finding No, 3,485

The chart contained in the proposed finding of fact is a demonsiralive and not in

cvidenee.
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ESFPs Product Infringes the Schering Patent

Claim | of
.S, Patent Mo, 4,053,743

E5ls Prodoct

& pharmaccudcal dosage unit in tablet
ferrm for oral administration of
potazslurn chipride, comprising:

YES.
ESl's Product is an orally adminisirated
potassiurn chloride weblec

a phrality of coated potassium chioride
crystals, the amount of potassium
chloride belng in the range of about
48% to about BESX by weight based
on the total weight of the dasage unlg

YES.

E&'s Product contzing 2 plurathy of
coated potassium chloride arystak in
an ameount of about 70% w abour 79%
of the rotal welghe oof the mblat,

3 ¢oating rmaerial far the individual
potassiurn chlorde erysals, the conting
material cormprising athylealuloss in
the amount 0 the rage of abour 9%
ta gbowt 1 5% by weight based on the
vatal weeight of the coated crystals and

YES.
The coating material in ESI's
Predust cantalres athvlceilulase,

The omount of athrleallulaze in £51%
Product iz between showr 10% and
gheyat t 3% by weaight based on the toral
weight of the coated crystals,

at Jeast one memkber sefected from
hydroxypropyleellulose and
pobvetfyiens gheeal n an armsunt in che
range of about 0.9% o about 3% by
weight based an the tatal waight of
the coatad crysals and

YES.

The coaring material in E5ls

Product comrains fpdrosyprapyliceliuloze
{"HPC™).

The armeuint of MPC in B3 Produtt is
approximately 1% of the total weight
of the coatrd eryerals.

zaid erhylocliukose has & visoosity ereater
than 40 cp.

YES.
ESl's Product uses Edhocel” 100 with
a viseasity of 85 o 11,

Sowreer Expert Repoet of Dean Gilbett 8. Banker, Y19, 200 SPX 2041

1. Parties Agreed On All Other Elements of Claim 1 Except the
Interpretation of the term “Coating Material™

3.486. With respec! lo mfringing claim 1 of the *743 patent, the partics are in agrocmcent

regarding all the clements of the elaim except for the interpretation of the claim term “coating



material.” (13 Tr. 2976-81 (Banker); 26 Tr. 6387, 6391 (Banakar); 19 Tr. 4362 (Banakar); 15 Tr.

3328 (C. Miller)).

Complaint Counscl’s Response Lo Finding No, 3,486

Complaint Counscl has no specific response.

3.487. Astde from the question of whether the termn “coating material’” requires a mixiures
all of the elements of claim 1| were found in the ESI product. (13 Tr. 2976-81 (Banker); 26 Tr.
6387, 6391 (Banakar); 19 Tr. 4362 (Banakar); 15 Fr. 2328 (C. Miller)).

Complaint Counsel’s Responge to Finding MNo. 3.487

Complaint Counsel has no specific response.

3488, EST used potassium chloride, ethylecilulose, and HPC, all within the ranges
requircd by elaim 1. (13 Tr. 2876-81 (Banakar); 26 Tr. 6432-33 (Banakar); 15 Tr. 3328 (C.

Miilery).

Complamt Counsef’s Response to Findine Ne. 3 488

Complaint Counsel has no speeific response.

3.489. Claim 1 of the ‘743 palent calls for a phammaceutical dosage in tablci Grm Tor
orally admimistering potassium chloride. {13 Tr. 2979 (Banker)). ESI did not dispute that {is
product was a tablet and thus met the *743 patent’s preamble, which calied for V2|
pharmacautical dosage umit in tablet form.™ (13 Tr. 2981 (Banker); SPX 194, cal. §, 1. 18-33; 15

Tr. 3329 (C. Millcr)).



Complaint Counsel’s Response to Finding Ne. 3,439

Complaint Counsel has no specitic responsc.

3.490. Claim 1 of the *743 patent also recites a tablet comprised ol a plurality of coated
potassium chlorde crystals with the amount of potassium chleride being in the range of about 63
to 86.5 percent by weight based on ihe total weight of the dosage unit. (13 Tr. 2979 (Banker)).
E31 also did not dispute that its product contained “a plutaiily of coated potassium chloride
crysials....” in the range the claim required. {13 Tr. 2979-81 (Banker); SPX 194; 15 Tr. 3325 (C.
Billerd).

Complaint Counsecl’s Responge to Finding No. 3.490

Complaint Counsel has no specilic response,

3.491. A third element of the '743 patent claims a coaling material in an amount in the
range of about 9 percent to about 15 percent by weight bascd on the tolal weight of the coated
crystals. (13 Tr. 2980 {Banker)). In the ES] product, the coating matenial conlains ethylcellniose
m ant amount between 10 and 13 percent by weight based on the total weight ol the coated
crystals, well vithin the range recited 1n the *743 patent. (13 Tr. 2980 {Banker)). Additionally,
ESI did not dispuie thal is product contained ethyleellulose in the amount required by claim 1.
(13 Tr. 2981 (Bankcr); 15 Tr. 3330 (C. Mitier)).

Complaint Covnsel’s Response lo Finding No., 3.491

The statement is misleading in that it refers to EST's “coating maienal” rather than
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ESI's produet. The proper construction of “coating material” and the nature of ESI’s
“eoaling malerial” wore disputed tssues i the underlymg lingation. Scheping’s Proposed

Finding No. 3,494,

3.492, The fourth element of the *743 patent claims the uze of at leasi one member
selected [rom HPC and PEG in an amonnt in the range of about 0.5 to 3 pereent by weight of the
total weight of the coated crystals, (13 Tr. 2980 (Banker}). ESI also did not dispulc that its
product used HFC m the coaling the range required by the elaim. (13 'I'r. 2980-81 {Banakar); 15
Tr. 3330 (C. Millcr)).

Complaint Counsel’s Response to Finding No. 3.492

Complaint Counsel has no specific response.

3.493, Finally, the *743 patent reciles the use of ethylcellulose with & viscosity greater
than 40, {13 Tr. 2930 (Bankcr)}. ESI's product uses ethylcellulosa having a vf&ﬁasfty of about
100 ep. {13 Tr. 2081 {(Bankcr); 15 Tr. 3330 {C. Miller}). Thus, ESI also did nol dispate that ls
product used ethylcellulose with a viscosity of greater than 40 cp. (13 Tr. 2981 (Banker); 15 Tr.

53330 (C. Miller)).

Complaint Counsel’s Responsc to Finding No. 3.493

Complaint Counsel has no specific responsc.

3.494, The only izzue in dispute was the construction of the term “a coating material™
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and whether ES1's product met that claim element when properly construed. (13 Tr. 2793
(Langer); 13 Tr. 2982 {Banker)k 15 Tr. 3331 {1 Miller); 26 Tr. 6433 (Banakar)).

Complaint Counsel’s Response to Finding No. 3.494

Complaint Counsel has no specific response.

3495 ESTsposilion, as explained in its brief and at the Markmaﬁ hearmg before Judge
DuBois, was thal the term “coating material” required a complete homogeneons mixture of
ethylcellulosc and cither HPC or PEG. (5PX 687, Defendant’s Memorandum of Law iz Support
of Its Motion for a Markman Ruling on Patent Claim Canstruction andfor for Pavtial Summoary
Judement of No Literal Infringement af 8; Murkman Heanng Transcopl, Jan, 21, 1998 at 34 and
Jan. 22, 1998 al 22).

Complaint Counscl’s Response to Finding No. 3.405

Complaint Counsel has no specific response.

3.496. ESlintended to argue that its coating was net mixed, as EST applied the
elhyleellulose and HPC. in scparatc and distinct layers. (13 Tr. 2982, 2990-93 (Banker); 13 I'v.
2818 (Langer): 15 Tr. 3336 (C. Miller); 26 Tr. 6387 (Banakar); 17 Tr. 3989 (Banakar);
Defendant’'s Memorandum of Law in Support of Iis Motion for a Marvkman Rufing on Fatent
Claim Construction andior for Partial Summary Judgment of No Literal Infringement, at 18, 25-
6).

Complaml Counsel’s Response lo Finding No. 3,496

The proposed nding 15 incomplete in tenns of 115 characterization of ESTs
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proguct and in terms of ESPs arguments supporting nomnifringement. In ESI's Motion
Ifur Fartial Snmmary Judgment, ESI stated that ESI's produet’s comprised lwo separate
and dislinel coaling layers: (a) an inoer fayer of EC on the polassium chloride erystals
which contfrols the relcase of potassium chloride; and {(b) an ouler layer of HPC on the GC
coaling which acts a binder for tablcting. SPX 687* at ESIPLD 001638-3% (AHP’s
Motion for a Markman Ruling on Patent Claim Construction and/or Partial Summary

Judglneﬂt Gf ND Litﬂral ]-l]ﬁ'i]'l gment) . b L LA L L IE L LR Loyl LR LI ALl IS YL IE TSIy LY L ITE LY

SRR E TS RANANE AR RSN P A Ak E AR AR AN RSP AS PR PR P A PR NS NI NP RN AR R AR A
AR AR AT A AR A R AR AR A AR AR AN A AR APA AR PR R R AR AR AT R AR Rk bbb AT
SR AR M FAFE R A A AP N A F R T A N A F A A A N F A N PN F A A AR A RS A AR AR A RR S S AR E

LI L PR LT T LY L) LRy AL Lyl 1Al L) Il IRl 1)l ALl il Ryl Ll el RIIILLIL JREINENIINE NI IYIIYLTRLIIET Y L]

The proposed finding 1= further incomplete i that it omits any reference to the
opinions of Dr. Hopfenberg regarding 1he issue of mixing of the layers of the ESI product.
Dr. Heplirhorg was preparad 1o lesiily, as imdicaled by his experl reports, thal Lhe ES]
product compriscs (a) an undcrcoat of substantially purc EC deposited by a process callad
coacervation, and (b) a separate and distinct topceat of HPC, BPX 6Y3* at ESI EXP
00G723-25 (Expert Report by Dr. Hoplenberg). Dr. Hopfenberg opined that the
coacatvated EC coating —Iree from HPC —- i8 the relcasc coat that conirols the relcase
characteristics of the ESI product. SPX 693% at ESL EXP 000724 (Expert Report by Dr.
Hopfenberg). Dr. Iopfenberg opined that the HPC topeoat functions as a binder which,
because it is water soluble, readily dissolves in gastric fluids upon ingestion of the tablet

and does not contribute to or affect the controlled release properties ol the IC undercoat.
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SPX 693* at ESL EXP 000724-25 (Expert Report by Dr. Hopfenberg). Dr. Hopfenberg
concluded that the ESI product does not apply the polymeric mixture claimed in the

patent in a layer over potassiumn chlonde crystals. SPX 693* at ESI EXP 000725 (Expert

Reporl by Dr. Ioplenberg).

2. Claim 1 Does Not Imclude a Process Limitation

3.497. EST contended that the meamng of (he claim tetm “coaling material” must be
constued to require that the cthylecllnlose and the HPC be intermixed in a completely
harmogenous mixtmre, Sl argued that because the specification of the 743 patent discloses the
use of a coating process that results in an intermixed coating maierial of ethylcellulose and HPC
the tenn “coating matenal™ must be so construed. {(SPX 687, Defendant s Memorandum of Law
in Support of Its Motion for a Marlman Ruling on Patent Claim Construction and/or for Partial

Summmary Judgment of No Literal Infringement af 8, Murkmarn Hearing Transeript, Jan. 21, 1998

at 34 and Tan. 22, 1998 at 22).

Complaint Comsel’s Response to Finding No, 3.497

The proposed finding 15 incomplele and misleading in (hal i1 hals only one of
several bases offered by TSI as support for its position on the proper constrmction of “a
coating material”. in ESE's Motion for a Murkman Kuling on Patent Claim Construction
and/or Partial Summary Judzment of No Litcral Infringement of the *743 Patent
{(heremafter, “Motion for Partial Sumamary Judgment™), ES| supperted its interpretation of

the plrase “a coating matenial™ as requiting single-layer coating by resort to the patent
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itself, including the claims, wherein the coating material is referred to in the singular
form, without exceplion. SPX 687% at ESI PLD; 001654-55 (EST's Motion for a
Marfman Ruling on Patent Ciaim Construction and/or Partial Summary Judgment of No
Literal Infitngement). ESI further supported its interpretation of the phrase “a coating
material” as tequinng a polymeric mixturc of BC with HPC and/or PEG by rss.}ort to the
specification ol the 743 patent. According to ESI, the specification clearly indicates that
the coating material is a “polymenc mixlure” of BEC and HPC whetein lhe EC is a major
component and HPC is a minor component. SPX 687* at ESI PLD 001635 (EST's
Motion for a Marlenan Ruling on Patent Claim Copstruction and/or Partial Summary
Judgment of Wo Literal Infringement). Were the phrase “a coaling malerial™ be
inlerpreied fo cover & twi layered product, EST: argued, then the foregoing notion of magor
and minor components in a mixture would be nonsensical. ESI also relied upon the fact
that the “polymernic coaling’ malerial of the “743 patent 1s [urther deseribed as a
“comhination of EC and HPC™, SPX 687* at ESI PLD 001636 (ES1's Motion for a
Marigran Ruling on Patent Claim Construction and/or Partial Summary Judgment of No

Literal Infringement).

| ES&I further supported its claim interpretation of the phrase a coating material™ as
requiting a mixiurc of EC with HPC by reference to the other parts of the specification of
the ‘743 palent other than the naturc of the coating process. ESI argued that the
specification discloses that the EC and HPC must be in a “proper balance™ to each other
in the claimed mixture. SPX GR7* at EST PLIX 001657 (E3I's Motion for a Murdntan

Ruling on Patent Claim Construction and/or Partial Summary Judgment of No Literal
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Infringement). ESIargued that the specilication tanght that the “balance” of EC and HPC
in one layer was responsible for the controlled release of potassivm chloride, as provided
by the claimed invention. SPX 687* at ESI PLD 001657 (EST"s Motion [or a AMarfonan
Ruling on Patent Claim Construction and/or Partial Summary JTudgment of No Litera)
Infriingement). Hence, ESI argucd, the very purposc of the *743 patent would be defeated
if the “proper balance™ of B and HPC in a single layer was not achicved. SPX 687* at
ES1 PLD 001657 (ESI's Motion for & Markman Ruling on Patent Claim Construction

and/or Martial Summary Judgmeni of No Lilcral Infrmgcmaent).

ESI further supported its position by offering the testimony of its technical expert,
Dr. Hopfenherg, at the Adariman hearing that the proper interpretation of the *743 patent
requires that the phrase “a coating material” is a single homogensous layer of EC mixed
with HPC and/cr PEG. Tn his testimeny at the Markrnan hearing, only one basis of Dr.
Hopfenberp’s opinion regarding ctaiin construction related to the coaling process
disclosed in the specification of the 743 patent, Indced, Dr. Hopfcnberg supportcd his
position that the “743 patent requirss a mixture of EC with [IPC and/or PLG by reference
to the plain language of claim 1, which per se requires ““a coating material comprising two
separafe cotnponents”. SPX 687* at ESI HRG 000033-534 (Transcripl of Marfonan
hearing). Dr. Hoplenberg further testidied that claim 1 per se deals with iwo polymers in
a singlc coating at very specific ratios, as in & mixture. SPX 687* at ESI HRG 000055
(Transcript of Markman hearing). Dr. Hopienberg also supported his apinion by the plain
meaning of the wond “coating material”, which typically refers to a composition of

matter, not a state of aggregation, SPX 087* at ES1 HRG 000056 { Transcript of
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Markman heaning). Dr. Hopfenberg testified at the Morfman hearing that his
construction was further supporled by the specification of the “743 patent, which states
that the invenlion relates specifically to a tablct in which potassium chloride crystals are
coated by a polymenc mixiure. SPX 687* at ESI HRG 000056-57 (Transcripl of
Marlanan hearing).  Dr. Hoplenberg also testificd that the spectfication discloses that the
coating material is formed by providing a proper balance of EC to HPC to cifcct
permeability of the EC, thereby allowing release of (he potassium chloride crystals. SPX
&8 7* at BSI HRG 000057 (Transenipt of Mardkman heanng). Dr. Hopfenberg testifiad
that he could tiot conceive of HPC of atfecting permcability, as deseribed in the *743
paleni, were it to be present as a separate layer. SPX 637* at EST HRG 000059

{Tramscript of Markmas hearing}.

3,498, However, particular embodiments or limilaiions appearing m the descnptive

portion of the specificalion of a patent are not to be "read into" the claims. The scope of what is

patented is ordinanly not limited to the examples or specific limitations in the descriptive portion

of the specilication, but rather by the express language of the claims themselves. (15 Tr. 3332

(C. Millery, SFX 1275 at 7 34 (C. Miller)),

ounzel’s Response 1o Finding No. 3.498

The proposcd finding is incomplete in that it cmphasizes a general prneiple while
omiling thore sipnificant axioms ol claitn construetion that slate that the speeilication

is critical to interpretation of the claims of a patent. Morc particularly, ESI argued that:
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“To gscertain the meaning of claims, we consider three sources, the claims the
specification, and the prosceution history.” Marfoman v. Westview fnstr., 52 F.3d 967,
979 (Fed. Cir. 1996){en baac). Claims “must he read in view of the specification, of
which they are purl”. Jd. The specification s the “single best guide n the meanimyg of a
disputed tenm”™. Fitronics Corp. v. Conceptronie, Inc.,, 90 F.3d 1576, 1582 (Fed. (ir.

1996},

SPX 637 at BESI PLD 001667 (EST's Motion for a Markman Ruling on Patent Claim

Construction and/or for Partial Summary Judgment of No Literal Infringement).

3.499. The purposc of the examples in a patent’s specification is to enable one of
ordinary gkill in the art to carry out the invention. (15 Tr. 3332 {C. Miller)). The examples ina
specificalion also function to inform the public thal the patentee was in the possession of the

invention defined by the claims. {15 Tr. 3333 (C. Miller)).
Complaint Counsel’s Response to Finding No. 3.499
The proposed finding is incomplete in that it emphasizes a general principle while

omitting more significant axioms of claim construction that state that the specification is

critical 1o mterpretation of the claims of a patent. See CPRF 3.49R.

3.500. An inventar is not required to disclose every possible, conccivable way to practice

the clammed invention. {15 Tr, 3333 (C. Miller)). As such, clams are often broader than the



examples contained in the specification. (15 Tr. 3333 (C. Miller)).

Complammt Counsel’s Response 1o Finding No. 3.540

'I'he proposed finding of faet i3 unsupported by the evidence to the extent it states
thal clams arc “often™ broader than the examples in the specification. Schering cites no
evidence to support this contention other than Mr. Miller's opinion, which 1s not bascd on
any empirical study or review of patterns of ¢laim inlerprelation by either district courts
or the appeals courl. The proposed [inding is incomplete in that it emphasizes a general
principle whilc omitling more significant axioms of claim construction that state that the

spoetfication is critical to interpretation of the claims of a patent. See CPRF 3498,

3.501. Thus, the examples conlained in the “743 specilication do not limit the scope of

the patent’s claims. (15 Tr. 3332 (C. Miller)}.

Complail Counsgl’s Response to Finding No. 3.501

The proposed finding is incomplete and misleading in that it relies on an improper
statement regarding the relationship of the speci ffcation o the interpretation of paient
claims.. See CPRF 3.498, 3.500. The proposcd linding of fact is also incomplcte and
mmzleading in that it purports to render judgement on claim construction, which was never
decided hy ay district court in the underlying Iitigations. The proposed finding s also
incornplete in that it implies that the only relevant issues as to claim constuction of the

*743 patent was the effect of the examples in the specification. See CPRF 3.497.
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M Proper Construction of “costing material™ includes one or
mare layers

3.502. The plain meaning of the words of the claim cmbraces a coating having either one

layer or multiple layers of coating. (13 Tr. 2483 (Banker)).

Complaint Counscl’s Response to Finding No. 3.502

The proposed finding is not supporied by the evidence because it is contradicted
both by testimony in the underlying patent litigation from an inventor of the 743 patent
and by complaint qﬂunscl’s technical expert witness, Ur. Banakar. Dr. Banker
acknowledged that the original inventor testified that the *743 patent docs not refer to two
separate films. Tr. at 14:3063 (Banker). Dr. Banakar concluded that the plain language
of the *743 patent is that the coating material has o be applied in a single uniform coating

that is armxture. Tr. at 26:6392 (Banakar).

The proposed finding is incomplete and musleading m ihal il omits conlrary
testimony offered by ES[’s technical expert, Dr. Hopfenberg, during the Markman
hearing that the plain meaning of the claim lerms requires a single uniform layer of EC

mixed with HPC, See CPREF 3.497,

3.503. Onc of ordinary skill in the art would understand the term “coaimg material” to
mean “a substancce comprised of one or more layers that enrobes or coals a particle or a tablet.”5

(13 Tr. 2983 (Barker)).

3 Doan Banker was asked fo render an opinion as to what the level of ordinary skill n the pertinent ant would be. {Banker 30

Dean Banker opined that a person with oxdinary skill in the art would have * a college degree in pharmacy, chemisity, binlagy,
possibly enpincering, and several years of expevience. " {Banker 3035},
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2 Lo Finding Wo. 3.

The proposed fmding 1s not supported by the evidence because in the underlying
palent libgation, the disincl judge expressed skepticism dunng the Markman hearing that
sorneone of ordinary skill reading the *743 patenl would know that the invention would
work wilh scparale coalings, Tr. al 14:3038 (Banker). Dr. Banker further testificd that
the district judge in the ESI case folt the intorpretalion of “coating material” was far from

aclear issue. ‘Ir. at 14:3038-39 { Banker).

The finding is incormplete and misleading in that it ignores contrary testimony by
EST's iechnical expert during the Adarkmas hearing in the underlying patent litigation.

See CPRF 3.497.

3.504. In the “743 patent, the term “coating material™ is & tcchnical torm. (135 Tr. 3334
(€. Miller)). Thus, the court may refer to a technical dictionary to define the term “coating

matetial”. (15 Tr. 3334 (C. Miller)).

Complaint Connsel’s Response to Finding No., 3.504

The finding is incomplets and misleading in that it omits the Gact thal the
Dachionary of Pharmacy 1s referred to in a patent law as extrinsic cvidence that may not be
used to for purpose of varying or contradicting the meaning of the claim terms derived

[rom the patent itsclf, notably the specification. SPX GR7* at (01667 (ESI's Motion for a
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Matkinam Rulimg on Patent Claim Construction and/or for Partizl Summary Judgment of

Mo Literal Infiingement).

3.505. The Dictionary of Pharmacy is a technical dictionary generally aceepted as
reliable in the pharmaccutical indusiry and pharmacy conumonities. (13 Tr. 2985 (Banker); [26

Tr. 6516 (Banakar)).]

Complamt Counsel’s Response to Finding Mo, 3.505

The proposed finding is imelevant in that Scheying seeks to offer the dictionary as
only extrinsic evidence for elaim construction, and as such, it cannet be used to vary the

meaning of the claim terms as derived from the palent itself, See CPRF 3.504.

3.306. The JJcticnary of Pharmacy defines “coating™ as “covering a tablet or pill with
one or more protective layers.” (SPX 724; 13 Tr. 2986 (Banker)). The Diclionary of Pharmacy
further gives cxamples of pill coatings with one mare protective layers. (SPX 724; 13 Tr. 2986

(Ranker)).

Complaint Counsel’s Response to Finding No. 3.506

The finding 1s nrelevant in that the Dictionary of Pharmacy 1s refemed toin a
patent law as extrinsic evidence that may not be vsed to for purpose of varymg or
contradicting the meaning of the claim terms derived trom the patent iisell, notably the

apecification. SPX 687* al 001667 {ESi's Motion for a Markman Ruling on Palend
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Claim Construction and/or for Partial Sumunary Judgment of No Literal Tnlringcment).

The proposed finding is also irrclevant and misleading becausc it relers lo a
definition of 2 “'coating”™ instead of a “coating matcrial” Dr. Banker admitted thal the
definition of a coating that he relied on from the Dictionary of Pharmacy does not have
the word “material” in it. Tr. at 14:3095-96 (Banker). Dr. Banker acknowiclged that the
word “matenal™ as used m the “743 patent’s claim of “a coating material™ must have
meaning. Tr. at 14:3093 (Banker}. Dr. Banker also admiiled that the Dictionary of

Pharmmacy had a definition for coacervate separate from coating. Tr. at 14:3096 (Banker).

3.507. The evidence establishes that many pharmacentical products have multiple layers
and thai the Wurster coating process used by BSI and Schering lends itself to a layered coating

matcrial. (13 Tr. 2983-85 (Banker).

Complaint Counscl’s Responsc to Finding No, 3,507

The proposed finding of fact is irrclevant to the cxtent that it refers to “many
pharmaceutical products™ rather than the ESI product. It is alzo misleading and not
supported by the cvidence 1o the extent that it asserts that bath Schering and ESI’s coating
process “lent itsclf” to a lavered coating material and that the evidence established this as
a fact. Dr. Banker acknowledged that the inventors of the *743 patent required a nniform
couting of BC and HPC. Tr. at 14: 3061-62. Dr. Banker agrecd that the morc uniform
coatmg described m the “743 patent wonld produce a more uniform dissolution. Tr. at

14:3059-60 (Banker). Dr. Banker admitted that the description of the invention in the
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“743 pateni refers (o a polymeric mixture. Tr. at 14:3047 (Banker). Dr, Banker agreed
that description ol the invention in the ‘743 patent refer to a polymeric coating which
includes EC and HPC. Tr.14:3047-4% (Bavker). Dr. Banker also agread thal the “743
patent refers lo the pelymeric coafing as being a combination of EC and HPC. Tr. at
14:3048 (Banker). Dr. Banker further agreed that the manufaciunng process called for by
the *743 patent refers to a “controlled and umform™ coating. Tr. at 14:3049 {Banker).

I}. Banker also agreed thal the inventors of the “743 patent felt that the Wurster spray
fluidized hed process described in the 743 patent provides a cenirodled, uniform coating.
‘I'r. at 14:3049-50 (Banker). Dr. Banakar testified that the 743 palcnt cleatly staics that
the coating matcrial Is a combimation or mixiure of two polymers. Tr. at 26:60387

{Banalar).

Dr. Banakar testified that, in the process called for by the 743 patent, two
polymers are applied in a single phasc solution in which both polymers are mixed

11111"&]1‘!11]}!. Tr. al 266389 (Bmal{ar}v P T e T e P Y T LI T I I P T T T Y RN L
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AFEAYSIFECEANF R ENI PRSP ki db bbb b AR ARE FE A ARG FE A A BASERFA AR ASSANE FEFEARENAFFE N FE SN FANAIFA IV EFREVE N BY

BuTEYRE RS SRR AS A e F e anaentanaaasannanssr [ Banler ﬂcln]nwladged 1hisl Schermg
represented to the Patent Office that the “743 palent refers (o a coaling compusition

conlaining a combination of two polymeric materials. Tr. at 3112-13 {Banker).
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seraserensararnvenrensaas Dy, Bapnakar testificd that in ESTs product there are two distinct
coats of EC and HPC. Tr. at 26:6389-90 (Banakar). Dr. Banakar testified that these two
dislincl coals are separate and mdependant of each other and mutually exclusive. Tr. at
26:6390 (Bamukar). Dr. Banakar testified that TSIs produel is structurally different
cotnpared 1o “743 patented mvention. Tr. at 26:6390 91 (Banakar). Dr Banakar
concluded that ESI's product did not have a coating material as per the plam language
“743 patent, because the patent discloses o mixiure form, uniformly mixed and applied as
a single uniform coat, whereas ESI's product has two different coating steps. Tr. at
26:63591-6392. Dr. Banakar described a coating matcrial as a mixtire as two ot more
components intimatcly mixed together, whereas ES1's product is a coating wilh one layer
of LC and then another layer of HPC. Thus, EST's product has two distinet coals or two

steps which are separate and independent of each other. Tr. at 26:6389-90 (Banakar).
The proposed tinding is also incomplete and misleading in that it omits reference

Lo the opimons by EST's technical expert, Dr. Hopfunberg, regarding the differences in the
coating process disclosed m the “743 patent and used to make BSIs product. In his
expert report, Dr. Hopfcnberg, opined ihal while the specification of the *743 patent
disc]crséd gpray coating the crystals in a Wurster column with a homogenous solution ol a
polymeric mixiure of EC and HPC, ESI's product was prepared n 2 (wo step process that
first involved a process of coacervation in which a substantially pure EC layer was
applied, followcd by spray coating the J1PC. SPX 693* at ESI EXP 000722-725 (Experl

Report of Dr. Hopfenberg).
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3.508, The plam language of claim 1 do not contain any requirement as to how the tabiet
muzt be made, nor do they requre whelher the ethylcelluiose and the HPC have lo be mixed. {13

Tr. 2974 (Banker)).

Complaint Counsel’s Response to Finding No. 3.508

The proposed finding 15 misleading and incomplete because il omits any reference
to the expert testimony in the underlying hitigation by Dr. Hopfenberg that the proper
construction of the term “coating matcrial” requires a single, homogeneous layer of EC

with HP'C. See CI'RF 3.457, 3.507.

3.5309. Thus, the term “coating material” as used in the “743 patent should be construed
to cover the components of ethylcellulose and a member selected from the group of HPC or PEG,
in one or more layers, whether mixed, in scparate layers, or a httle of both. (13 Tr. 2986-88

{Banker); 15 Tr. 3334 (C. Miller)).

Compiaint Counsel’s Response o Finding No, 3,509

The proposed finding 15 musleading and not supported by the cvidence becauss i1
ignmes- the evidence mentioned above in CPRF 3.508 und in the Markman hearing in the
underlying litigation that the district judge raiscd the issue ol whelher one of ordinary
skill reading the “743 patenl would know that the invr::ﬂti_::-n would work with separate

coatings. Tr. at 14:3038 (Bunker). He felt this was far fom a clear issue. Tr, at 14:3038
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{Banker), Dr. Banker acknowledged that m the underlymyg palenl hibgation, the district
judge framed the issue as whether the *743 patent is broad enough to be read s including
4 separately layered coaling ol the substunces menbioned in the 743 patent. The judge
iold the trial counsel for Schermg that this was “Far from a clear issue™ and that Schering

did not have a “slam dunk case.” Tr. 14:3038-39 (Banket).

The proposcd finding is mislcading and incomplete beeause it omits contrary
evidence regarding the proper claim construction, notably the testimony by ESE's

technical expert, Dr. Hopfenberg, during the Marinan heanng. See CPRF 3.497, 3.507.

3.51ﬁ. This construction of the term coating material stems from the plain meaning of the
term and the delinition given the term “‘coating material” by a technical treatise. (15 Tr. 3335 (C.
Miller)y. This construction i3 further supported by the fact that the patent spocification and the
prosecution history do not suggest 4 more narmow interpretation of the term “coating material.”

(15 Tr. 3335 (C. Miller)).

Complaint Counscl’s Responsc to Finding No. 3.510

The proposed finding is irrelevant in that it cites a technical treatise, i.e., extrinsic
evidence, for primary sappott for the proper construction, whereas to resort to such
evidence is improper when the construction is clear from the patent itsglf and the

proseculion history. See CPRF 3.504, 3.506.
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D. LSI’s Produet Literally Infringes Claim 1 of the *743 Patent Under
Plain Meaning Construction of “Coating Material®

3.511. To prove Literal infringement, Schering had to show that cach and cvery element
of ¢laim 1 of the *743 pulenl was present in ESI's product. (15 Tr. 3363 {C. Miller)). Litcral
infringement cases are olten straightforward, involving a direct comparison of the claim, properiy

constmed, to the accused preduct. {15 Tr. 3363 (C. Miller)).

Complaint Counsel’s Response to Finding No. 3.511

The proposed finding is misleading ro the extent that it ignores the issue of claim
interpretation thal was al issue in the Markman hearing, See CPRF 3.509. In addition,
Dr. Banker acknowledged that the ments of the ESL/Schenng casc were “up 1t the anr™ at
the time that the matter was sellled. Tr. al 14:3245 (Batiker), Dr. Batiker acknowledged
that he does nol know how Schering would have done if its patent infringement suit

_against EST had gune to (rial. Tr. at 14:3253-55 (Banker).

3.512. Under the proper conshuction of the term “coating malenal,” encompassing one
or more layers, all of the elements of claim one are met by ESI's produet. (15 Tr. 3336-37 (C.

. Miller); 13 Tr. 2986-88 (Banker)).

Complaint Counscl’'s Response to Finding Mo, 3.512

The proposed finding of fact is misleading and incomplete for the reasons stated

in CPRF 3.497, 3.5302 and 3.503.
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3.513, In fact, 1f one applics the plain meaning of the term “coating material” as provided
by for the Dictionary of Pharmacy, ESI's product inttinges the Schering’s patent even if ESI were
successful in esliblishing (hal its product contained two distinet layers in it coating malerial,

(13 Tr. 2987 (Banker)).

Complant Counsel’s Response to Finding Mo, 3.513

The proposcd finding of fact is alse nat supported by the evidence and is
misleading for the reasons stated in CPRF 5.504, 3.506. See also CPRYF 3.497, 3,502,

3.503,

3.514. Similarly, it ESI's coating material were mixed, the product would still infringe
claim 1 becanse the plain meaning of the term “coating material™ encompasses “ong or mors

protective layers.” (13 Tr, 2086-88 (Banker}).

Complaint Counsel’s Response lo Finding No. 3.514

The proposed Ooding is misleading and unsupported by the evidence in that it
assurmes a factnal issuc, the level of mixing in ESI’s product, and a legal issue, the
cnﬂstrﬁctiﬂn of the term “coatimy matenial”, that werg never resolved in the underlying
litigation. Tr. al 15:3382-84 (Miller); Tr. at 13:2988-89 (Banker); Schering Second

Admission Nos 127-128.

The proposed Gnding is also incomplete and misleading because it omits any

reference 1o conllicting opinions offcred by ESI's technical cxpert, Dr. Hopienberg,
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during the Mariman hearing in the patent litigation. See 3. 497.

The proposed [inding is also misleading in that it omits amy reference to the
inchination o the judges in the underlying patent litigation regarding the merits of the
patent case. The district judge stated during the Merkman hearing that this was “far from
a clear issue” and that Schering did not have a “slam dunk case.” Tr. 14:3038-39
{Barker). Moreover, in private meetings with ESL {he magisirale judge told ESI that he
thought ESI had somewhal the beiter of the inffmgement casc. CX 1482F ul 61:3-8,

62:6-22, 65:14-18 (Alaburda IH).

3,515, Accordingly, under the plain meantng definition of a “coating material,” EST's

product falls within the every hmitation contaimed in claim 1 of the *743 patent and therefore

litcrally infringes the claim. (13 Tr. 2983 (Banker); 15 Tr. 3336-37 (C. Miller)).

Complami Counsel’s Response to Finding No. 2.515

The proposcd finding is misleading and unsupported by the evidence, AHP
documents, depositions, and investigational hearings were admitted subject to the
Administrative Law Judge's satisfaction thal complaint counsel properly proved a
conspiracy and all the required clements vnder the co-conspirator rule. These
documents arc imarked by a superscript (T} following the exhibit number. See CPRF

3514,
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E. ESI's Product Literally Infringes Claim 1 of the “743 Patent Even If
“Coating Material” Requires an Intermixed Layer of Ethyleelhilose
and HPC

3.516. Onthe ether hand, if the term “coating material™ 12 construed to require a
intermixed layer of ethylcellulose and HPC, the ethylcellulosc and HPC used in ESI's coating

matenial are in fact intermixed. (13 Tr. 2822, 2932, 2906 (Langer); 13 Tr. 2595, 3012 (Banken)).

Complaint Counsel’s Response to Finding No. 3.516

The proposed finding is misleading in that it is contradicted by Schering’s own
patent law expert, Mr. Miller. Mr. Miller testified thal 10 the district court had adopted
ESD's claim interpretation of “coating material”, which required a complete,

'hﬂmngenem]s mixing of the EC with HPC, then Schering could not have established

literal infrinpement. Tr. at 15:3397 (Miller).

The propesed linding is also misleading and incomplete in that it omits ESI's
evidence in support of noninfringement, including the opimons of its expert, Dr.
Hoplenberg. In ES1's Motion for Partial Summary Judgment, EST argued that the under
the proper consituclion of the phrase “coating material™, its product did not iterally
infringe the *743 patent. SPX 687* at ESI PLD 001655 (ESI's Motion for a Murkman
Ruling on Patent Claim Construetion and/or Partial Sununary Tudgment of No Literal
Infringement). In EST's Motion for Partial Sumumary Judgment, ESI stated that the natare
of the EST product was beyond factual dispute. ESI statcd thal there was no serious
dispute that ESI product’s comprised two distinet coating layers: (a) an inmer layer of EC

on the potassium chlonde cryslals which controls the release of petassium chloride; and
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{b) an cuier layer of HPC o the BC coalmg which acts a binder for tableting, SPX 687%
at BSI PLD 001638-39 (ESI's Molion for a Marfman lRaling ou Patent Claim
Construciton and/or Parlial Summary Judgment of No Lileral Infringeiment). According
to ESI, the potassium chlonde crystals in its product are first coated with EC alene by a
coacetvation precess, and then spray coated with HPC such that the two polymers are
never mixed together, SPX 687#% at ESI PLD 001656 (EST's Motion for a Marbmean
Ruling on Patent Claim Construction and/or Partial Summary Judgment of No Lileral

Infringemeni).

Dr. Hopictiberg was prepared to testily, as indicaled by his expert veports, that the

ESI product comprises (a) an underceat of substantially pure EC deposited by a process
called coacervation, and (b} a separate and distinet topcoat of HPC. SPX 693* at ES|
EXP 000723-25 (Expert Report by Dr. Hopfenberg). Dr. Hopfenberg epined that ihe
eoacervaled EC coaling —free from HPC — 15 the release coat that controls the release
characicrisies of the ESIproduct. SPX 693* at ESI EXP (0724 (Expert Report by Dr.
- Hopfenberg). Dr. Hopfonberg opined that the HPC 1opeoal funchons as a binder which,
because it is water soluble, readily dissolves in gastric fluids upon ingestion of the tablel
and does not contribute to or affect the controlled release properties of the FC undercoat.
SPX 693* at TSI LXP 000724-25 (Expert Repart by Dir. Hopfenberg), Dr. Hopfenberg
concluded that the ESI product does not apply the claumed polymenc mixture in a layer
over potassium chloride crystals and therefore does not literally mnfringe the *743 patent.

SPX 0493* at ESL EXP 000723 (Expert Report by Dr. Hoplenberg).

Dr. Hopfenberg was prepared to testily that his conclusion regarding mixing was
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supported by lis two sludies, a SEM study and a release rate study. SPX 6593* al ESI
EXP 000697-705 (Expert Report by Dr. Hopfenberg), SPX 695+ at EST EXP 00753-766
(Experi Report by Dr. Hoplenberg wail: Mr. Butlee). Dr. Hoplenberg was prepared to
testify that the SEM studics performed by Mr, Butler indicate that the HPC forms *a
separate and distinet layer deposited upon the sthylecllnlose (EC) layer in ESD's product,
whereas the HPC and EC in Key’s praduct[, an embodiment of the *743 patent,] form a
single polymeric coating. SPX 695* at ESI EXP 00753-706 (Expert Report by Dr.
Hopfenberg with Mr. Butler). Dr. Hopfenberg wus prepared to lesufy that release rate
studies he performed show that HPC 1s rcadily remowved by watcr from the ESI
microcapsules whereas, under the same conditions, no HPC is removed from Kcy's
product. SPX &93* at ESI 000697-705 (Expert Report by Dr. 1 [opfenberg). Dr.
Hopfenberg was prepared to testify that this data demonstrates that the HPC forms a
separate amd distinet binder layer deposiled upon the EC release layer in EST's product.

SPX 693* al EST 000697-705 (Expert Repourd by Dr. Huplenberg).

The proposcd finding is mislcading and irrclevant to the cxtent that it cquates any
level mtermixing with the uniform and homogensous mixture required to preduce the
invention claimed by the “743 palent. I.t i% also not suppotied by the evidenecs to the
extent thal there 15 no evidence that ESI's product was a uniform and homogeneous
mixture of EC and HPC. Dr. Banakar testified that ESI’s product is constructed with a
first coat of ethyleellulose over the potassium chloride and then HPC is applicd as a
sccond coat. Tr. at 26:6387 (Banakar). Dr. Banakar testified that in ESI's product there

are two distinct coats of EC and 1IPC. Tr. at 26:6389-90 (Banakar). Dr. Danakar
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lestified that these iwo distinet coats are separate and independent of each other and
muinally exelusive. Tr. at 26:6390 (Banakar). Dir. Banakar testiied thal EST’s product is

structuratly different compared to “743 patenied invention. Tr. at 26:6390-91 (Banakar).

3.517. Inresponse to ESI’s delense that its product contained lavered components, Dr.
Langer teatificd that he was asked by Schering during the original ESI case to determine whether
the ethylcellulose and HPC and ESI's coating material were i fact mixed. (13 Tr. 2793, 2829-

2830 (Langer)).

Complamt Counsel’s Response to Finding Mo, 3.517

Complaint Counsel has no specific response.

3.518. In making s delemmination, Dr. Langer conducted different experiments on

various sanples provided by ESL (13 Tr. 2794 {Langer) ).

Complaint Connsel’s Responzge to Finding No, 3.518

_Clomplaint Counsel has no specific response.

3.519. ESI provided two types of samiples. ESI calls the first type of samples
“intcrmediates,” which are potassium chloride erystals coated with ethyleellnlose only. {13 Tr.
2794 (Langer)). The second type of samples is callcd “compressibles,” which arc potassium

chloride crystals coated first with ethylecllulose, or the intermediates, then coated with HPC. (13
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Tr. 2795 {Langcr)).

Complaint Counsel’s Response to Findine No. 3.519

Complaint Counsel has ne specific response.

1. bifferential Scanning Calorimetry (“DSC™) Proved
Intermixing of Ethylcellulose and HPC (SPX 714)

3.520. Heal of fusion, or Dafferential Scanning Calorimetry (“DSC™), losts were
pertormed on ESI's samples nndet the divection of Dr. Langer. (13 Tr. 2795, 2816 (Langen)).
The heat of fusion test measures the amaunt of ciergy required to change a compound from solid

to Hquid form. {13 Tr. 2815-16, 2927 (Langen)).

Complaini Counsel’s Response to JYinding No. 3.520

The proposed findmyg 1s incomplete fo the extent that it docs not disclose Dr.
Langer’s lack of prior nsc of the DSC test for any similar experiment. When the DSC
tests were done, Dr. Langer had very little if any expenience with experiments that looked
al the mterface of one polymer applied to another. Tr. at 13:2830 (Langer). Dr. Langer
did not know of anyone who had used DS{ to examine mixing at the molecular level of
two polymers. Tr. at 13:2880-81 {Langer). Dr. Langer had not previously done a DSC

study to examine the interface of onc polymer on another. Tr, at 13:2881 (Langer).

3.521. D Langer testified that compounds having a erystal stmcture would require a
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corlain amount of energy to change from a solid to a liquid. (13 Tr. 2816 (Lauger)). Internixing
of differeni compounds would affect a ¢rystal’s strueture and would lower the amount of cnergy

required 1o change the smnple from a solid to liquid {13 Tr. 2816 (Langer)).

The proposed finding is incomplete and misleading in that it does not disclus-e that
there may be other factors besides mixing that affect a crystal’s structure. Dr. Langer
acknowledged that processing conditions can change the erystallinity ol the EC. 'Lr. at
13:2878 (Langer). Dr. Langer alsc acknewledged thal a solvent can change the BC

crystallinity. Tr. at 13:2878 (Langer).

3.522. Dr. Langer’s test showed that the heat of fusion for EST's sample coated with both
ethylcellulose and [[PC was significanily different fiom the beat of fusion ol EST"s inlermediate

samnples coated with ethyleellulosc enly. (13 Tr. 2816 (Langer)).

Complaint Counsel’'s Response to Finding No. 3.522

The proposed finding is irrelevant to the extent that it does not specify the degree
of inteﬁnixing of EC and HPC, and i1 1s not supported by the evidence to the extent thal
there may have been other factors contributing i ihe difference in the heat of fusion. Dr.
Langer acknowledged that processing conditions can change the crystallinity of the EC.
Tr. at 13:2878 {Lan ge;r}, Di. Langer also acknowledged thal a solvent can change the EC
crystallinity. Tr. at 13:2878 (Langer}. Dr. Langcr acknowledged that if he had used the

1)5C test to compare the Scherg K-Dur product to ESI's product, the results could have
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been very different becanse of the prescnee of other components like stearates. Tr. =l
13:2878 {(Langer). Therefore, it is possible that other ingredients could have clfected the
results under the FTIR or DSC tests. Dr. Langer did nol use a control with a separate EC
and HPC layer. Tr. at 13:2934 (Langer). Dr. Langer did not look at Schering’s K-Dur
product as a comparisen of a mixture of CC and HPC m the DSC study. Tr. at 13:2824

(Langer).

3.523. Accordingly, these studics show [] thal there had 10 be some intermolecular
mixing since the heat of fusion of the samplc coated with HPC was changed significantly from
the sample with ethyleellulose only. This weuld only oceur if the HPC and ethylcellulose were
mixcd at & melceular level. (13 Tr. 2816 (Tanger)). The heat of fusion tests conclusively
establish that the HPC and ethylecllulose are intenmixed in the coating material of EST's product,

(12 Tr. 2816-17 (Langer); 13 Tr. 2993 (Banker)).

The proposed finding is irrelevant to the extent that it does nolL specify the degree
of intermixing of EC and HP'C, and it is not supported by the evidence Lo the extent that
there may have been other factors contribuling to the difference in the heat of [usion.

See. CPRF 3.522. The proposed finding is misleading and incomplete in that it omits any
reference to the opinions regarding Dr. Hopinbore :indi;:aiiﬂg that there was no mixing in
ESTs product. Dr. Hepfenberg was preparcd to testify about SEM studies performed at

his direction.



2. Fourier Transform Infrared Spectroscopy Proved Intermixing
of Ethyleellulose and HPC (“FTTR") (SPX 713)

3.524. Dr. Langer also testified to the Fourier Translorm Infrarcd Spectroscopy (“FTIR™)
tests performed under his direction to determine whether the ethyleellulose and HPC used 1n

LEST's product formed distingt layers. (13 Tr. 2798-99, 2810 (Langcr)).
Complaint SR imdi Q. 3.524

The proposed finding 15 iIncomplete to the extent that it does not disclosc that Dr.
Langer had very little prior cxperience using FTIR tests for this expenimental purpose.
When the FTIR tests were done, Dr. Langer had very little if any cxperience with

experiments that looked at the interface of one polymer applied to another. Tr. at 13:2880

{Langer).

3.325. In cenducting FTIR tests, light is transmitted through a test compound and the
absorption of particular frequencies by the compound is measured. (13 Tr. 2810 (Langer)). The
absorption frequencies are then plotted to graphically represent the absotbed speetra, which are
the unigque peaks and valleys representing the waveienyth of ahsorbed light for the particular

cornpound being studied. (13 Tr. 2810-12 (Langory).

Complaint Counsel’s Response to Finding No. 3.525

The propesed finding is irrelevant to the extent that the FTTR iesis do not
demonstrate the extent of intermixing of EC and HPC. Dr. Langer’s FTIR test mercly

showred that two “fingerprints” of EC and HPC and difTered [rom each: othor, Tr. at
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13:28675 (Langer). It is not clear that the “fingerprints” differed because of mixing. Dn.
Langer acknowledged that he did not attempt to understand what canses a ““peak™ in an
FTIR test result. Tr. at 13:2869-70 (Langer). Tn his FTIR tests, 1. [ .anger acknowledged

that he did not know exactly what chemical bond stretching o rotation was invelved with

the EC and HPC. Tr. at 13:2869-70 (Langer).

3.526. Each sample studied contains a unique set of absorption data, or “[ngerprini™, that

can be compared to other sample compounds. (13 Tr. 2810-12 (Langer)).

Complamt Counsel’s Response to Finding No. 53.526

The proposed inding is irrelevant to the extent that the FTIR 1ests do not

demonsitate (he exienl of inlcemixing of EC and HPC. Sce. CPRF 3.525.

3.527. Dr. Langer performed the FTIR analysis on the tollowing samples: ethyleellnlose
omly, HPC only, potassium crystals coated with ethylcellulose only (the intermediate sample),
ESTs sthylcelluloscHPC coaled potassiuom crystal {the compressible sample), and a sample

containing a 15:1 blend of cthylecllulose and HPC, respectively. (12 Tr. 2811-15 {(Langer)).

Complaint Counsel’s Response to Finding No. 3.527

The propesed finding is irrelevant to the extent that the FTIR tests do not
demonsirate the extent of intermixing of EC and 11PC. See. CPRIT 3.525. The proposed

finding is also incomplete because 1t dees not disclose that Ir. Langer failed to use two
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other types of very relevant controls. Dr, Langer did not use any control with a separate
LC and HPC layer. Ir.at 13:2934 (Langer).  Dr. Langer also did net look al Schenmg’s

K-Dur product as a compartson mixture of EC and HPC in the FTTR studies. Tr. at

13:2524 (Langer).

3.528. "The spectra of Lhe ethyleellulose only, HPC only, and ethyleellulose coated
polassiumn chloride crystals {“intermediates™) served as experimental comtrols to identify the

unicue spectra associated with the individual compounds. {13 Tr. 2810-14 {Langer}).

Complaint Counsel’s Recponse to Finding No. 3.528

The propesed finding is incomplete and misleading for the reasons stated in CPRF

3520,

3.529. Dr Langer explained that the test results conchuzively showed that ESI's product

did not display TR spectra of a sample in which the ethylcellulose and HPC are in distinct and

separate layers. (13 Tr. 2814 (Langer)).

Complaint Counsel’s Response to Finding No. 3.529

The proposed finding is not supported by the evidence and is incomplete and

misleading for the teasons stated in CPRF 3.524-3.528

3.530. Dr, Langer's studies usmg the ethyleellnlose only sample identified a umigue
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absorption band with a peak associated with cthylecllulose. {13 Tr. 2811-12 (Langer)). Dr.
Langer’s studies using the HPC only sample also identified a dificrent unique abzorption band

with a different peak associated with HPC. {13 Tr. 2812 (Langer)).

Complaint Counssl’s Response to Finding No. 3.530

The proposed tinding is irrelevant to the extent that the FTIR tcsts do not
detnonsirate the exient of intermixmg of EC and HPC. Dr. Langer’s FTIR test merely
showed that two “fingerprints” of EC and HPC and differed from each other. Tr. at
13:2875 (Langer). It is not clear that the “fingerprints” differed because of mixing, D,
Langer acknowledged that he did not attempt to understand what causes a “peak™ i an
FTIR. test resnlt. Tr. at 13:2869-70 (Langer). In his FTIR tests, Dr. Langer acknowladged
that he did not know cxactly whal chemical bond sirewching or Totation was involved with

the EC and HPC. Tr. at 13:2869-70 {Langer).

3.5331. Dr. Langer's FTIR tests showed that the test sample of potassium chloride coated
with only cthylccllulose, EST's intermediate, displayed an absorption band with a peak matching

that of the cthylecllulosc only sample. (13 Tr. 2813-14 (Langer}).

Complaint Counsel’s Response to Finding No. 3.531

The proposed finding is irrelevant to the extent that the FTIR tesis do not
demonstrate the extent of intemmixing of CC and HPC. Dr. Langer's FTIR test merely
showed that lwe “fingerprints™ of EC and HPC and differed [rom each other. Tr. at

13:2875 (Langer). It is not clear that the “fingerprints’ differed becanse ol mixing. Dir.
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Langer acknowledged that he did not atiempt to understand what causes a “peak’ in am
FTIR test result. Tr. at 13:2869-70 (Langer). In his FTIR tests, Dr, Langer
acknowledged that he did not know exactly what chemical bond stretching or rotation

was involved with the EC and HPC. Tr. at 13:2805-70 (Langer).

3.532. The absorption signature of Eis1's product, however, did not display the unique
absorption bands seen in the ethyleellulose only spectra, the HPC only speetea, or the
intermediate (fayered) spectra. (13 Tr. 2814-15 (Langer)). Tnslead, IR test results of ESI’s
product showed a “broad peak™ indicating a totally diffcrent absorplion tange due to molecular
changes in ES1's product with no distinct peaks matching either cthylcellulose or HPC. {13 Tr.

2811, 2815, 2630 (Langer)).

The proposed linding iz misleading because it implies that Dy, Langer knows what
causes the height of a peak, or that any molecular change in ESI's product must be rclated
to a mixlure of EC and HPC. 1t is aiso irrelevant to the extent that the 743 patent claims
only a uniform mixlure of EC and HIMC. Tn his IFTIR tests, Dr. Langer acknowledged that
he did not know cxactly what chemical bond stretching or rotation was invelved with the
FC and HPC, Fr. at 13:2869-70 (Langer). Dr. Langer did an FTIR test on ground up
samiples of EC and HPC and the ESI microcapsule. Tr. al 13:2868-6% (Langer). Dr.
Langer's FTIR test merely showed that two “[ngerprinis™ of BEC and 11PC and differed
from each other. ‘It at 13:2875 (Langer). It is not elear thal the “fingerprints™ differed

because of mixing. Dr. Langer acknowledged that he did not attempt to understand what
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canses a “peak’ in an [TIR test result. Tr. at 13:2869-70 (Langer).

3.532, Dr. Langer testified that the molccular change in ESI's product was due to the
intermolccular mixing of ethyleellulose and HEPC in the coating matcrial. (13 Tr. 2811, 2815,
2930 (Langen)). This conclusion is fully supported by the IR spectra data indicaling that EST's
product contained different absorption signals than what one would expected from a layered

product. (13 Tr. 2R14-15 {Langer)). (13 Tr. 2992-93 (Banker)).

Complaint Counsel’s Response to Finding No. 3.533

The proposed finding is mislsading beeausc it implics that D, Langwr knows what
cauges the haight of a peak, or that any molecular change in ESI's product must be related
10 a mixiure of BC and HPC, Tuis also rrelevant to the extent that the 743 patent claims
only a uniform mixiure of EC and HPC. The proposed finding is not supported by the

cvidence., See CPRF 3.524, 3.528, 3.532,

3 Scanning Electron Micrescopy (“SEM™) Photomicrographs
Proved Intermixing of Ethyleellulose and HI'C {SI'X 713}

3.534. 'Dr. Langer conducled experiments to determine whether one could visually detect
EST's alleged layering. (13 Tr. 2805, 2838 (Langer)). Scanning Electron Microscopy (“SEM™)
photomicrographs of various TSI samples, both the intermediales and the conpressibles, and

ather samples were taken.

Complaint Counsel's Response to Finding No. 3.534

The proposed finding is misleading to the extent that it fails to disclose that he
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was not present when the studies were conducted and thus has no first hand knowladpe of
how the SEM studies were domne. Dr. Langer merely read the studhes once they werg

completed. Tr. at 13:2834-35 (Langer).

3.535. These photomicrographs showed that there was no visual confirmation of layers in

EST's coating material. {13 Tr. 2809-10, 2859 (Langer)).

Complaint Counsel’s Response to Finding No. 3.535

The proposed finding is misleading becanse Dr. Langer provided no testimony to
establish the scientific methodology under which these SEM photographs were
produced or read. Dr. Langer acknowledged that of 26 views taken in hig SEM sludy,
only three woere at the highest magnification and with a cross scction of a
micrecompressible tablet that included both EC and TIPC. Tr. at 13:2848 (Langer). The
prosed finding is alzo not supported by the evidence because Dr. Banakar testified that
ane of the three SEM’s that 1. Langer took of a cross section of the ESI tablet, Figure
8d in CX 1679, showad two distinel Tayers vomposed of EC and HPC. Tr. af 26:6405-
06 (Banakar). Dr. Banakar also testificd that onc of the three SEMs that Dr. Langer
tock of a cross section of the ES| tablet, Figere $d m CX 1679, showed that the ESI
tahlat was nol a uniform mixwre of hoth the polymers thar were applied. Tr. at

26:6405-06 (Banakar).

3.536. In petforming SEM, a sample is prepared by coating the sample wilh a spray
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cortaming gold atoms. (13 Tr. 2805 (Langer)}. Electrons are then shot at the pold covered
sample. (13 Tr. 2805, 2834 (Langer)). The microscopy apparatus then detects the elecirons
reflected [rom the sample and the daia is subsequently processed fo display a visual

tepresentation of the sample. {13 Tr. 2805 (Langer)). ‘The photomicrographs can show ihe

melecular composition of the objecl being studied. (13 Tr, 2848 (Langer)).

Complaint Counsel’s Regponge to Finding No. 3.536

Complaint Counse] has no specific responsc.

3.537. By comparing paited pholomicrographs of ESI's intermediate {cthylcellulose
coated only) samples with compressible (ethyleellnlose and HPC coated) samplas, Dr. Langer
testified that the photographs of ESI's compressibles did not display different iavers. (13 Tr.

2B08-2804, 2859 (Langer)).

Complaint Counsel’s Response to Finding Me. 3.537

The proposed [inding is misleading and not supported by the evidence. See

CPRIF 3.535.

3.538. Dr. Langer firther neted that had the components of EST s product been in layers,
o would expect to see the layering in the photomicrographs, especially when comparcd with

the intermediates. {13 Tr. 2810 (Langer)).

Complaint Counsel’s Response 1o Finding No, 3,538
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The proposcd finding is misleading because Dr. Langer has never seen a conirol
that had cither separate EC and HPC kayers or that had a undlorm mixture. Dr. Langer
did not use a control with a separate ECC and HPC layer. Tr. at 13:2934 (Langcr). Dr.
Langcr never looked at Schering’s K-Dhr product as a comparison maxtre of EC and
HPC. Tr.13:2824 {Langer). Dr. Lanyer acknowledged that one would have expected

the Schering tablet to have been mixed at the moleondar level. Tr. at 13:2823 (Langer).

3.539. Accordingly, Dr. Langer concluded that EST's product did not contain layered

components in the potassium crystal’s coating matetial. {13 Tr. 2809-10 (Langer)).

Complaint Counsel’s Response to Finding No. 3.539

The proposed [Onding is not supported by the evidence for the reasons stated in

CPRF 3.535 and 3.338.

3.540. Dean Banker testified that he aiso reviewed the SEM photomicrographs of ESI'z
product taken under Dr. Langer’s dircelion and agreed with Dr. Langer’s conclusion that the

pictures showed “ne discernable boundaries between HPC and ethyleellulose,™ (13 Tr. 2992

{Banker)}.
Complaimt Counsel’s Respense to Findine No. 3.540

The proposed finding is not supported by the evidence to the extent that Dr.

Banker's opinton depends on the vahdity and reliabihiy of Dr. Langer’s work, which
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has not been established. See CPRF 3.534-3.539,

3.541. Dr. Langer 2lso reviewed pholomicrographs taken by ESI. {13 Tr. 2862
{Langer)). Dr. Langer was unable lo reach any conclusion regarding layering based on the ESI
slides because the slides werve preparcd by froczing tham in liquid nitrogen, a procedurc that
cracks the sample’s coaling. (13 Tr. 2862, 2901, 2421 (Langer)). Dr. Langer testified that the
use of nilrogen to frecze samples is “not an accepted method of preparing samples for
microscopy.” (13 Tr. 2321 {Langer)). Because of the sample’s fanlty preparaiion, Dr. Langer

could not inteipret the data as the photographs were incomprehensible. (13 Tr, 2921 {Langer}).

Complaint Counsel’s Response to Finding No. 3.541

The proposcd finding is incomplete and misleading because Dr. Langer adnntied
thai freczing will work if the sample is cut in thin sechions, and that lns relerence lab
also docs that, Tr. at 13:2862 (Langer). The proposed finding alsﬁ ignores a
contradictory opinion from Dr. Hoplenbarg in the underlying patent litigation. Dr.
Hopfenberg reached the conclusion that the SEM studies conducted by Dv. Butler for
ESI showed HPC forms a separate and distinct layer deposiled upon the ethyleellulosce
layer inthe ES) product. ‘I'r. at 13:2901 (Langer); SPX 695% at ESI EXP (00733-763)

{Fxpert Report by Dr. Hopfenberg with Mr. Butler).

3.542, Dr. Banakar never saw the originals of the SEMs. Dcspite this, he testified that

two of Dr. Langer’s photlomicrographs, figures 7d and 8d, showed demarcations that indicates
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separate and distinct layers of HPC and cthylecllulose. (26 Tr. 6439 (Banakar)).

Complamt Counsel’s Response to Finding No, 3.542

The proposed finding of fact is misleading to the cxtent that Mr. Lavelle assured the
court that the origimals could nol be Tound and that he thouglt the copies were “clear, and
they were morc than adeguate [or cross cxamination in his deposition.” Tr. at 13:2803

{Staternent by Mr. Lavelle, counsel for Schering).

3.543, Figures 7d and 8d arc paircd lots of cthylecllulose only and ethyleellulose with
HPC smnpl-es, where the odd numbercd lots correspond to a system without HPC and the even
numnbered lots corrcspond to a system with both ethylcellulose and HPC. (13 Tr. 2807 (Langer),
SPX 713). Thuas, figure 7d is a photomicrograph of ES1's intermediate product, which are the
potassium chloride crystals coated with ethylcellnlose only. (13 Tr. 2807 {Langer); 5I'X 713).
Ihere is mo HPC at all i the sanple shown 1 figure 7d. (13 Tr. 2807 (Langer); SPX 713). In
fact, none of the BST experts in the nnderlying case saw any cvidence af distinet layer of

clhyleclludose annd HPC and ligures 7d and 8d. (26 Tr. 6444 (Banakarj).

Complaint Counsel’s Response to Finding No. 3.543

The proposed finding of facl 15 misleadmy becanse Dr. Banakar testifiad that he did
not recall whether the ESI experts in the nnderlying casc saw any cvidence of a distinct

layer of EC and HPC, not thai thoy had not donc so. Tr. at 26:6444 (Banakar).
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3.544. As cxplained by Dr. Langer, the appearance of a demarcalion in figures 7d and 84
represent the exterior surface of the samples tested and not 4 separate layer of a cross sechion of

1he samples. (13 Tr. 2846-43 (I angen)).

Complaint Counsel’s Response to Finding No. 3 544

The proposed finding of fact is incomplete and misleading because Dr. Langer
admitted that there was an oplical confrast and a more granuiar appearance in figure 8d,
which only did not “ncccssarily™ mean they were different layers. Tr. at 13:2860-61

(Langcr).

4, Dissolution Testing Proved Intermixing of Ethyleellnlose and
HPC

3.5345. Dr. Langer reviewed dissolution tests conducted by ESI in the underlying
litigation (13 Tr. 2818 (Langcr)). ESI recruited a camparny called Ricerca to conduct the
dissolulion tests. (13 Tr. 2819 (Langer)y. Dr. Langer had a number of concerns with the Ricerca
dissolution tests. (13 Tr. 2§19 {Langer)}. Dr. Langer noted thal the test result from one ol
Ricerca’s tests showed the HPC dissolving very slowly out of the system. {13 Tr. 2819, 2920
{(Langer)). Ricorca’s other tests showed the HPC dissolving out of the systenl very quickly. (13
Tr. 2819, 2923 (Langcry). Thus, Dr. Langer noted that the test reselts were at best “ambiguous.™
{13 Tr. 2819, 2923 (Langer)). Dr. Langer was not sble to draw any conclusions regarding HPC
from these particnlar studies. (13 Tr. 2820, 2821, 2923 (Langer))Dr. Langer also reviewed

dissolution tests conducted by Dr. Peppas. (13 Tr. 2821, 2923 (Langen)). Dr. Langer testified
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thai Dr. Peppas’ dissolution test resnlis were more reliable because the tests were in compliance

wiih USP standards and were repealed many times with consistent results. (13 Tr. 2821, 2423

{Latyzrer)).

The préposed finding is incomplete, misleading, and not supported by the evidence.
It is incomplete m that it docs not disclose that Dr. Langer had not looked wilh any detail
into how a watcr scluhle palymer applied to a layer of a water insoluble polymer would
micrpenetrate EC. Tr. at 13:2880. Dr. Langer acknowledged that if ITPC was removed
quickly from the ESI lablet in water the theery would be that its not intermixed with BEC.
Tr.at 13:2851 {Langer). Dr. Langer acknowledged that in one of the tests thal Ricerca
performead the HPC did not dissolve out of the Schering K-Dur lablel even though it did

from the TSI tablet in less than a mirate. Tr. at 13:2824-25 (Langer).

The proposed finding is not supported by the evidence in that it ignores the
conflicting opinion of Dr. Hoplenberg, an export witness for ESI in the underlying patent
litigation, who ook the position that HPC was removed quickly frem the EC in the ESI
tablel. Tr. at 13:2892-93 {Langer). The purpose of the extraction test was to scc if the
HPC could be extracted quickly from the EST product. Tr. at 13:2897 (Langer). Dr.
Hopfenberg took the position that the HPC docs neot function as a sustained release ageni
in the ESTtabler. Tr. al 13:2895 (Langer); SPX * 692 at ES1 EXP 00K697-700 (Expert

Report by Dr. Hopfenberg).

‘the proposed fnding is mislcading in that It suggests that ESI should have used a
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mcthodology for disselulion testing of & drug coating that was not appropriatc. Dr.
Banakar testified that Dr. Hopfenberg's results show the HPC dissolved out rapidiy n the
ESI tablet, and this clcarly indicates that the EC and HPC form two distinet lavers in the
ESI lublel. Tr. al 26:6407-08 {Banakar). Dr. Banakar testified that Dir. Langcr made a
fundamental crror in relying on L8P dissolution tosts to draw a canclusion that EC and
HPC were mixed. Dr. Banakar criticized use of the USP test to measure the dissolution
of HPC from the EC in ESTy producy, because the TTSF lest is intended to he nsed o
measurs dissolullon for a finished dosage form rather than an intermediate or an
excipient. Tr. at 26:6409 (Banakar). An excipient is a component in a formulation which
is inert and is used to structure the product. Tr. at 26:6410 (Banakar). The USP
dissolution tests require Lhe quaniification of amount of drug teleased and not (e amount
of excipient released. Tr. al 26:6409 (Banukar). Dr. Banakar testified that in looking at
the ESI product to atalyze whether it is a mixture of EC and HPC, the issue 1# the rate of
cxcipicnt releage. Tr. af 26:6409 {Ranakar). Thus, Dr. Banakar concluded that the USP
dissalution test relied on by Dr. Langer was the wrong test to use determine whether the
HPC, a water soluble component, will solubilize rapidly. Tr. at 26:6409-10 (Banalkar).
Dr. Banakar disagreed with Dr. Langer’s reliance on USP dissolution tests because those
tcat have no meaning when used to measure dissofution of an excipient that is not the
active drug substance. Tr. at 20:6410 {Banakar). Thus, Dr. Banzskar conchrded that Dy,
Langer used the wrong type of dissolution test to determine whether the EC and HPC

were mixed in ESI's product.
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3.540. HPC dissolves quickly in water. {13 Tr. 2818, 2820 {Langcr)). Dr. Peppas® tests
showed thal HPC did not dissolve quickly from the test tabicts. (13 Tr. 2821 {Langer)). Instead,
1. Peppas tests showed that less than 30% of the HPC camc oul alter live minutes. (13 Tr. 2821
{Langer)). These tests also indicated that even after three hours, all ol the HPC did not come oul.

{13 Tr. 2821 {Langer)).

Complaint Counsel’s Response to Finding No. 3.546

The propused Ouding’s relerence to Dr. Peppas’ tests is incomplete to the extent
that il docs not disclosc that Peppas’ USP test was not the appropriate test to show if HPC
would dissolve quickly and that EST obtained diflerent results from Ricerez labs. Tr. at

20:0407, 64049-11 (Banakar)
e propesed finding is misleading and incomplete in that it omits Dr

Hopfenberg’s opuions based on ESI's release rate studies that the HPC overcoal layer

was not mixed with the EC release layer. Sez CPRE 3 545,

3.547. Dir. Langer concluded bascd en his review of Dr. Poppas® tests that the HPC and
ﬂth}r]cel]ulase-in ESTs product were mixed. (13 Tr. 2827, 2926 {Langer}}. In fact, Dr. Langer
estimated that the depree of mixing was at least 3P4, (13 Tr. 2821, 2926 {Langer)). Dr.
Langer’s conclusion is based on the premise that if there were no intenmoeleenlar mixing of the
HPC and cthylecllulose, all of the HPC would have come oul 1n one mimute. {13 Tr. 2821, 2822

(Langer}).
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Complami Counsel’s Response to Finding Mo. 3.547

The proposed finding of fact’s reforence to Dr. Peppas® osts is incomplele to the
extent that it docs not disclosc that Peppas® USP fcst was not the appropriate test to show
if HPC would dissolve quickly and that TSI obtained diflerent results from Ricorca labs.

&Yee CPRF 3.546,

5. ES1’s Release Rate Studies Proved Imtermixing of
Ethylecllulose and HPC

3.548. Decan Banker testitied that during the underlving ESI case, he studicd ESI's own
release rate studies. These release rate studies measured the rate of potassium chloride release in

beth ESI's intermediates and compressibles, (13 Tr, 2992, 3005 (Banker)).

Complaint Connsel’s Response to Finding No_ 3 548

LComplant Counsel has no specific tesponse.

3.549, ESF s release rate studies showed an increase in the release rate of potassium
chloride from ESI's final product as compared with the intermediate product, which was

potassium chloride crystals coated with ethylcelhdose only. (13 Tr. 3008 (Banker}),

Complaunt Counsel’s Response 1o Finding No. 3.549

The proposed Nnding is misleading because 1t implies that the incrsase i the

relcase ratc of potassium chloride in ESI's product was sigmi ficantly different from that in
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the intermediate. Dr. Hoplenberg, an expert in the underbying patent litigation, reviewed
the releasce rate data studied by Dir. Banker and found that the data did nol esiablish that
HPC alfects the release raie characteristies of the EC rclcase coating,  According to Dr.
Banker, Dr. Hoplenberg held the opimion that the comparison demonstraied that the HPC
overcoating does not affeet release from the ESI microcapsules in comparison (o the
significant effect of the IIPC in an cmbodiment of the ‘743 patent, i.c., Key’s product,

which uses of a mixture of EC with HPC in a single layer. Tr. at 14:3214-16 (Banker),

3.530. The increased relcase rale of polassium chloride was relevant to addressing the
i155ue of mixing because HPC, when intarmmixed wilh ethylcellulose, facilitates the releasc of

potassium chlonde from the tablet. (13 Tr. 3009 (Banker}).

Complaint Counsel’s Response fo Finding Mo, 3.550

The proposed finding is misleading in that it slalcs 4s a (act that there was an
“inercascd” release rale afler the HPC overcoating is applicd to EST's EC rclease coat.

Seez CPRF 3.54%,

3.551. As walcr penetrates the coating material of LST's product, the HPC molecules
hydrate the coating material, causing the film to swell, (13 Tr. 3009, 3073 (Banker)), Dean
Banker explains that this mechanism enables more water to diffuse through the coating and reach
the potassium chloride crystals, wllimately dissolving the potassivm chloride and allowing it 1o

lzach cut through the film. (13 Tr. 3009, 3073 (Banker)).
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Complainl Counsel’s Response to Finding No. 3.551

The proposed finding is not supported by the evidence because It is based on
gpeculation. Dr, Banker did not do any study to confirm that his theory was correct. Dr.
Langer had nol looked wilh any delal mlo how a water soluble polymer applied to a layer
of a water msoluble polymer would micrpenctrate. Dr. Hopfenberg concluded that Dr.
Bankcr imagined that the conditions under which EST applies HPC will eausc the HPC to
interpenetrate the previously applied ethyleellulose coating. Dr. Banker acknowledged
that m the underlyimg patent Litigation, Dr. Hopfenberg thought Dr. Banker was “crasy™
lor saying that water could interpenetrated EC films and carry HPC along with it. Tr. at
14:3212-16 (Banker), More particularly, Dr. Hopilenberg stated in s expert report that
Dr. Banker's opinion is belied by the known low watcr swelling o[ EC, which is
imsufficient to afford interpenstration of polymeric molecules such as HPC into the BC

coating, SI'X 693% al ESTEXP 000727 (Expert Report by Dr. Hopfenberg).

3.552. If the HPC did not intermix wilh the cthyleellulose, one would expect to see no

change 1 release rates. (13 Tr. 3009 (Banker)).

Complaint Coungel’s Regponse to Finding No. 3,552

The proposcd finding is misleading and incomplete. See CPRF 3,549,

3.553. Thus, the fact that the release rale of potassium chloride increased in ESI's
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product aficr HPC had been added further demonstrates that the ethyleellulose and HPC are

intermixed in ESs product. (13 Tr. 2992, 3005 (Banker)).

Complaint Counsel’s Response to linding No. 3533

The proposzed finding is misleading and incomplete. See CPRF 3,549,

6. ESI’s Argument for lts Coating Material Having Two Separate
und Distinet Layers are not Persuasive

3,554, ESI presented only one argument intending to prove that its coating matcerial has
two acparate and distinet layers. (13 'I'r. 2990 {Banker}). ESI claims that its “layering”
mamfacturing process, wherein the polassium chloride crystals are first coated by the
ethylcellulose in a coacervation process and then coated with HPC n a fluidized bed process,
produces two separate and dislinet layers of ethylcellulose and HPC. (SPX 687, Defendarni ‘s
Memorarcdurn of Law in Support of Its Motion jor a Markmon Ruling on Patent Claim

Construction and/or for Partial Summary Judement of No Literal Infrincement, at 18, 25-26).

Complaint Counzel’s Response to Finding No, 3.554

The proposed [inding is incomplete because 1t ifmores the arrument that the ESI
product worked difforently from that claimed in the*743 patent. Dr. Banker acknowledged that
ESI contended that unless the EC and HPC were mixed, the “743 patented invention would not
work as a sustained release agent. Tr. at 14:3089 (Banker). Dr. Hopfenberg took the position in
the underlying patent litigation that the HIPC in the ESL product tormed a separate and distinet

top coat over the EC. Tr.al 14:3206-07 (Ranker). Dr. Hopfenberg took the position in he
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underlying patent litigation that the release rate did not change much afier the application of the
EC. Tr. at 14:3208-09 (Banker). ESI's position was thal the HI'C dissolves quickly, leaving
behind the ethylcellulose. Tr. at 14:3207 {Banker). ESI conlended that the EC in its product was
the remaining functioning release coat. Tr. at 14:3207 (Banker). ESi contended that the HPC
top coat did not contribute to the controlled release properiics of ithe EST (ablet. Tr. at 14:3207

(Banker).

3.555. In ESI's manufacturing proccss, the potassiumn chloride crystals are first coaled
with ethylcellulose in an coacervation process. The HPC is thercafter applied to ESL's
intertnediate {ethylcellulose conted) product using the Wurster air suspension process. {13 Tr.

3002 (Ranker)).

Complaint Counscl’s Besponse Lo Fi

The proposed finding 18 incomplste because it does not disclose that coacervation is
a dhfferent coating process than the spray mixiure specified i the “743 patent. The
coating in EST's product was produced through a coacervation process where the EC is
applied as a first layer and then HPC is applied. Tr. at 14:3080-81 (Banker). ESI
contended that its manufacturing process produced two distinet coatings of EC and HPC.

Tr. at 14:3201 {Banker).

Dr. Banker testified that coacervation is a different coating process from the sprayed
system described tn the *743 patent. Tr. at 14:3085-86 (Banker). r. Banker admitted

that the fluidhzed bed process called for in the “743 patenl may produce a mors uniform
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coating, particularly with respect to the thickness of the coating, arcund the particles of
petassium chloride as comparcd with coacervation that was uscd to coat the ESI process.
Tr at 14:3078 (Banker). The ceating in Schering’s K-Dur product was spraved in a mix

of EC and HPC. Tr. at 14:3080 (Banker).

3.556. In the Wurster process, is HPC is applied to the ethyleellulosc coated potassium
chloride crystals at very high temperatures {on the order of 140 degrees Fahrenheit} over a period
of four to six hours. (13 Tr. 2991, 3002-03 (Banker)). These conditions lended 1o induce inter-
penetration of HPC into the sthylesllulose by expanding the ethylecliulose film and therchy

mecreasing molecular motion. (13 L. 2991, 3003 (Banker)).

Complainl Coungsl’s Responge 1o Finding No. 3 556

The proposed finding is not supportied by the evidence because it is based on
speculation. Dr. Banker did not do any study to confirm his theory was correct. Dr.
Langer had not looked into with any detail how a water solublc polymer applied to a
layer of & water insoluble polymer would interpenetrate. Dr. Hopfenberg concluded
that Br. Banker imagined that the conditions under which EST applies HPC will causs
the HPC to interpenetrate the previously applied ethyleellulose coaling. Dr. Banker
acknowledged that, in the nnderlying litigation, Dr. Hopfenberg thought Dr. Banker was
“crazy’” for saying that water could interpenetrate EC films and carry HPC along with it.
Tr. at 14:3212-16 (Banker). In his expert report, D, Hoplenborg stated that Dr,

Bunker's assertions regarding mterpenetration are contradicted by the characteristically
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low water swelling of EC, which is insufficient to afford interpenetration of polymeric
molecules such as HPC into the EC coating. SPX 693* a1 ESI EXP 000727 (Expert

Report of Dr. Hopfenberg).

3.557. Additionally, water is used to spray the HPC onto the ethylcellulose in the
Wurster process. {13 Tr. 2991, 3003 (Banker)). The use of water induces mixing because water
has a slow evaporation rate and may tend to cause the HPC to penetrate into the cthylecllulose.

(13 Tr. 2992, 3003 (Barker)).

{Complaint Counsel's Response to Finding: Mo, 3.557

The proposed {inding is not supported by the evidence because 1t 18 based on

speculation. See CPRFE 3.336.

3.558. Thus, despite its two step coating process, ES1's coating components nonctheless
became mixed upon application to the potassium crystals. (13171, 2818 (Langer); 13 I'r. 2992,

3003 (Banker)).

Complaint Counsel’s Response to Finding No. 3.558

The proposad finding is not supported by the evidence because it is based on
speculation and contrary to other record evidence, Sez CPRF 3.556. Dr. Banakar
testified that in ESI's product there ave bwo distinet coats of EC and HPC. Tr. at 26:0389-

90 (Banakar). Dr. Banakar testified that these two distingt coats are separate and
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Independent of cach other and mulually exclusive. Tr. at 26:63%0 (Banakar). Dr.
Banakar lestilied that ESls produet is structurally different compared to *743 palented
mvention, Tt &t 26:6390 2] {Banakar). Dir. Bankcr acknowiedged that ihere may be
some di[Terenccs in coating morphology and structurc between particles that are coated
wilh a spraycd system as compared with particles coated through coacervation. Tr, at
14:3086 (Banker). Dr. Banker acknowledged that the different process result in different
gtrictiura] morphologies of the resultant coating. Tr. at 14:308R (Barker}. Dr. Banker
acknowledged thal the different morphologics could lead Lo dilferent release rates from

ihe “raw’’ EC. Tr. at 14,3247 {Banker).

The proposed finding is also incomplate and misleading in that it omits contrary
apinions by Dr. Hopferberg i his expertreport. In that report, Dr. Hopfenberg stated
that the EST coating process resulis m two separate and distinct layers, such that the I1PC
layer does not conlnibule lo nor affecl the controlled release properties of the EC
undercoating while the *743 patcnt tcaches that the HPC in the polymeric mixture of EC
and HPC regulates the release properties of the EC. 8PX 693* at ESI EXP ({00725

(Expert Report of Dr. Hopfenberg).

T. Eihyleellulose and HPC in ESI's Produet ure Intermixed

3.559. In view of the many different scientific experiments conducied under his direction
and tailorcd to study the amount of mixing between HPC and cthyicellulose, ihe evidence

supports the conclusion that there was a significant amount of intermolecular maxing between the
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cthylcellulose and the IPC in ESI's product {13 'I'r. 28222932 {Langet)).

The proposed finding is not supported by the evidence because it [s merely a
sunumary of other findings which in lum are incomplete, misleading, or not supported by
the evidence. In particular, Dr. Langer acknowledged that from his SEM studies he could
not draw conclugions about the degres of uniformily of any mixturc Lthat may exist of EC
and HPC in the ESI product. Tr. at 13:2852 {Langcr). Dr. Langer acknowladped that
from the SEM stodies he can say whﬁt degrea of depth of mixing that may exist in the EC
and HP( in the EST product. Dr Langer acknowledged that from the SEM studies he can
not guanlify the degree of mixing that may cxist in the BC and HPC 1n the ESI product.
Tr. at 13:2852 (Langer). Dr. Langer acknowledged that with respect to the DSC and
FTIR studics he also could not gquantify the degree of any mixing of EC with HPC that

might have existed in the ES] product. Tr. at 13:2855-2856 (Langer).

The proposed finding is alse misleading and incommplets in that onuts any
reference to opinions and studies offcred in the undetlving patent litigation by ESI's
technical experts indicating that there was little, if any, intermixing hetween the EC and
the HPC in ESY's product. Dr. Hopfenlerg was prepared to testify that his own SEM
studies demonstrated that, in EST's product, the HPC forms a separate and distinct layer
deposited upon the EC [ayer, hat does not fall within the proper interpretation of the
linnitation i the “743 patent of “a coating malerial”. SPX 695* af EST EXP 00753763

{Expert Report of Dr. Hoplenberg with Mr. Botier). In addition, Dr. Hopfenberg was
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propared 1o testify that his HPC release studies indicated that HPC fonms a separatc and
distinet layer [rom EC in ESI's product. 5PX 693* at ES1 LXP 000697-700 (Expert
Report of Dr. Hopfenberg). Dr. Hopicnberg opined that his studics demonstraied that the
HPC binder layer in EST's microcapsules is quickly removed from watcr, whereas no
HPC is removed from the coating material in Key's product, an embodiment of the <743
patent. SPX 093% at ESTEXP (00697 (Expert Report of Dr. Hopfenberg). The HPC
release dala, according to Dr. Hopfenbere, demonsirated that the ES] product did not have
# coaling rmaicrial that was a mixiure of EC with HPC as claitned by the “743 palent and
reflected inits embodiments. SPX 6Y93% at ESI EXP 0006927-700 (Expert Repert of Dr.,

Hopfenberg).

3.56(). Tn Dr. Langer’s expert opinion on the issue of mxing, “the overwhelming weight,

From a scien[lific] standpoint, went to Schering.™ {13 Tr. 2906 (Langer)).

Complaint Counsel’s Response to Finding No. 3.560

The proposed finding is not supported by the evidence because it is merely a
sirnmary of other findings which 1o tum are incomplete, misleading, or not supported by

the evidence, See CPRF 3.516-3.559,

3.561. Dean Banker noted that the experiments did not contradict cach other and that

“[i]i this particular case, every single test indicated mixing....” (13 Tr. 331 2 (Banker)).



Complaint Coungel’s Response to Finding No. 3.561

The proposed inding is not supported by the evidenee because Dr. Banker’s
opinion depends on the validity and relisbility of Dr. Langer’s work which has not been

established. See CPRF 3.516-3.355.

3.562. Thus, even if the term “coating material” in claim 1 of the “743 patent were
constrmed Lo require mixing, ESI's product mer each and every limitation of the ‘743 patent’s
claim, {13 Tr. 3013 (Banker}}. EST's product literally mlringed claim 1 of'the “743 palent. (15

Tr. 3367 (Miller)).6

Complaint Counscl’s Response to Finding No. 3.562

The proposed finding is incompletc and misleading in that it 15 contradicted by
Schering’s own patent law expert, Mr. Miller. Mr. Miller testified that if the district court
had adeopted ESIs clatm interpretation of “coating material®, which requircd a complete,
hameogeneous mixing of he EC with HPC, then Schering could not have established

Lteral infHingenment. Tr. at 15:3397 (Miller).

The proposed finding is alse misleading and incomplete in that it omits the fact

that Dr. Hopfenbery was prepared Lo tesii(y that the EC and HPC in EST's producl were

o Althoogh ESI conlested the issus of lteral infringement, ESLs lawyver testifted that ES1's tablet would infringe the 743 pate
mmder the doctrine of equivalents. [CX 1482 at 104-5 {Alaburda LH }). Dr. Banker testificd that the HPC in EX1%s product

performed substantiaily e sams function, in substantially the same way, 1o reach the same result as the regult claimed in the *7
patcnt, namcly the production of potaseion chlondo tablets made up of voated oryatuls of potessium chlonde, {14 1 3028
(Banker)).
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not mixed in the manner requircd under the “743 patent, See 3.559.

¥
The proposed finding 15 misleading and irvelevant to the exlent thal it equales any

lcvel of imermixing with the uniform and homoegenons mixture required to praduce the
invention elaimed by ihe “743 patcit. It is also not supported by the evidence to the
extent that there is no cvidence that ESD’s product was a uniform and homogenous
mixture of EC and HPC. Dr. Banakar testified that ESI's produet is congirieled with a
first coat of cthycellulnse over the potassium chloride and then HPC is applied as a
sccond coat. Tr at 20:0387 (Banakar). Dr. Banakar testified that m ESI's product thers
are two distinct coats ol EC and HPC. Tr. at 26:6389-80 (Banakar). Dr. Banakar
testified iat thesc two distinct coats are separate and independent of each other and arc
mutually cxclusive. Tr. at 26:6390 (Banakar). Dr. Banakar testified that ESI's product is
struciurally different compared to the ‘743 patented invention. Tr. at 26:6390-91

(Banakar).

The propesed finding is not supported by the evidence because it depends on the
validiiy and rehigbility of Dr. Langer’s work which has not heen esiabhished. See CPRF

5.516-3.559,

F. The EST Settlement Provided No Delay in ESI's Entry

1. Merits of Infringement Case Indicate Likely ES1 Entry after
Patent Term Expires

3.563. Schening had a very strong case on the merits of the ES] case and therefore had a
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very high probability of prevailing on the infringement 1ssue. (15 Tr. 3323, 3351 (Miller)).

Complaint Counscl’s Response to Finding No. 3.563

FARSRAFAFAERA AR A B R AN AR P A A R AR AR A AR R AR AR AR R RN PRV RV EC A FTEF RN P F AR
A ARASEFSALAE SRR AR N AR AR AR AR ARt R bbb R A NSRS REE R A B A R

ARSIEFARNEFFERY AR F A A ESEA RS A A FARARFERFA ARG ARE A Ad A FERA GBI A A RA R AR AR A FA R A AR A R AN g AR R RS EEE S RS Tr.

1 j :3 28 ?:I 3 392_9 5 (M '[l]E;r}; SFFAFFA NS IR FEFA NS BB MR A A REF R RASREARAAA R R NP VA A A AN
revenerrereeenvrreere Accordimyply, Mr Miller i3 not qualified to render opinions as to the
macrits or probability of Schering’s success on the infimgemenl 1ssue. Tr. 15:3287, 3392-

95 (Miller).
The proposed finding is further rrelevant and unsupported by the cvidence in that

cites M. Miller's opmion as its only basis, even though Mr. Miller’s methodoelogy of
assessmenl of the hkely outcome of the case 15 unreliable and untested. See CPRF 3.479,

CPE 1360-1363.

The proposed finding is not supported by the evidence, because Schering appears
to have not sufficiently proved its case during the Markmon hearing in the inderlying
patent litigation against EST. Dr. Banker acknowledged that the district court judge
would have had to rule on the controversies in the Mardmnan heating between Schering
and ESL Tr. at 14:3248 (Banker). In the Markman heating in the underlying litigation,
the district judge raised the issuc of whether one of ordimary skill reading the ‘743 patent
would know that the invention would work with separate coatings. Tr. at 14:3038

(Banker). Dr. Banker aclmowledged that in the underlying patent litigation the digtrict
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Jjudge framed the issue as whether the “743 patent is broad enough 1o be read as including
a separately layered coating of tho substances mentioned in the ‘743 patent. Dr. Banker
testified the distriel Judge mdicated that this was “far from a clear issuc” and that

Scherng did nol have a “slam dunk cuse™ ‘It 14:303%-39 {Banker).

3.564. If'the term “coating material” was construed to cover one or more layers, EST's
 progduct infringed the “743 patent. (15 Tr. 32361 (C. Miller)). Similarly, if it was determined thai
the HP( und ethyleellulose in ESI's product mixed, ES1's product would infringe the *743

palenl. {15 Tr. 3362 (C. Miller)).

Complaint Counscl’s Responsc to Finding: No. 3,564,

The proposed finding is incomplcte and misleading in that 1t is contradicted by
Schering’s own patent law expert, Mr. Miller. Mr. Miller testified that if the district court
had adopted EST's claim interpretation of “coating material”, which required a complele,
homoegeneous mxing of the EC with HP(C, then Schering could not have cstablished

literal infringement. Tr. at 15:3397 (Miller).

“The proposed evidence is misleading in thart it is not supporied hy the evidence.

See CPRF 3.516-3.555.

3.565. II'Key had won the patent case, the court would have ordercd the FDA to defer the

approval of ESI's ANDA. (15 Tr. 3320 (C. Miller)). If ESI's ANDA had alrcady been approved,
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the court would have enjoined EST from marketmg its product until the expiration of the *743

patent. {15 1r. 3321 (C. Miller)).

Complaint Counsel*s Response to Einding No. 3.565

{Clomplaint Counsel has no specific responsc.

3.566. The split of the patent term in the ES] sstflement agreement is & fair representalion
of the likely outcome of the case. (15 Tr. 3369 (C. Miller)). As the *743 patert was set to expire
September of 2006, the seillement agrecment cllcclively allowed ESI entry o the marketplace

approximately 33 monihs belore the expiration of the “743 patent. {15 Tr. 3341 {C. Miller)).

Complaint Counsel’s Response to Finding No. 3.566

The proposed finding is imelevant in that it only cites Mr. Miller's opinion as its
basis, even though Mr. Miller is only a patent law expert who is not qualified to render
opinions on technical issues cntical to resclulion of the underlying palent litigations.
1r. 15:3287, 339295 (Miller). Accordingly, Mr. Miller is not qualificd to render
opinions as to the merits or probability of Schering's success on the infringement issue.

Tr. 15:3287, 3392-95 (Miller).

The proposed fnding 18 further itrelevant and misleading in that it ¢ites Mr.
Miller’s opinion as its only basis, even though Mr. Miller’s methodology for assessing
of the likely vuleomne ol he vase 1s unrcliable and unicsted. See CPRF 3.479, CPF

1360-15363.
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The proposed finding is further irrelevant and misleading in that Mr. Millec's
opnion as to whether the settlement constitutes a “fair representation” is only an
opinion of 4 patenl lawyer, nol an economist, who never considered the impact of ihe

reverse paymeni by Schering (o ESI in this ussessment. Se¢e CPF 1374-1377.

VI. THEUPSHER LITIGATION
A Procedural Backgroand of the Lpsfer Case

3.307. In 1993, Upsher-smith Laboratories, Inc. (“Upsher”™y provided Schering =
Puragraph IV certificalion asserting that Upsher’s proposed formulation for a gencric tablet for a
sustained release potassivm chloride did not infiinge the *743 1:»;11:«311‘:.7r {SPX 1274 4t 3

(Barker)); SPX 1275 at {42 (C. Milier); SPX 677).

Complaint Counsel’s Response to Finding No. 3.567

Complaint Counsel has no specific responsce.

3.368. In December 1995, Schering sued Upsher for infringement of the '743 patent in
the federal court for the United States District Court [or the Districl of Now Jersey. Key
Pharmaceuticals, Inc. v Upsher-Smith Labs, inc.,, No. 956281 (WHW) (D. N.1.). {SPX 1274 at

13 (Banker)); SPX 1275 at 9 42 (C. Miller); SPX 677).

Complamt Counsel’s Response to Finding No. 3.568

Upsher's product was called KLOR-CON M20. (SPX 1274 4t 22 (Banker); SPX 1275 at 142 (C. Miller)).
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Complamt Counscl has no specific response.

3,564, "I'he case was agsigned to Judge William Wails., The case was fully discoverad by
the parties and prepared for trial. Summary judgment motions were filed and argued. The casc
settled t June 1997, on the day before the trial was to begin, (SPX 1274 at 3 (. Miller); 5PX

1275, 942 {Banker)).

Complaint Coungel’s Response Lo Finding No, 3,569

Complaini Counscl has no specific response.
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Complaint Counscl’s Besponse to Finding No. 3.57()

Complaint Counsel has no specific response.
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Complaint Counsel’s Response to inding No. 3.571

Complzint Counsel has no specific response.

3 .S?EI sudbadad bt ddbd A i RA AR ARG AEd ARG AR AL S A RARAESA I EFEERd AR A A RE AR FSANERAMEFA RA I RS FEARSRSE ARAE R
Rk R A PA AR AR A A NN N R AR AN AREFASE RFE RE A RN R SEAF SRR INGA FR EASRA R EEFSSE FRFA NI DA F A RSB Ed ABA BD
AR AR AR AR ARA I ARA SR FA A FFE RS FF I A FMFIFFMMHM YIS MMM I I IEFIYEF A PSP ERFEFEY FEFFFFINFF ST ARSI FEV IR

LY LR LR LY LY LNl Il 1l 1]}

Complaint Counsel’s Response Lo Findnyr No. 3.572

Complaint Counscl has no specific response.

B. Infringcment Under the Doctrine of Equivalenis was the Dispoesitive
Issues

3 75 ?3 , AR PR R RN R NS AN AR NN RN N NSRS SN RN RS R RN NS P RS NN F PN PR A RS F NS NS F S R e n -k ok A

ESAFEA A IAF A F AR FA AR VT F AN P VR AP PP VRN U NF VN RA NP PP RA N RS PP v v

Conmlainl Counsel’s Response to Finding Mo, 3.573
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AR ARA A FARE M RE A FEE AR FANFRFEEIASF FE RS EEFEFFAVEF FEEN RSV ER VRN FSA RV EVEARVEN RSN R R RET
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L. Upsher’s Other Defenses Lack Merit

3.574. Upsher’s other argvments, regarding the invalidity of the *743 patent and whether
Schering cogaged in inegquitable conduct before the Patent Office, were not strong. (SPX 1275 §

62 (€. Miller)).

Complaint Counsel’s Wesponse 1o Finding No. 3.574

The proposed finding is mislcading and not supported by the evidence s=esvauses

A SRR A A AR AR A AR F A FA AR R AR B FA AR AR N RN RN RN R PR F TS RN RS RS RR NN RN
-a -lil.-l FASAFESE NS FAFANSV RN FASA FEU SN FANEIET RS RV RAR RARiv bbb bbb b kbR bR E RN R A AR AR R
SAFEFEEEARNENSE PSR P RN R bR R R PR R AR R F R R R R AR AR A A AFA R R FA NI IR FEIFREFRRRAN

EFTETET RV ETENET PR T RN PPN PR PR Py mrm ed el el il el ek Bk b bR

Tha prﬂpnscd f“mdjng is m‘islcad‘j_"lg and iﬂml’rrplc‘t'c SAAFASEAFRAAAE MR ERARA I AR A RET R

asrvurrrEbdr kb bEd4E R R R bR AR PR AR AR AR A AR AR A AL AR A R AR AR A AR A A RA A R A REEA AR

A AR AR REASA A AR AR RS FEE FERSA R FFSFAESASFE NASARSd ASd FE A FE FN S NS FESA RS ARSI RA FAFERRAN R
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The proposed finding is also unsupported by the evidence ssessssscsrassssinninaase

AR A AR R AR AR AR A R R AR R RN R RN SR P AP F S FU MR IR AR RS EA NP RS R R R AN B A
AR E A AR AR AR R AR A A Ak A A PR FF R FFF Y YR VR PR R R A FA RN F AR R R AR AR A b A
LI L R Ly Ly L Ly Ly Ly Ty L P .
AR RAE R PR RN P NP PR R RN SN AR A RA AR R A R A TR Rl o e e Bk
SRR A AR A AR AR AR R PR A b PR R A PR PR F AU F AP FA A SR A A R A RS A RS NN R R N R
AFFARE AR FA SR A AR R R PR ARG Ak A L P R R TR FE RS PR F U RN R R AR R P F Rl ek Rk Ry

EFANSY FEVINEYENFANFAFFANIFFEI A F A FARSA RS A A RA A IS AL AR A AARA AhE Ay AN ER RS PE Y RN RS B

3.575. On the vahdily issue, Upsher’s contention was that the “743 patent was invalid as
“obvious” in view ol the prior art. (SPX 679, dnswer at 6-7). [lowever, Upsher did not rely on
prior art references that arc morc pertinent than the art alveady considered by the PTD. (SPX
12759 62 {C. Miller)). The principle reference relied on by Upsher, the Hsiao 399 patent, was
already considered by the PTO in granting the 743 pat;:nt. (SPX 1275 al 162 (C. Miller)).
Thus, Upsher’s invalidity defense was not persnasive. (SPX 1275 at" 62 (C. Miller)); SPX 1274

at 25 (Banker)).

aint Counsel’s Response to Findine No. 3 575

AFEE TR AR ANF AR R R R RS AR bR R RN AT RN B RPN ol B el el o ek ol el ok el i el
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allerations of incguitable conduct were not persuasive (SPX 1275 at 9 62 (C. Millen)).

Complaint Counsel’s Response to Finding No. 3.576
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vessanenesses Similarly, Complaint Counsel’s patent law expert, Mr. Adebman agreed and slated
that the only points of contention between Schering and Upsher are directed to the infringement

issue. (32 °TT. 772R, 7824 (Adelman)).



Complanl Counscl’s Response to Finding No. 3.577

The proposcd finding is incomplete and nusleading in that it implics that becanse
Dir. Banakar did not testify on the validity of the “743 patent, complaint counse] has
conceded the validity and enforceability of the “743 patent. Complaint counse! has ncver

made such a concession. See CPRF 3,483

3.57%. Hence, the dispositive issuc in the Upsher case was the question of whether
Upsher infringed claim 1 of the *743 patent under Ihe doclnme of cquivalents, (SPX 1275 al {4

{C. Miller)).

Complaint Counsel’s Response io Finding No. 3.578

The proposed finding is nearly identieal to Schering’s Proposed Finding No.

3.573 Inany eveni, the proposed finding is incotrect. See CPRF 3.573-3.577.

2. Infringement lssues Under the Doctrine of Equivalents was
Dispositive
3.579. The broadesl product claim in the *743 patent, and the patent claim maost relevant

10 the {/psher litigation, is claim 1. ({Tr. 3320 (C. Miller); SPX 1275 at 9 30 (C. Miller)).

AFETEETEN VAN FFRRRFR R PRy p Ak A A F A A A AR AR AR RN AN R R PRI A R R RN F RN R ER AR AR A AR AP R
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ommlamt Counsel's Response to Findinge No. 3.579

The ¢laum chart 15 a demonsirative, and is nol 1n evidence.
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AR ARA AL AN A AR A A R NN A AR PR VAN A NN AN R R AN AN F T VAT RN NS T RN AN NS N RN VA N AN VNS A
AR AR A A R N R R R N S RS PR A VAN R NN R AN N T R A PR R R AR AN PSR

LRI LT L LY L] Il LRl IRl LRl LAl Ly Rl Ll lh Ll LRl ) LR by byl lyl by Ll fd

Complaint Counsel’s Response to Finding No. 3.580

Complaint Counzel has no specific response.

3.581. The subject matter of the “743 patent uses a coating matcnal compnsing, among
other ingredients, ethyleellulose with a viscosity greater than 40 ¢p. (SPX 1274 a1 9 26

[Bﬂnkﬂr)]; SPX 1 943 o0 1 g . 11 18_3 3-] T B I B R

L L L L e L e T e T T P e P I L T I T e T I YA P R L I P PP e AT I L T AN Yy

LLIRL LYl IR LI L LY LY IRl R Ll AL Pyl Iyl )t Iy Ll IR LY. Iy IR )l LR} 1)

Complaint Counsel’s Response to Findme No. 5,581

Complaint Counsel has no specific response.

3.582. The parties agree that Upsher’s KLOR-CON M product was an orally
administerﬂd pntﬂssium chlgﬁd& tH.bI.E-'L {SP‘X 12?4:'_ 1[ 23 (BHIII{.EI' ]ltl-lllll.l [ TTTY PR TS TRT RIS BT ) I L ] )

FETEY R R REVANET NI R F R VAN YT TN R TN NN AR TR NF NSRRI P PP NTAC T PR FA N PN W A W Rl ek ek & RS

[TITL I I LT R R Rl LR Rl Rl LRl Pl Rt E T LRy L L] r

Complainl Counzel’s Regponse to Fim:'iing No. 3.582

Complaint Connsel has no speeific responsc.
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3.583. PR Ay PR PR TR TR PR P A A P AR A AN A AR AR AR IR AN AR AR RN N P N N AR
BRI AR AR A AR AR AR RN RS F RN AP AR SR SR N R R A R F A AN R R AR A AN AR PP AR SR Ay Y

ARAREAT AR AR DR F AR R AN R dk MR A A PR A A VU A AN AN AN

Complaint Coungel’s Response 10 Finding Mo. 3.583

Complaint Counscl has no specific response.

3 . 5 34. AN AN RN AN NS VAN FF RN R AR ARA AR F AT R b B b b v PR AR Y R l.'I'l"l EFSA A FR FE AR kg
SAFAR AR A AR AR AR AR AR AR F AR A AR P P AT A P PN AR A A A A FARE AR SRS F R N F AP VSR R A B RN A
L L L Ll Ly L L L g N T T L T LT L L L g
AT PR AP S N B Il Ol ol i e O W W B B B ol e

R AN A ST PR PN SR A NS P NS o b o ol b kb bk

: R

e tc Findin

oumsel”

Complani

Complaint Counsel has no specific response.

3 5 g L LT T Ty T B T A A P A P PP T
LR Ly Y L L Ly L L T T T T P g
0 A Al Y B W W BT B A b LT T Y T T Y T P P T P T
FEURE SN NN R .'.. ERARE R R AN AN R PRSI N AR AN A AR R A AR AR R AR R R R e by b
FEPETFREF R R A TACEF FAEY PR AR AR R AR A A AR R R R A PN P N AT EE RN F R o N R

A lpE g EE VR P ET R FEF NN EEA PR F R A A A A A F R R R NIRRT BT B R B B

Cotnplaint Counsel’s Responsc to Finding No. 3.585

Complaint Counsel has no specifie response.
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3‘5535_ SErrh bRl AR AR RS PR P R NN AR F AR F R R AN R A SR A S AR R E AR A P PR
Tt rrrrrsrrrrrrrrrrry ey e e e e R T PR R RN D R T I R NT R I N IR LRI R TN AS R TSN LSRR RN LI AL LEL Loy Ry L}
SFFNSA RN ERT AN RN A A AN A RA AR N A BN RN FA N ST RN P R R R R R AR F R B A A AR A R AR R IR FA R AR S A A R FABAd
SEFAEA RN A R A A AR AR F A PP PR P EEF PR P ET FF PR TR PPN PP PR AR E T b oy el kel o e o 0 bl B ek el
T T T T e Y T Y I T ST T TP RART PR AR AL L AL LA E AR LR LR LR R DL L L LI L R SRl L T L E) Pl
ARy AR AR A AN AR A AN R r R P bk wkE R R R F R AR AR A AR AR ARA A R A AR AR RA A AR R bk

AR A PR A RS R F A PRV AN FANEN PR AR R R A AR AR A A RA R AR B AR A

1aini Counsel’s Response o Finding No. 3.586

Complaint Counsel has ne specific response,

31551?_ AR AN AR AR AR A A P A A A A AR A AR A N F A PR AR NP PR A RN TR FP P RN PR FR PR B
T e e e e e TR YL LI NPT RN T AP LR Y AP DR R A IR S AL LR L L S R R R P L)Y ]
AP E R RSN R R R b A A AR AR AR AR AR A A R A A AN FRA R R AR AV A v p kb h i bbb bR bR bR bR R R R
AVETERARR AN RN A R AR AN P AR AR U RS B FEF A P B FANET PR kR R AR F R SR B SRR R AR R R AR R R AR R A A A

ARFA AR FFARAAFA RS AR AN FFEFEFF AN P EE PP RN RPN R F RPN NP EF PR P P ey bkl el e bl S bl SRR AR

Complaint Counsel’s Response to Finding No. 3.587

Complaint Ceunsel has no specific response.

3_5E§S_ L L L T T T T Yy T T L P A DA R A PR TR L L e L]
A B I W B T 0 o o o e B B R B R R
AARAAEASA A ARANSA NS S AN AT A R R R AR R R AR R R A AR A R AR F A R PRI BN R PR

SEFARESSAFA A FANEA REndAn ke AR d AR AR B N RE AR A AR EA RS A RN AR AR R AR R R N A F A PR RN T R FY RV R T AR R b
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LI LRttt L TS TP T IR T TN LI AL PO ST ISR IR TR LIRS LR R LR Y R LD bbbl Ll Sl Ll LR
Complaint Counscl’s Response to Finding No. 3.588

SRR AR AREARE S AN BN ENEd NEA VSN RAE ER R AR AR R R R A AR SR AR AR N AR NI R FE I FE R RA R F R R FE R
AR AN A A BARSA REA SN EANA A UNA PR RN A BN DR kR AR AR AR A AR AT A FA R AR RRE PRSI FIFFEFAARIANR FA A AT
s
eAseaEasEene e, Tas b nt e A AR A AN A A AR R AR RN P R F RN NA RS A e
AARAFENEE N R A A R AR AR A AR A ASA RRA I A RARA A BE RSP FEY FETA N BRd e bk b b kRl RN R B R A
AR AR AR AR SR AN A P AN FA NS FEY RV EF RN RF PP REN F YRS ph b AR AR AR A AR AR A A R R
t‘.t--‘il-li|||.|||||.1'|||-|-'i-'1-¢q-"t-tit-it-i-‘liiii-iiilliIllliiiiliI'iIII"i.""""!|li|l

AASAFARE SR ENEA PR T s bbb b

3; ETTITINI ISP T I PR T IR DR AP LS DLt DR R DR LRt Ly R LR bbbl Lyl L L L]

FAFESA RS R AR ENE S B B AR NEY
3‘5E39‘ AR AR RS PR P NP PR T F PP R TS FRPE T R P F PR g bl ik kel ok b B Bl B A E R
gy e T T P P T T Y PN T P ST LI IN TPTE AL L LIS L AT P L LR R L L L
AARFAASASE AR A A E R bR R R R AR AR AR A A AR AR F N AR R AR FER Y PN AT VRN R AR AR RN
FEEAESE NN R R R R R A SRR AN R R AN VR PR TN R R AR AR AR A AR PR R PR

PP YRR PR FRErREn A A AA F A A A R R PRSI EF PR FR SR T R R P NN s Wl i kA AR R

Complaint Counsel’s Response 1o Finding No. 3.589

Complaint Counsel has no specific response.
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e LT L T T ey e T T T S P Y T P T N T RN T T T YR TR P T P PO LT PP Py
T TLI R P YR RIS NI LR R PN IR PRI Y S L ER PR IR AT LR T I YL IR L R P R AL PRV AT T Y P Y P Y
Er I IR R YIRS LYY EY PR AL PRI S S P R PR P LR R T Y R T P P SE TE P y A P I Py Y T Y Y
(CIR I ET LT AL DA LI L IR I A LRl R A R Ry I Il I g IRl Rl il I S I IR Rt I et It )]

LA DL L L L LR L Ll L Ll LRt L LR LRl L LR LYyl Rl iyl gyl lyll] )

Commplaint Counsel’s Response to Finding No. 3.5%0

Complaimt Counsel has no specific response,

3.591. Claim 1, as originally Gled, did noi conlain an cibylecllulose Hmmitalion based on
viscosity, although cortain of the ﬁarmwcr, dependent claims did speciiy a particular viscosity of
cthylecllulose. (SPX 1275 aty 53 {C. Miller); 32 Tr. 7757 (Adelman); SPX 709 at 1).

Complaint Counsel’s Response to Finding No. 3591

Complaint Counsel has no specific response.

3.592. The ethylecllulose viscosity limitation in claim 1 was added in the March 1, 1989

{$PX 1275 at 1 53 (C. Miller); 32 Tx. 7757 (Adelman); SPX 709 at 1-2).

Cnmgl'aint Counsel’'s Response to Finding Ne. 3.592

Complaint Counsel has 1o specific tesponse.

3.593. Amending claims during prosecution i3 a common praclict in the pursuant ol a
patent. (32 Tr, 7740 (Adclman)). Morcover, under the law at the time of the Upsher case, not all

such amendments or arguments created an estoppel. (32 Tr. 7740 (Adeliman)}.
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Complaint Counsel’s Response to Finding No. 3.593

AR AR A AR AR AR A A F AR P I NS NP RS N B R S AN E S R B AN
AN N AN RS AN RN PN U PN SN AN I NS F S PN P I A FE AP AN A NS A R FE F A A R ARA R SR D
AN M AP AP T R E N P A PN A A R PRV R F RN PRV A PP R RN P A P PRI U R RN I P P R A AR AR A Y
A FE AR RN AT FR IF RS PR A RN RN R R PN P F RN P AN R AR I N R PR SRS P+ I I NS N 4B A SRR A NN Y
AN PN FA VRN VAT ARV RN ICE PR F RN EE Y RN R PN R P AR kT A PRV R PR P F RN NS F A A AR R ok ki
SER AR R R R AR A RN AR R AR AR PR PR FA PR PR FA R PR A SRR AR AT AR R AR PR AN R FT AR FE FE RN FEEA R
T I T I Ty L P L I PP e Ey Y r e e YT A S IV I NPT R T P P XY LR T R P AT T T T e Ay e
AR AN R AT AR F RTINS R R RN N RN I R AR I N AN AN P RN S R R R AR R AN R PP R R P A AP R AN B RS B
LTI IR IR T AR r g E I RIS PR TS BT R Ly e L b R P T R P R I R A P J I P F P P P r P f Y P Sy Y
SRR AR R R AR PR AR R R R AR AR R AR AR AN R R AR AR A AR AR R PR R AR R R RR R R R AR W
o ol ol o e ol o Ry e R

AFERAASAFAFASARSARAREANA FEFARE S FA R ARG A AR S A RS A EE NS A R B R Rk R R Rk

reBaBsEBIsaERBARSs BaRanRentana rnanansennanans Noo (TPRE 1 405423 468,

3 5 94 LR LY PR LRI Py P LT LY PR Py R ey Tl e ey Ry PPN LR e L VR TR TN TS PR P BT R B T P ]
. .

(LI T RLI LT L ] iI‘ AFASAEASAREARARAREASAE ARABEEEFRSARFASAREASARARAR A ASd ARA M EA AR A DA R AR EA AN A FA A A A
PRV FEMAFER P N AN I NSNS FEC AN A P VSR NS S FEF F AN A N F SR NS N I A NS A PSR IR FA F ISP RS AR RV I ENA S SN ESERE T FET

FEFREMAFEFEA R RN FAN RN ER IRV R RANEF R RN PR P RN RPN R IV RS A PRSI F NI BT FA BT

Complant Counsel’s Response to Finding No, 3.594

The proposed findmygr 1 mcomplele and therefore misleading in that it omits any

relerence to the arguments made by Schering in support of allowance of its pending
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claims as novel over prior art in view ol the viscosity limitation. See CPRF 3.464-

3 |4685 [ LY E 1 1]}

3.595. Key amended claim [ by adding the langnage “greater than 40 cp™ in
conjunction with amending the scope of the claim from “*a dosage unit for oral administration™ to
a pharmaceutical dosage unit “in tablet form.™ (5P 1275 at 9 53 (C. Miller).

Lomplaint Counsel’s Response to Finding No. 3.595

The proposed finding is incomplete and therefore misleading in that it omits
reference to the arguments submitted by Key in connection will its amendments, notably
those arguments related to the viscosity amendmeont only and directed al the importance

of that added hmitation. See CPRE 3.464-3. 468, seuvaasanasans

3.5%6. Pnor (o these amendments, the scope of claim 1 could have covered, in theory,

liquids, eapsules, tablets, or other oral {ormulations. {SPX 1275 al § 53 (C. Miller)); SPX 709 at

).

lainl Counsel’s Res

‘The proposcd [inding is incorrect in that it uses “amendments” rather than stating
that it is only the amendment that added “tablet form™ and not (he amendmeni relating to
viscosity of RC that is relevant to the prior scopc of claim 1 in terms of dilferent

formulations. See CPRF 3.404-31 468, ssessssssansas
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3.597. In other words, Key amended claim 1 to make clear that it was clamming enly a
“pharmaccutical dosage unit in tablet form,” rather than all potential “dosage unit[s] [or oral
administration™ irrespective of dosage form. (SPX 1275 at 9 54 (C. Miller)).

Complaint Counsel’s Response to Finding Neo. 3.597

The proposed finding is misleading in that it aftempts to couple the two
amendments in 4 way 5o as to obfuscate the distincti on between the two amendments.
The stalemments :nd argurnents relaled (o the amendment, “greater than 40 cp”, related
primarily to Key's cfforts to surmount an obviousness rejeetion, while the amendment
regarding “tahlet form™ wags primarily directed to the issues ot dosage units. See CPRF

3461, 3.464-3.468, 3.596.

3.598. Indeed, had Key intended Lo amend s clauims Lo distinguish the “399 patent, it
would have claimed cthylecllulosc with a viscosity greater than the 10 ep disclosed in the 399

patent. {SPX 1275 at 4 54 (C. Miller)).

Complaint Counsel’s Response to Finding No. 3,598

The proposed [inding is mcorrect i that 1t omits any reference to Prof, Adelman’s
testirneny that ey could have amcnded its claims to recite a viscosity limitation of
“greater than 10 cp” but did not and instead chose to argue that the “greater than 40 ¢p”

hmitation was tmportant in terms of patentability over the 399 patent. See CPRF

3 . 4ﬁ4_3 .466‘- ANV AN RN RN A NS P FE SN A A A F SR SN AN A A I NS A S F AN RS S AR R A A NS SN

LR L LD DL LR L LR L Ll LR L]

1410



3,599, When Schering amcnded its claim to recite a viscosity of greater than 40 it may

have surrendered coverage Lo a viscosily of 10, but no more. {SPX 1275,9 59 (C. Millerd).

Complani Coungel’s Response to Finding No. 3,589

Rk R R AR AR R R R AR R R RN R PP P NN AN PR RN AN AU N F AR P AR A AR R
LL R E RS ER LD L DL L L B e L D L e LIRS R R P P R D R e P a L YLD IR ] T Y L TR T A ey

R R S S Rl e e o o el ol oo o ke ol o O O O O e B e ek o R

sansarssi s rREsR R R Rurerarannnarenne NS00 CPRE T 464-3 468,

3 . ISD[L LEAL LSRR E L Ll Ll L L R D R R I I R T PRIy Py Y AR R T ] I T T T Y ]
AL AR ARSAARASAREARASARAARAREFFARARAdARAREAREA FRARARRAERAA R B RER AR bbb E vk PP RN PR S ARSI A NS FER A RA N

Complaint Counsel’s Response to Findine No. 3.600

The proposed findimg 1s mcorrect and not supported by the evidence, See CPRF

sesremneienesn 3 SUAR_T 500

4 FEFEFARES PR EARFE S AN A AR RE R A AR AR R PPN RS PR PRSI RN RA N F R PR RS

PRSPV FENEN A AP AN A SRS RN B R
3 . ﬁﬂl L AR AN R R A AT R FREE R AR R AR I N R R R R R RS R R S ik ek e el
B AR R R AR AR A AR AR AR AN SRR RN AR ENE S R PR FA N AN F A F AR AR BT B S

AR FIAFARE AR AR FARA R SR RERE MR AR A SR AR AR AR MR B R R R R P H Y A PRV AN A ARSI F A SR VA N FA P F P EREO P

Complaint Counsel’'s Response to Findine No. 3.601

Complaint Counsel has no specific responsc.
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3.602. Claim 1 of the "743 patent claims an ethylcellulose having a viscosity greater than
40 ep. (SPX 194, col. 8, 1L 18-33),

Complaint Counsel’s BEegponse o Finding Mo, 3.602

Complaint Counsel has no specilic response.

BGOSR A A AR A AR AR AR AT AR R AR R R R R R Y TN R N RS
AR R AN RN AN R PP R A R PR VAN RV SRR AR AN SN F S P A AR AR AR AR FASA S AR+ 0 0 NS BN A P AN S B A
LA R R B R DR S L LR S P L R B S I S I S L D s P PP L e a s D LIy P T S Y Ty e e e e
T o ool ok A R R U ol R
ARSI A M AP AN FE SN P A P A NS AR N R R R AR AR A R R AR B R T PN NS AR A NS R A A A
TR TR R E TR AR TE T AT R I Y PR E VRTINS PN R F IS RN AR PR A AR A R R R AR AR AR R A R e R PR TR
LI LR ISR PR LA I L LR R R e R L Iy Ly Ry ] L R g Y R Ly T L e e T
Al R b ol ol il bl bl Bkl kR B P T R ol B I N e O o o o o o ol ol ol ol ko kR

ESASERIREARSARE ST ARARARARA AEA BFRAEA R AR PR R B RERAR R RV AR kTR P AN N U PR NN

Complaint Counsel’s Response to Finding Mo, 3.603

BERYESFEFFANEANEFENRS RS R EVESEEFRANEE FASA A ARG MR FFEF AR A AR A F A AR A AR AP PRI PSR RS P
Ly L T T T T R T T T P T
AR FFRIR S FA NI AR FFAFA A A FAREA RERFR A FAE AR R AR AR PR A PP FE R ISV PSR AN S RN RV NN A AN FSSE AN
IR AN R A NI A AR RA A F A A AR AR AT FF NN RN F RS SRS AR AR PR R NS FEE R R
AFEVINFAFEFA A RSA FEE NN B A A RE ARAFRA A FA AR AL AR bk Ay hay Akl A S PSR R F P RPN SRR RS F R S AR RA B
TRV EVEFINE MV M MM R R AR A SR AR AR R A R R P EV AV NN N S RN RS A R A AR A

142



Sy R PR RN IR YR R RN RN AN R TR IS A R R AR A A A R AR AR RN R N R Y E R [ LIJITITFT]

Shdih il A ARl R AR PRI NP RN SN AR B RN A S R B R By S W W D E Bl Bk [ L LT RTT]

FEREIEFR AR bbb b Y PP PR R A AN AR N A A A AR A A A A ARk AR A AP PRI A R B

LTI e L L T L P et Y Ly Ty Ly ey ey T P T S T I T Ll T i T I ITITITI .

AEEd bk kRt A A A PR TR YRR FEY R RN RN R AV AR R R AR AR R RN AR AR P e [ [ ]

TR RS R AR R A A AR AN A A A A bR PR F AR AN P R RPN S A RN AR E FA R A A AR AR PR FEE R R

FEF VRN AN A PRI A AN NS AR AR A RS PR AR F Rk kN AT AP P NS A N A A F AR A Ak AR AR WY

ARARFRTEFARE R RN AR PN RN PR A A PR P F R A PSR R R R R YFEERFSERARA AR AR REd R N B

SRR AR R AR AR RSP AT AN AR FE AR A A AR bR AE P PP F AT SR I FEE A R A

FEAESFSEFARARARAR AFdASARE RS &EA R

FEERAEFEERFAARFE NSRS AN b e PR B EA

3‘6']4‘ FFYEFIVRYFEFAR RSN

TEUFAFSAAFEARERARAFAFR AR R R R R R T EE

B RA AR A Ak A AR PR R P U RSP F R EAEE PR A R AR AR PR R AR A P AN Y R SRR N R F A A A AN AR Rk R Ay P Y
SRR E AR AR AR AN R AR Rk RV NI PR PR F RN R F AR A AR AR AR A A A R AN AR FF RN R RN A ke

AT PRSP A RSP B A R E R R R T B R N AR

Complaint Counsel’s Response to Finding No. 3.604
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Complani Counsel’s Response to Finding No. 3.605
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FEFRERAFEFECFEANE SR FF AN AN SR NA N FEA R AR NS B R A M SRR A A A A RA R bR g PP RN RS EA R R RA N B

iliﬁiiii}ill‘iitiitiiiiiiiiititti-i--n-II-l-ruiuluilill||l-||l|l|lll|l

ek

SAFFARARA AR R F AR AR AR AR R AR AR AR AN PR NP EE FT PRI FE SRR AN F SRR P AR B A R R R AR

AR AR IAFARA AR AR R A AR A A A ER Ak PR R PR PR YA FF AN P FF AN E AT A RN A N A

AFFYEIFEFA AN RFAASEA ARA FEF RN FARFARA I RAFA SR AR R RAR Ry R R A PPN PR N FSA P A AR I SRR RN

ARSI F AR AR F A R AR R A RA R R EA R A AR AT RN bR kR AR E R bk b R H PP P AN NN F S S A PN AR ARA RV PRk

FEFFEVEN RN RN RN RN SE VAN A NN A A N RN A RS A RE R RE DA R A AR AN AR R R b b FwE P R Rk
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ARAREA TSR R AR FETAF I P I T P F P PR U T A A PR FANTF PR PP FY PP PP rnf pp sl prd g g phkdd A by Y SRR P
A A AR EF AN RS PR P RN R R NN R AR R n bR A AL AR A A R b AR A Rk b
A S A A AR AN PR EF SN AR RA VU PR A VST R ke e B R b PR B R R R AR R R AR AR RR R R b A b
AR ASY R ARESA FE RN FAESd FEVIFEFETF FR R RA P RE RA SR A R AR R AR R A AR AR R R R AR P AR AR R R
AN PR AT PR PR R I PN R PR PRI NI P FF A npy pprn ddhv dd dh b h S AR i h i Ak rdd Y AR PR P Y
A N A A 0 R R R R R
arrararEwrdrd E 4R R AR A RA AR A A AR AR AR ASRA RS AN EH S S NSA F A FEEARFANFAFSI NSNS ASN I DA R AR R A RS 0k Hh

AR ARSI R A AR AR AN SR Y

3.606, Viscosiy 1s a measure ol the resistance of a finid to flow. It is measured in wnits
called “centipoises,” abbreviated as “ep.” (SPX 1274, Y 50 (Banker)).

Complaint Counsel’s Responge to Finding No. 3.606

Complaint Comnsel has no specific response.

3.607. In the conlext of the “743 patent, the primary significance of the ethylcellulose
vissosily 1s 1ls mnpact on the durability of the ethylceliulose coating and hance the ability of that
coating to withstand compression forces. (SPX 1274 at ¥ 28 (Banker)).

Complaint Coungel’s Response to Fimding No. 3.607

The proposed (inding is misleading in that the finding omits any reference to
prosecntion history of the *743 patent in which Key argued that the viscosity of the

ethyleellulose was critical lo its novelty over the prior art. Sce CPRE 3.464-3 468, seevss

LI L ] L] ]
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The proposed finding also is not supported by the evidence, =wearaserrere

panppuappdbbhbidbd St s G FAAE A A AE AR A RSAARFE AN AR AIEFEARFEA R A FEFSNA N FANFFFE N F A RS R ENAFSAFRE A A A B
SAvEEvER AR R R AR AN AR RE AR A A A A NS ESE AN N NI NS AN FANFFAFEFEE B SRA B RN ERSE N EREFARFERAFE N BN F VAR
kiR A AR A A RS MR R MR I I FF Y M FFVIEFIIFEI R PR F AR A M FFAI Y F SR FEFFEFF FEFANFFEAR
wripgpppp i dd b i FA ARG E ARSI A A FFAN A VEA RN EASF R SR RN A VRS RN SA BT RN R AN RS RN S A AV EVESA BT RN RAFE R A B A

ASAARAAEARARdAEASE AN A REEENE FARE N EANEE FEA VSN ENES FEVAFEY RS bna venindbdrER e R R RARN S

3 . ﬁﬂE e ke el e e R R B R A R R R B ol
4 A4 AP S B4R B RS B TR R TS NN PR PRSI S P AT YR TEE TR BT e
AR A ASA S ARAASE ASE R AR FARAN S FU NS FE NN FA TR PR S P T R R AN R R R A N R A AR R AN R
S AFANSA NS B EA TR PP AR R AR R AR AR R R R R R RN R R AR

Complaint Counsel's Responsc to Finding No. 3.608

A A A AR A
SRR NS RAAd A FARSASAFASA IR EARFEA N Ad AR S FEFARE MR FSE NN FABE S SR FEFA N FA RN EFEF FNSVASYEFFA NSS4 A B
AR FAEFESE MM EFEFFY I IS FITEY FEFFE VRN F RN FF AN FE FFET FEFEFY EF PP Y P FE N FFF RN PP FR AN AR P FR R E SRR FY
LRI T TI ORI R TR AR P R TRd E R R LT R L Ry Ry P b TR YRR LR LR L DLyl LRl Ll Ly Ll ]l
-i'.“.i-i........-.i'.'i.‘l.li..i]li'll'i.il.'.-iI.I'l.III'ill".i.l'llllll'.llIIIIlII.III.'..III.
AR ASASARE AR FA A SR FEAS A RIS SEAFSE N EFAEEYSEFESA IR EEA B RN+ EF M SV SFFI TSN SR FAE FA VA BN BN FEF RS S SU TN
B R R B RN R R ST R YNSRI T Y
o el el e o O o O ol O o O o O o A o O o O o ol O O o O O O O o ot il ke
A AN AN EV SN NI PR A R R RN RV FAN BN PR RAVEVAN A FEF VS FA NS VA ENAd vl ddn b pd R R AR AR A AR FA B

TEETAT AT RN RN R R PR R R R R R PR R AR PR R R A R AR F R N R AR AL R R A AP F TR
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EI Y L IS L TR LR R T T e r AT LR PR RN ERE RN E LV D RN IR LRI LR YL INL I Ll L] LRl ALl ddL IRl llRYH ]

FEFBESFE A SRS BEFASEARFF B RRprEsh il ain bt b h A A AR A AR AN FARSA FE I NS EEFFEEA FRANA A FFINRARRA A AR
'

AEAAEAREA AN AN A R RN RN AR AR AR A A A EE A AN N RS FEEFEFRFEFESEN ERE SR ENI NS REEABA R

AFGARE ASE A A NE SN NN A NS ER R AR ARG F R AR A RE SR I ARG I A FEFAFAEFESFFFEFEYREFFFEY FRE AN EVIVEF FEEF RN

ARESEEASE R SRS FAC AN ESANRE NN by R bR kAR A AN A RA AR R

3 _ﬁ Dg'_ AR AR A FEE AR AR PR RN SN AN AN P PP A N F A R RN AR R PR F RN AR A R R R R R R

SEAFAFARFAREA R Ad A FA RN FEARA U SA S BRFF PEVAPEFREFR AR R YRRy AR AR bk A R A AR AR F R R A RARA R AR ERA R AR A

AEABAFEARFERA NS EFARERE RS R RN PRR R bt b AR FA AR A A A MR FAAEF A RAEG B RA+BAREEEY

Clomplainl Counsel’s Response to IFinding No. 3.609

The proposed finding is not supported by the evidence, which includes Dr.
Banakar’s testimony and an admission by Dr. Banker that at the time of the underlying
patent litigation, Dow lterature described only Ethoeck Standard 45 and 100 premium
as viscosities recommended for nse in microcneapsulated pharmaceutical products. Tr.
at 22:5233-34 (Banker). Dr. Banker acknowledged that Dow lilemalure (tom May 1996
lists only Efhocel Standard 45 and 100 Premium viscosilics recommended for use in

microcncapsulated pharmaceutical products. Tr. at 22:5235 (Banker). sesssusauses

A FENE P SRR v kbR R

3 6] D‘ PR AT R R A A A AR AR R AR RS R R FER R RN AR R ETAF T A ER PP A A AR AR
A AN FEE R R E R kA AR A A AR AR M AR A A A AR AR AR A NS NSV EU R FRENSA R PR P PR AR B A LA RS ARVAR

Bl wid Add AR SRR A A SN AN AU M N FA ST ST RSV N Y REA P R
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Complaint Counscl’s Response to Finding No. 3.610

The proposed nding is not supportad by the evidence. There 15 no empinical data
in Lhe “743 patent that describes the properties of HC 40 or 45 viscosity. Tr. at 22:5242
{Banker). Dr. Banker acknowledged that the Dow Chemical lileralure explains that by
varying 1hs type of Lthocel, the insoluble versus soluble, exciment ratio and the coating
weight, wide variations of release rates can be achueved. Tr. al 22:5239-40 (Banker),
The only data that the “743 patent provides for is for EC10 viscosity and EC100
viscosily. Tr. al 22:5241-42 {(Banker), sssessssetssassassarsarasasranssnisaransinssnasaases
sssnssancrarasansasennaarnsansvsasnane [ Banker has asserted that EC 10 viscosity would

ot “‘rnﬂ.,: to make lah[e_‘[g‘ Tr‘ at 225242 [Bankcr} A el

EEY IT LRI TR T IS IR SR NP PR RIS PR P L IR Pty BT RN Py L Ly e RL I LYl R ly iyl L)ty Yyl Ryl y])

[(TXYETRTS PR IR PR R RS RS B ER UL L LI I RLIERLIE LY LY )L}

Tl BT L T P T P PP PP
aePASEa A RS RS Y RS Yy Ry b R A B A AL SRS PSP E R B RS
arremmneEsEEamE e rbn bt b SN A AR A A A AR SR R ESRE R S SRR AR AR RS
dbkvan b bd b

Complaint Counsel’s Response to Finding No. 3.611
L PP
SAAEARA AR RA FEARANES BN FEFA VSN EEFFEFEANE A AN RS NS NEA NN R AR SR PO R RN S PR ke bR R AR FA R AR FFE R

SAFEFAEESEFA AV SN FA R RN RN e B AR R R R R R R R AR R R R R AR E R AR PR AR _[t_ iS '['[ul
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supported by the evidence berause il conflicts with D, Banakar's opinien and Dow
literature concemmyg recormmended viscositics for microencapsulated products, See

CPRF 3.609.

1 61 2 [TITTIITI TR BTN RIR RN L B LA N LRl L YR LY Ryl Ly L LIl L LY LRl Ty Lyl Rl L Rl Ll e LNl Ryl Ryl ]y}
EsanaraEransArarrurrru vk b b b bk R A FA Y AR A Ed A A ASA FAEA RS FARE AR EAEEAFEA RSN EVARAFEE NS N EFARA FA R A BA NS A RGN RS Pl

LLLIEL LR I L Ll )]

Complaint Counsel’s Response to Finding No. 3.612

ARSI PRspnadin bbb hi b Ab ARE AR A ASFAEASAEARARAFREAFEREFARARNEEEFANEFERA FRAA NI NERARFRA NSRS FER
AvEesnrA AR dRRAR A ARARARASE REA FER SN FARA FEA R RE RSN FRE R FFE R EARA FE RV RN FEF FANFFEE U EVARVAN ANV R RV

AR A A FARSFAFE M AN A FE M RA NP FEF FEF I P M FF PR RN PR NP EF R PP RV VR P VAN F PRV EFF PR RTY ]’1 iﬁ nu'_

supported by the evidence because it conflicts with Dr. Banakar's opimion and Dow
literature conceming recommended viscosiies for microencapsulated products and
because Schering can provide no data to support this conclusion. Sze CPRT ressess

3.609.

3 . 5,1 3, L LLEL L] AR AR N PR AT TR R R AR R R R R SR R R R AR A AR A F AR RSN
FEAEEARFAFSANAN A NN RN PR EREd AR R R AR R R AR AR A AT AT A AR FA R AR A FE R R FIRA R RN FE A FEFANFFIFEF RV ERRE Y FFFFF

Complaint Counsel’s Response to Finding No. 3.613

FR AR R A PASA AR AR FSA FSA NS R AR F A A N SR F SR NS AR FEF RN N FA NP PRSP RN IRV U N NN F

AR AR AR R A A A A A N F RN R AR P AN F P A A A PR TET EF A R RPN AN F R A NS PR PP RN N PP P N b
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IR T ISR I T IRT IR I TSI LRSI LN T RS R SR LS R 1 RS AR Lty Rl L B Ll ULl bbb L LE L It is ru)t

supported by the evidence because it conflicls with Dr. Banakar’s epinion and Drow
litcrature coneerning recommended viscosilies for microencapsulated products and
because Schering can provide no dala lo suppord this conclusion. See CPRF sereeans

3.609,

3 ) ﬁ ]_4 Hrd AR AR A R AR R A ESA SRR AN A RS NS RN B EAES FEE T FEE PN NS B NS PR R
E1 LTI B LI NI R L L L LR LY L LY LRl LD Il Ll LR LR Ll Ll Iy Iy Lyl L) IR Lyl Bl il l L Rl LR Ll by byl alydlhl)
SRR SRR ST S SRR E R R E W F T A R A a0 ko o o ol ol e ol o ol e ok o
EEASEEARAFEN BN EN A R A PR N AR PR R R AR R IR AR AR A R A A B A A AE
Complaint Counsel’s Response to Finding No. 3.614.
LI EA NI P ER R DL LRI LRI IR LI I L I IR LY R IR L IRl NIRRT IR IIRIRIE NIRRT IR TIRL A2 11 1RIL)]
ARSI AN NS FEVAF S EFINEN FEV RN FANENEN RS bnund R4 R kR AR R A R R AR R RN R R Ii is mt
supported by (the evidence beciuse W conllicts with Dr. Banakar’s opinion and Drow
literalure concoerning recommended viscositics for microencapsulated products. See

CPR_F 3505, ssssarsnisnansssaransanas

3 G ] 5 L L T T T L L T R T P P T TP e L T R e
PSRRIV FREENERE RN R R PR NN R g bl b e A AE A hA ek A A AL A AR A AERARAd A AR ARG FARAERAREREAN A FEDRE RN
FETENEERANEN RSN RN R kN A R RN R R R R AR R R AR AR AR AR AR R A AR AR AR AR RA AR BRI AR AR A FERE

AR bR AR AR R AR A AR FA A RA AR AR A EAFERA M F A A FFEFFEA A FEFI SR IS SARFFSRE A IS ANFA NN FREFARE
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YT T T P T r e r At TN L Y I I RN TR L LR IR DAL AL S L Y LR B DS L L LR L LRl Dl Rl S iyt ]}

aAkdkdkdddsbdiddbd AR inAEEREARErRREARe PR kb pavaa v R bR R bR R R R A A AR AL REARA R EHAA RS

Complaint Counsel’s Response 1o Finding Mo, 3.615

USRS TP T PSP
e At BN TR St A e e S e AL S LA ARA A A S SE ARSI REE PEAR PN AN AR AAR SRk b
AR R RS ERR AR Ry R AR AR PR S AR AL A S L RN LA S A N s A naa ansssnnnas |t |2 Ot
supported by the evidence becanse it conflicts with Dr. Banakar’s opinion and Dow
literature conceming recommended viscositics for microencapsulated products. See

CPRF 3.609.

E_ﬁj 6_ AR A AR A R A R I PR A A AT PR PR F RN PR VI PR AN PP F PP PP AT YR YR FRF PR R AR AN
N T e e e T TP R N R PR R AL SN DN RS ISR PR L RS TR AR RS A LR R R Dl P L B E Lt P L bl
A A A A AR A A AR A PN AR F SRS AN R RN AN R RN PR WA D A bR kbR RN R R AR B P A AR AR AR Rh A
ASAFEMARFARSE RS A P A AN N R EVEN PR RS PR P b R A R R R RN R AR AR A FA SRR FA R A EA IR M M E I NI EF R P A R

FEFFEAEAFFAYSIFEYFEIFFFF SR P FY SR PR PSR AR En Fppy R bR b b b AR A A A AR AR AR A AR AN

Complaint Counscl's Response to Finding No, 3.616

AREEEN '.' (IITECR BT R T e BTN RO DR Y P ey el L PRty Iyl LIty Ll LRy LIl 3 L 1LLYR L1} 1'[1 add_ition . Dl’;
Banker acknowledged that Dow literature from May 1996 lists only Ethocel Standard
45 and 100 Premium viscositics recommended for use in microencapsulated

pharmacentical products. Tr. at 22:5235 (Banker).
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3;6].?; SESFES PRSI R R RN A RN AR Al AN A RS PN AR A R A RSN RN NN N NN R RN SRS FEF RN b

WS A Rl o o o o o oo e o o o O R N R R

AFAVEY PR RN P AR AT kR R R R AR RN R R R R AN R AR R R R A R

Cottmlaint Connsel’s Response to Findineg No. 3.617

ayprppdbdhddhinbsdbdd bt bbb db A i b SRR bbb ARy b AR AR PR FREENE S RS B B
Ahsd b AA AR AR AR AR AR A AR AR ASAREREMFEAERFRA I ARG RS AFAd AR A A AR AREA Ay ah Rl AR AR P EE R F A S
EFEAN AR EEFISE NS N EFFESA FA RS FREFRE AN FAFAVEFFISA FN FESEFAFEA RE R SRA R AN R RN A B BA PR EAEFEARR AR B d N pd
FF R YRR R AN AR I NN PR P RN RN F R F N PR PR Y P F AN FF N R N P AR P NF PR P P FFFF PSRV EFE VRS EFFAFFF IS4
LI P e e NP P e L LR LYY L L Y e LIl YLy PR Lyl LRl Rl el Pty Iy Pyl ey Pl ey Pyl iy PRy ey eyl
AREAGFARA MDA EAEA RS PRI R A RS AR AR AR A R A Nl Al Rl Rl R R R o o ol o ol o
EFANASEFEFENSEAFEF FE M FEFERIFEVIE AN N ISV EFENSS RN BEFFEAFSA M FANE NS ESA RS AN FA RS RA R A B EE & RE
LA AL LR L IREL Ll LD Lh L) LRl LR LR LR L) Il LR LERL Lh LRy LR L LAl LRl IRl Ll LR L LAl L LIER Il I LR LY lEDR LR T].]
LA LA L LR L IR L Ll t LRl Dl R LR L Ll Lyl LR A DL LI IR LI LYl LAl Iyl LR LRl ARl Rl Bl 1l Ll LR LRI LLRLLL YL lJ]J)]

LEAL AR LRI R L LE L R Ll L AR L L R Rl L LIyl el gl LY L Rl Al IR IRl I L)y )l)

sassassarsnnssniansennrans [y Banker acknowledged that Dow literature from May 1996
lists only Ethocel Standard 45 and 100 Pramivm viscosities recommended for use in

mjcmehc:;rpsulaiﬁd pharmaceutical products. Tr. at 22:5235 (Banker).

l}. LR AL SRl il LR LI Il I Rl L Il I Rl il Ll I sl IRl IRl L L)

AHAFFR R A AP AP RN AR T R FA R R TRV R PR R R b

3 . 51 E L R AR R R R AR R bR bR ek bk bbb e vdravma v b md va b vard du vkl vhna v v rwd pw i dhr bRk b bbb kR

ARSI EA AR ARAEFR P RA P REA SRR AT A FARA AR RN AR R A R R R R R R R E R RN R RN R R R AN R R R R
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UL FENAN SRR RN RN TR F A NN AN R RP R AN rE AR kb bd b g e pd i d b hdmprn bR A R R R A R PR AP R R EEEE B R

S O O e ol o e ol

Complamtl Counsel’s Responsa to Finding No. 3.618

Complaint Counscl has no specific responsce,

3 . 51 9. o B I B T I e e R

RV PR TR T NN PP P T TR R P NN F R RN AR YN F R N FR R F Y AR N TV I PR F PR RN PN

Complaint Counscl’s Regpense to Finding No. 3.619

Complaint Counsel has no specific response..

3 [}20 AR LR AR AR RN PER AN A NS N R N R NS PR A SRR RS RN RN RSP R A S B B AR RA A RS R R &
P RANEA N RN IR RN RN RAT S PAR AR RN RAR bR R R RSl R R N AR R IR PR PRI PR EAN Y N AN N FAEE PSR RS R R VRS NN R AR R
L L L L T T Ty O T Ry T L Ll LI T T Ty

Complaint Counsel’s Response to Finding No. 3.620

' svavevavhdvdd kbbb bbbk bbb A P A PR SR P EEU NS VEVA S FE F AN TS AU EU RS FFA PR N RS

LI LA AL LD LE DL LD L DL Ll L Ll DL L LR Ll Ll LRl Ll LR Rl I Ll LRl IRl Ll Y] L]

whddhrhdh i dd AP I ARG AR RA SN PR RS E R R R R R bR ol R b

SAFIFEFRANARA A F AR ESFEFRANANE FEF SIS ARA FRA NS SA A NG FARSEA M A A AR M SR A A AR A AR A A FARA AN FEA DA AR ERET

AREANE R IASASARAREFARA RSN FARA R FANSA NS A SRR B R N e el ol ol kel B R e ek Dbk R
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LY R Y Ly Y Iy ] Ty L T T L Ty L P  prararas
AU AR PR A B o e A A AR AR SRR SR
SEFFE NS FE AR PN A A AR NSNS N A A B A AR B R R

AP TN S PPN A PR N PR F RN F R A A FA A A AR A AR A A R AR R AR R R AR A S B R SRR
AV IT RS NE S RS S R AN PSS PR RS B S R SR N S A RSN AN S AR A A A A SR P A R AP AT R PRI A Ak
R T A T P BT P T B T B B e R B

SARIARARAAERA AN AT A REA R AT R RE R R R R A R R R AR kN A VA P EET FEY

3.{;21 ., RS RERATATAR AT R FF AR R SR A R MR RS RS A A A A R A AR A A R R AR A A AR AT R PSR R
AR RN R AR R R R AN PR PRV PN RN R FE RN R RN F NI FA FA RIS AR A A A AR hk bk d bd b vav R

AR AR A R A AR SR AR PR A AR A A AR R R RN RN RN AR R TN NN EF AN B

Complaint Counsel’s Response to Finding No. 3,621

The proposed finding is inccmﬁletﬂ and misleadimg, =e=srswrsversessenss

3. SMOQ is Equivalent to HPC

B_fizz_ FARA ARSI R A AR AR PRSP AN R RS PR AR S FEE R R RS B B R R
i'ililIiliiliiliiililliilililliliililiillillllllllli!iliil#iiiiiiiilii-ti-i-n-l-n-i'-tilIiliiioliillrlll--nlili

R R R TV AR RS P P P NSNS B N A N B N R A Sl A R ol ol el o

Complaint Counsel’s Response to Finding No. 3.622

The proposed findmg is not supported by the cvidence, sesssssssssrnsrninmmsssniaase

AR AR R AR R N R AT T AN AR R R RN AR A R A A R AN A A A A A AR b A AR AT AR SR AR
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R RA SRR RN R RN A A s A AR A A A AR R F AR F R R F TR R R EVAN PN P F P NET R U RN NA R F
arzunansananavardd b dd bd b Ed 3R 33 d AL RS AR AN AR AR AR FANEFA S RSN EUSVINEV RS FEA VRSV ETI VR VI PO E BET
AFFSFFESA SERANET P E AR E R R AR A AR M AR A AR AR RA RSN FFAN FRU N RN A R RN R b PR R Rk Y
EFFSEFIFE TRV TR PR R YRR R Rt kA A A A A A A AR A A AR N RS F T AR R PR AN ER RN VRS PN R T RN U F SRR AT
SRS FFAR N R Ak A R RS FA AR R R AR EAE A AR R E R RS R E R AN NFPAN N AR FREEF TS PO PR P A
durddbd bbb A R AR A FAR A RS AP RN BN A NA RSP PPN PR R RN R R AR R N R T PR T RN R A A
REARSAAAFARARSRANSA VRN RSP EANA ST N NN P bR R R R AR AR PR AR AR R PR A A A AR A AR AR R R
SEEREE AR TR RN NN AN NN N hd e b R AR R F R R F R AR AR A A N RN R F A RA AR R A BN R A AR

PEFESS A piab b i A RS A A FERE A NG ASA BFFEFEASEARENAFA FREF FEARREFENT

3.623. SPX 2259 (demonsirative) is a charl that summarized the evidence in the Upsher

case on the question of whether the use of SMO was cguivalent to the claimed invention, essesese

SPX 1274, 9 49 (Banker)).



Complaint Counscl’s Response to Finding No. 3.623

The demenstrative 1s not in evidence.

Evidence of Sorbitan Monooleate Equivalency

Evidence of Alleged Evidence of Equivalency

Non-Equivalency
Upsher disputes wherther serbitan monoaleate is Drr. Banker refused to work with Upsher becauzse he
3 plasticizer. belicved sorbitan monaslears werked the =ame way 53
HFC.
Sorbizn monooleate does ot dissolve o form Sorbitan monooleate, like HPC and PEG, is a plaseicizer
holes in the sthylesliulose. of edhlesllulose,
Sorbitan monoclests is used only as an anti-static Llpsher's Development Report listed sarbitan
rgent during the costing process. manocieate as A plasticzer
Sorbitan monoolaats is not & polymes Warinus peer-revicwsd publications shawed sorbitan

monooteaie as a plasdoizer,

Authoriative text book, The Theory and Praceee of
Industrial Pharmaey in the chaprer by Seicz refers 1o
SMOCr as a plasticizen

Yarious orher US paterts directed to coating fraterial
for pharmacevtical eablets discless sorbitan menooleate
as a plasticizer.

Sarhitan mononlest® comains the sime functional group
as ethylcelldlose and HPC,

Py XRa

a. Dr. Banker Refused to Work with Upsher

3.624, Dean Banker testified that, on or before April 16, 1996, he was coptacted by
Rmce C. Haas, a2 tawyer representing Lpsher, to serve as a consultant or an expert witness for
Upsher in its defense against Key in the Upsher Litigation. (SPX 1274 at 4 ¢ (Bankei); 22 Tr.

5205-6 (Banker)).
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Complaint Counsel’s Response to Finding Mo, 3.624

Bk ARAGEA AR AR FARE FARFEFFF B A REFARE A FRIASAEFFARSA ARA B FARA AR S AR A A Fh Bh S0 A R
Wl R o B B I B Bl ol B B Bl Bl il o O ol A el e o
FEFR A F R R R N PN N R RN R N R N A F S A A A FA A R

31.625 During this initial contact, Dean Banker agreed to review preliminary materials
ftom Mr. Haas to determine ghe issues involved in the Cpsher Litigation, (SPX 1274 at| 6

{Bankcr); 22 Tr. 5205-6 (Banker)).

laint £'ounsel’s Response 1o Findine No. 3.625

Complaint Counsel has no specific response.

3,626, On May 6, 1996, Dean Banker returned all the preliminary materials to Mr, Haas
and a cover letter declining Upsher’s engagement as a consultant or expert witness. In this letter,
Dean Banker gxplained 16> Mr. Haus that upon based on his view of ihe preliminury materials, he
knew ithat he could not represent Upsher in its defense beeanse he knew fidl well from his

research that sorbitan monoolcate iz 2 plasticizer. {(SPX 1274 at 9 6 (Banker), 22 Tr. 5205-6

{Banlker)).

Complaint Comnsel's Response to Finding No. 3.626

FESESFFEANANEFSANES RS RA RS B FEA R BA NG FE M AR ERRA AR FRAFAE A A AR FA A A RS FE R A S BRIFEEET T
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AN A EEFESE FEEESEFA A RS EAFE VSN B S AR AR EFESE A FAESA NS A FEEESNFA R M FAREE R EA A RS S AR SRR SR A R

LR LIl LY LS A LE LR LT EL LY LRIl Y LRl lAIERIR] L IARY Y LRI LD IAL YL INLI I YL L IR L L IYELINLIYIL I LY YRR YY)
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Complaint Counzel’s Responge to Finding Mo, 3.627
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Complainl Coungel’s Response 1o Finding No. 3.628
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3.629. Dean Banker testified that he has long-standing familiarity with the effects of
sorbitan monooeleate, and other oleates, in film coatings, including sustained rclease coatings.

{22°17. 5206 {Banker); SPX 1274 at 9 20 (Banker)).

Complaint Counsel’s Response o Finding Mo, 36249
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ssenssnars [r Banakar alzo testified that Upsher’s experts im the underlying patent
litigation: also did not believe that the *743 patent related (o the use of a plasticizer. Tr.

al 26:6449 (Banakar).
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conclided that Dr. Banker usced the term plasticizer as a “eatch all” to aitemp! Lo show

simlarily between different coatings. Tr. at 26:6449-50 (Banakar).

3.631. Dean Banker explamed that sorbitan monoolente molecule contains fimcetiornal
gronps iclentical to those found in gthideellnlose, and this simitarity of molecular structure
permits the dispersion of the sorbitan monooleats molecules throughout 1he ethyleelhilose
coating struclure, resulting in a [ilm that has increased strength for reststing compression forces.

(SPX 1274 at 7 29 (Banker)).
Coy nt C 1's Response lo Findin . 3.631
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Complaint Counsel’s Response to Finding Mo, 3.632
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Complaint Counsel’s Response to Finding No. 3.633

The proposed finding is misleading and irrelevant, sessrassnrisssasaca

The proposed finding is also incomplete and misleading anressssaraserssrssen
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Complaint Counsel’s Response to Finding No. 3.634

I'he propused Ooding is incomplete and misleading. Dir. Banker acknowledged
that Dow Chemical hilerature has very clearly stated that HPC and PECG are used to affect

the release patierns of EC. Tr. at 22:5239 (Banker).
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Conplzint Connsel’s Response to Finding No. 3.633
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Complaint Counsel’s Response to Finding No. 3.636

The proposed finding is not supported by the evidence, =eesescsscsnsesstarsasssversn
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LI L LR LR LI LI LT LD LI LY L LRI L LY LR Iy L DL I T LY TN IR IR TR TRy eI It

LA LTl g LI AT AL Ll LAl Ll Al Lttt d tlrl 1yl l) 1)

3_(ﬂ3?. AR R R A AR PR A AR R R R bR R R P PR AT VRN TR VR R

LLLLEZ L B

FEFRANEFFAR R REF B FAREF R EA N MR FARTFEA AR AR MR A R A AR Rd G AR bbb bR A R R R N ER PR N PRI N SE PR RN

FAVSEFEFA NSRSV FEFSEFA N FEFANSA FEVANETFEANS A RE S FE RS S EE G RN R S S

Complaint Counsel’s Response to Minding No. 3.637

STFIFFYFR PR YR I RN PRV EFEY R FE YR M MMM FFAFEF A A TR SR RN AR R R bR PN A PR R
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REAARA RN AR AR FE AR AR A RAFEFARERFFRFAA AR R A RAFARE AR A AR AR RARARA FEFR AR AR bR A R R RN BA N ARG

LI LRy Y P PR LI e bRy LR el Ly QX LIl Il LY Ry Pl iRt ey I Ry R gy T ey

AkhdkdibhidAd AR AR A RA A ANAIARARA NSRS AREARSAAE A RARAIAA AR A hAd AR d R A b kA A b AN PRSP FE RFREEEEE BB

AEAARE AR AR A AR AR A AR A AR AR AR AR RAFE A ARANARENEFARRR AR AT RR R R RSN R AT R PR i T ERE R AN

EEARSASARFASA RS MM FA NI REFA NI FEFI A Y

LI L EL L LY L LR LR LRl il L Iyl LYl QL YR IELE L) LRYL LRI L IR IARTINE I FELIR Y PR PSRRI T TY]

FETFETANEAT S PR v IR b b e R R PP EFERT R PSR TR W FEE BN Bl ol O B ol o ol o ol B e

LA LI L LR L Ll L L L Ll Lh ) L]

LU L LY L LY ] L LIS R ] ]

LLE R LV I LY LT L Iy L LR LD I Y LR L it L LR LY LNl LTIl e ERT e LTI ERETIL LRI ER TN IR LY

SENEFFAVEIFEA SR RA RS RSN I FSFANFY RN F RN RAFFAN S ST FARFRA R FRARA R FARE SRS FE M A RS BA S BB A I RASFA PR A A A S b

AN AN RPN N R R A A R T AN AN RN R AN A N AN AR N A AN R SRR AR AR A A AN

SRR A R AR AR AR AR R RN R R R A A PN PV R R RN VAN R R PSS AN FA P AR F AR AR R A

ahrdhdd G rhrh b AR AR AR kAR AR R RSP FN AR SN R P RA NP I NN RS U RS NN F PN RS B ENA S PR B

SAFEAFAREANAFANEAEE R S R R o o ol o o o ol o o ol ol ol oo ek ek

SFFIFAFESF A FANSEAFE AN RN A NS ESE FRE FASA RE AR B AR E A FERA RS AR REAE SR BREE A DA FAEFABA-RE B ERFE 0

PRI RS F NN R PRIV PN NN FY R IV PP FFFRE Y

d. Aunthoritative Texts Showed SMO as a Plasticizer

3 . {-}3 8 , THMFIIMISEMMMMMESE SR FTAFAFARARN AR PR R R R RN R R R AR R PR R R BN R R PR

SRFREEE AR R AR E A B E B P ol B o il o e ok ok ol o ol o o o ey e e e ek

LA R L L AL LR L IRL ALl Lll LR LRyl Ll LYL ] Ty Y Ll ALl IRl RIS IR TRYE Rl IE Y LY R T E By IRl yyl] LR L Lt Lh LRl

171



FEANEF AR AR AN PR AT AN RN R A N R P S S RN F ST EASA P AR AR AR A R A A FAR AR AEE AR AR R kN ER kR e A (LI TTTITY ]

FE RPN R RN YR RN YR Y P ET AN F VIRV AN FA RN A RN R A A R R A R e W A

RN AR NN A FF NN N Y AR R R A N R P A RN AN F S R A RN AR A AR N SR F A H A A A A A R A E RS A N SR T T

kbbb bbb v PRk PP AP AN RN E EU SN AN AN P A FA N AR A AR AR A A AR A AR A A AR NP REAT FEE

AR AR AR RR R R RN AR RN PR A R R A P AN RN PN NS N NS R AR FA R REA SR R PR VR TN SR GRS

A A Rk Rh b d R R bR YR YRR ANE PR AV RN FE RN NE T AN A N A R R D A A

TEFFEFMEFIARFI IS FEFF AR RS AR AR AR FARA B A A DS R Bl ik ek o O O R B B ol bl ol e W

W kA R Y R AN RN AN AN N RN A A A A AR R A A

Complaint Connsgel’s Response o Finding Mo, 3638

R A AR AR A AR AR AR ARSI N FFAN RN RS PR PR AN AR R R A A A AR b AR ARy

FAREASEMFAREFE A FA RS B A ol ok ok o O O o O o o O o o e ol o ek h

ARSI FE AN A A RS A A F A RS AR R A R AR R AN PRSI AN RN F N NS AR A A ARk A

R YR INET VRN FAYENFEFFIN FE AN SA A FFEFASFA FE M FA FARSFEAF IR RFRFA RN AR A R RH R R N AR FA RN R R AN R R

B AL LD DR LTl SRR IRl IR EL IR AP IR N P T T PR T Y ]

LLLE L] AR FRR AR AR AR E R P PV VRN AR FE AN AN A R FARE ol Bl el o ol ol ol o okl

TRANEY '._'. MMM MMM AN AL TSI SRR+ R RN R SRS RN FA A A NI NN MM DA A RS 4 ASA

FEFFFIFEF RN RIS N R F RN RS F RV RERS R RS T

LRI Ll LT RSl LIyl lEl]] LR L IAL ) Ty LY LE LYl LR L LYEE YRR e L]

LR R IR TR TR At Ty )T )

SRR AR R FR AR R4 AR R R R R BN RPN R N RS PR FE YRR A A R A A AR kR ..i.-‘-i whdvibardradiddine bl

AR AR AT ARRAARA AR PR RN AR AR R R R R A A I RIS AN A IS A A B RS E A AR AR R AR AR R AR

AR AR R A A AR AR SRR R AR A R B R e e o e sk e o kel
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TN AR PR N FA NSV N AR N ST P NS F UGS BN AR PN A FSA FSU SN S R RA SN FA A RS ARASRA FARA R kU T ERA B

PR RIN PR YRR NI AR RN P NN FE Y RN PR PR A PSP P FAF RSP R MMM I ESF IR F A M FASFI a3 b R ba

LA L L AL L LR L LY LD LR LRl L LR LAl b Ll LRl th Lyl iRl b LRl LRl l lELIRLETl ARSI IRELIEIIYLITET YT ERTEYYE T

FFAFINSS FEFFFE SN FAN N FEFETA NS FRE VSN F AN A NN A A FA AN FFFEF A A FA RS A SR A NA PR A A RS A ARG AR i b m e B bR

(LRI R] TRL Y Il I I I ) ] SRR RN RN RS PP AN U N AR FA P A A PSP F R PR A B A R AR

ek e e ek kg e ek AR AR R NPT F R RN FA P PR AT EF PR VAT PRSP P AN R R R F A R i

AL DL LR DL LR P Lt IR I It I sy

HYEIFAVAFA M FAN A NS FA AN EEENFAFFANSA NEA FE FA B NS A RSA ARA A R DA RARA AA BERE AR ESA GRS R iR b id b bk v mEEEU R R

R AR AR AR AR R AR R AR R AN A PR PSP AN A RTINS NS PR N A A R R

AR EA AR AR AR A A AR A A AR AR A AR AR AR R F PR R AN F PR SRV R A A A A R e eh

AN FAFESAIARAREASA A RASARANd ARd AR AR dd NG FA A dh iR A A hdh bkl nd R AR R R AR RSP F RN RS SA R AT E A FREAE

AFEEFFEI NS AR VA NN AN R EFA A NSA F AR RAFERA A RARARARFA A RA A AR PR ER N AR kR R PP A NP RPN A N P A

FYEFFEFI IV SV FEFEV RS MAFFFEFFREFFEFFEFFISFINE#SFA AR AR FAASA RS A AE R AR RS A RS B AR b+ bR bR b e RN

LR L L AL L LR L L LR L R ARl Ry ALl Rl L il LRIy LRI INIELIEIRLIREYLIRYIIEEIES PRI ERLTRYT I YT YY)

BERRA AR AR AR R R AR AR AR AR AR AR MR PR P P PRV PR S A VA RN A F AN A A NS AR P AR RFA R A SR A A

R EFA AR AR NN SR FFA IR A DA A A AR R R AR AR R+ AR RV RN P ST P EE FNETASF SN F AU F S EIE

3 _639 . TR AR R AR R R R P A RS TN N SN AN AR A A AN R A A AR R R A

SRS ARAREREA RS AR AFR AR AR RN AR R R A AN A VAN RN FE P ER R F AR FA F P AR RN A B R A R AR A R R AN RE R

LRI L IR LY R PR E LI L L ER LY PRI I YLt el Ll PR I T T TN TTIEL I
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Complamt Coungel’s Response to Finding Ne. 3.639

Complaint eounsct has no specifie response.

€. SMO Enhances Permcability in the Same Way as FIPC

3.640. SMO eflects the permeability of the coating in KLOR-CON® M 20 in an
equivalent and insubstantially different fashion from the coating claimed in the “743 patent.

{S]}x 12?4 at 1|- 3{} {Bankﬁr)} . LR L AL Rl Lt TR L Ll Ly AL LT LR ALY I IR INL IRNLIRETENLEYLIE YR FPEYETLEY ]

kbdbbdbhvdvbaverrr bt bd kb b b bbb ER R R bR R R R bR R A N PPV A T P A PRV FE PN N F AN P FA RS B P AN A S A A A
AEAARAREAFR AR R AR AR AR ARA N A A RE PR AR FA RS S AR MDA FAFA AR AR R RERAR A RARRR R R R AR R R REv b AR A PRV RA P RE A
A T B R AR A B ol o e e T e e kel e o O R R R RN R
AR RS R R R R P S A A P AR R A S A B A R AR R R AR R F R A B A S R e el Ak

Complainl Counsgel’s Responge 1o Finding No. 3 640

LA L LD L R DL LR L L Ll DL Bl DL R LRl Bl LRI R P TR Y I L RY L  TlE It I Tl ] |
ARAEAFE ¢S ASASA AR FAREASA NN FEFA RS AR AR AR A ASA A RA FEAARA RS SR Fh AR AR b AR AR Rd A R b b AR bRy
AN AV EFEE N RV TN AN FE A AN SN N AN ANV SN FASF EE NN RN A DR BN el N R AR R
TR IEFANN N NN I NN AN F N AN FF YR N RN F YN IR R VYA P N R F VAV A EY P FE M FFP FEFAE FFRFIFA RN A FE A FEYY
LAL LU LBl R LR Ll P PR L b Ll B s LI R IRl IR Ty il It I LI I I 1t byl Ry l})

LI A LIRS A IR LI L iRl L Lyl Rl iyl 2yt L)

The proposcd finding also is wnsupported by the evidence in that Schering has
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¢ited no experiments or data to support its contention thal SMO 1s a permeability

enhanoer.

The proposed finding Is not supported by the evidence. wwevraerransiasnsstscenrrars

SRR rd kRN PP PR A VSR F SR A NN A PSP A AR A A AN AR AR AR A E RN E FAEEEE A A R R A A
SRR R EARE R R R RN A R AN PN RN AN AN A A R AR A G R AR R R R AN AN RA N AR AR G A

SAFSARARA RS R A AR R R S R PR T F PR ATETET A AN R R R N

Dr. Banker acknowledged that the Dow Chemical literature explains that by varying the
type of Elhocel, the msoluble versus soluble, exciprent ratio and the coating weight, wide

variations on rclcase rates can be achieved, Tr. at 22:3239 (Banker).

3_£;¢1 BAFAFARS AR IARAASASNAL AR F A AA AN NN RN RS R R AR R PRI A FA A AR AR A R N SR ANF R AR E A A
B I PN AP N A F N AR SR A A R A R R AR R4 A AN A RV NS A NNV P A A A A AN AR AR S AR T A Sl ST PR A N B
B bkdrhddy R PR PR TRV R RN EN A A N AR P AR A A A AR AR N R R R RN F NSV AN P RN A A A R R R R

LA bl L LR L LI R Il R e IR I I I IR I YT RT LT T LYY T Ty P gy ey

Complaint Counscl’s Response to Finding No. 3.641

FAFE AN NS AR A R AR A AR I P AT TR FRA P RS SE M AS M ARA RN RE A AR F R R b bA R RN
AR AL R PR TR E Y PRI PR N R D RA RN AL F AL AR R NP P A F FRY PR FR RS BRI P T RN RN F P R R AN A AN
LERLIRERS DI LR LR LR P L TR R Ly y g g T T T T P TS T T IR T T T
AR AR R AR R PR AP AP RV AN A PP S A R N F SR AR AR A SRk A R b A N T AP EE T A VRS A FA A A R NN
AR ARARARARAFART AR PR R A R AT PR A R A R A R SR AR R R R P R N R A SR RN R

R AR AR AR A A A PR RN AN EE AR R A A A AR R R PR PP FR A PP RN FN S A A A N RN R
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BREERE R PR AR AR R R PR A A EARE AR AR AR RN R R R R AR T AR RN R F Y AN VR VAR U R R A AR

Adm g p ik dkd ok e AR LA Al Al A A TR AR R R E P EEY R FF R PR ET PR PR A CAVAC RSP R AR

(I T Py B PSP P L LR LY Y Rty R YTy Py Pl Rl PR e PR PR R PRI AR PR T YT YT T Y

SRR R R AR RN RA AR AR AR AR AT R bRt bR R A A R AR PRk R P PR PPN FA NP I NS A R

LELLELLLL LI LD DL DL Ll LI L L LRl LE L L L Ll L il L Ll Ll Ll Rl LRl Ll L L T Y] Y

AFIAF AR RFAASABRA FE TS FE M EARAREE RS RAFFA DA MA A FE M A AR R AR FAdhdrRd AR A A a AP FEY YR FANE F A RS

LA LA L L Ll LAL L LD Il LR LAl LR LR Ll LeLL Ly R lrl [ Iy 1ALl R LRyl el ISR LIl Il tE LYl Ll el NIl Il Yl ey Ty ["T]

WA bR AR AR R R RN AR R R RN AR R RN PR P EU PV RN RSN USSP S AN FA N ENA R R A RS E

AFMANASEFEFAASA N A A RS FFR AR A FAASA AR R RS AR A EAEE & R

jl 6{?2_ SNV SN FANFFAFEAFSFIFAREAFF A FEF A A FE M ERA R A A AR ESARA A FA B (R TR BT RTATT R TI IR YT T] ]
PR ANFANEF PR EN N RN AN E PR EV RS AP FA PR A P A NS SN A F SN F S A R B AR N SR R N Ak
R R P AR PN AR N PPN F RS P F PR P A N PR A A PR A P E R P E R T F AR PA T ET F AT R A AN RN AT AR T A R RN A A A
LA R L LD R D LD Ll Ll bl Bl Ll Ll Pl Ll e Ll PRl L L L e Ry LRl Il LTt Iy s Iyt it]t)

AR SEEEREARFARESA R MR SR E A AR A FA AR A R AR A AR AR A RA A RE R R TR R D B4 AR bR h bbb B R bbb R bbbk bd bbb b i b

SrhaR bR PR kRS PR T Y PRSI PR SN FE N ENSY AN FE SN NS AN A NS A R AR A BA RS A

Complaint Counsel’s Rosponse to Finding No. 3.642

AL FERAASARA AT A NARA AN AR AA AR AR A AP R R R RA R R PR R AR P AR AR A R R F AT SRR
AR AR R AR AR AR R AR AR RN A AR R R R PR R D P RNV A NP RV R RNV PN TR VAN T Y

ArEAFIIMAN EFFSEF NN A F IR R AR A ARE AR AR R R R bR R Rl A R kAR bk R PR A PR R PR R




6. Klor-Con® M20 Infringes Claim 1 of the *743 Patent Under the
Doctrine of Equivalence

3.643. 'T'here is no substantia} difference between Upsher’s KLOR-CON® M 20 and the

inventiom claimesl in the *743 patent. {(SPX 1274 at 1 22 (Banker)).

Complaimt Coungsl’s Response to Finding No.3.643

UL BT e TRl P P L R L I L P gy E Ty y L L A P Ty
ARFERFARE AN AN RS A FR AR AR AR IR R R PN R PR NP RN FE P F SN AN A A SR P AN AR R b bk bl bbb v AR AR
PRIV PR RN AR U AR P AR AR AR AR AN AR R R A A A AN N VSR AP A NS PR A AP AR AN R R G N
AR R T AT AN NF RN PR A NS S S E A A A SR A E A AR A A N NN AN N P E P A AN A B B A Rk gy
ARARERFRR R RR AR R R b bR PP PR PR F A AR FR AR AR A AR A A AR A A R A PR F RN RS R
SAARSARFEAE A ABARAREARAARATARAREF AR F R PN P AN R TSN AR FAF RS AR SN PR A AR R AR AT R B T RN RN AR A
AR EA AR A AR AR AR AR bk A P PR PP PR FITET TR AR PR RS PR RE R R A R R AT A A F R R N
LR L L L L L Ly L g g N N T TR T T T T Ty

AT NAT IR R N AN SR IR S A AR A A AR AN R R bbb b b b b

CELL L LD LR L Ll L LI L L L LI L eI L Rt Y PPy y P Py PP PP Y YY1 )
ERARFFREF R FARA MR EARA AR A A R A SR kA R PR R AN PR R A RS R RS B RS A A AR bk A AR R AN R F TR P E P Y
A FAFEE ARSI AN AR I A SRR A R A AR A A AR A GRS ET R AR T EE T E R A P R B B R

AR RN R P P PR ER R A FE A R R A R AR AR FE R R RN BN R A N FN A P A NN SIS SR AT N FE A B

3.644, Upsher's KLOR-CON® M 20 has the substantially smme function and acts in ihc

substantially same way (o produce the substantially same resull as the subject matter of the “743
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patent. (SEX 1274 at 9 23 (Banker)).

Complaml Counsel’ s Response to Finding No.3.644

The proposed finding is not supported by the cvidence. seveesserceninasass

3.645. Like the lablel forming the subject matter of the *743 patent, KLOR-CON™ M 20
functions as an orally adminisicred, immediately dispersibie snstained release potassium chloride

tablet that minimizes gastric irntation. (SPX 1274 at 9 25 (Banker)),

Complamt Counsel’s Response to Finding No.3.645

Complaint eounsed has no specific response.

3.646. In both cascs, the cthylecllulose coating of the potassium chloride crvstals remains
intact as the drug formulation travels through the gasireintestinal tract. (SPX 1274 at 9 31
{Banker)). Thereafter, the gastric and intestinal fluid difTuses through the ethyleellulose coating
and dissolves the pelassium chiloride. (SPX 1274 at 1 31 (Banker)). The dissolved potassium
chlortde within the coated particles then diffuses back out through the coating, therchy releasing
the drug into the gastrointestinal tract. This mechanism is known as diffusion. (SPX 1274 at

31 (BankeT)).
Complami Connsel’s Response to Findine No.3.646

Cormplaint counsel has no specific response,
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3.647. Klor-Con®™ M20 performs this [unction by ereating potassinm chloride
microcapsules and compressing themn o a tablel. (SPX 1274 at 23 (Banker}y. The
microcapsules may be rapidly dispersed, and the potassium chloride released, following
admumistration. (8PX 1274 at ' 23 (Banket)). The result is that potassivim chloride
mierocapsules are rapidly dispersed throughont the gastrointestingl tract, providing sustained
rolcasc of polassium chioride in a way that minimizes gastric iritation. (SPX 1274 a1 923

{Bankcr)).

Complamt Counsel’s Response o Finding No. 3.647

Complaint counscl has no spccific responsc.

3.648. The materials used in KLOR-CON"™ M 20 are either the same as, or obvicusly
interchangeable with, those disclosed in the *743 patent, as would be recognized by & person of

ordinary skill in the phammaceutical coating and lableting arl. (SPX 1274 a1 9 24 (Banker)).

somplaint Counsel’s Response to Finding No,3.648

The proposed tinding is not supported by the cvidonee, ssssasssrassissaasss

3.045. Claim 1 of the “743 patent, for example, contains two elements: (1) a tablet
comprised of a plurahty of coated potassium chlonde by weight of the tablet and (2} a coating

malerial for the polassium chlonde eryslals, (SPX 1274 at 4 24 (Banker)).
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Complaint Counsel’s Response o Finding No.3.649

The proposed finding is incomplete and misleading in that it omits several
claimed limitations on the coating material, i.e., that the material is comprised of EC
with HPC and/or PEG wherein the EC has 3 viscosity of greater than 40 cp. CX 12 at

FTC (021322 (the “743 patent).

3 .6 5D| [T LR LR PP PR E LT LER LI R Ed PRI ENTI P TE] I e TR P P P ey PP TN I P T P E Y TR LLL]
SENEEARE R SANI R ANA AR B RA N F NN IS IEFASE AN AR FA RS A BA FEFA AR FAA RS A RA RS FARA A RA DS AR R PR RE RE R PR R A

SIS M VI FEF I F R NP PRI VISP A F R ATV FE A FA FEYIPFANFFAFFA ST U Y

Complaint {’ounsel's Response to Findmg No.3.650

Complaini connsel has no specific response.

3.651. The coating material used in KLOR-CON® M 20 is cquivalenl and obyiously
interchangeabls with and insubstantiaily different from that claimed in the *743 patent. {SPX

1274 a1 ] 24 {Banker)).

Complaint Connsel’s Response to Finding Ne 3 .651

The proposed finding is incorrect and not supportad by the evidence in that it
onlits any reference to the cvidenee regarding substantial differences in Upsher’s

cﬂat]‘;]lg Imteria] . EFdEEIASMESA REABARES
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EFFFSA AN FANSFFAFARE AN RSN FARE FEhd B S B d A S bbb b Ah bRy R AR FEE R AR

o
3.052 =
AN FEY PR A AN BN A R o W o ol el Bl Bl ol [ T N LR A LY ER T TR E R R PR PR AT ITE ] (I TTTYTT Y

FANSAFEFFAFFAM M MAEFAFIFFFAARAAREFARN AR RA R AR AR P P AP Y A N N R AR

FETIFET YR PR EFFATEVEAFRUFEFFUTRUTAY
(TIT LT TR L YIS Ll S P P P PR I L R T E L L N R R ey Y Ly L T Ty S ey

AP EE AN A PN AN F R R FA A P ANV RN FA R A N R AR S A A A A R A&

Complaint Counsel’s Response 1o Finding No.3 652

A AR AR Ak bR R Rl Y PP PR P YR F Y RP YRV FA NS RN ETET R RA YR RN ARA A AR AR AR

AR F VRIS FFFAN RIS FE AN I FEFEARA RS EAF AR RA A FA MR A ARG A AR R RN R PR P R P R B S A & A

R T T AN Y RN PN AN N FA VSN A AN AP S A S PR S A A S A A A AR AR R bk VAT EE AN R A

AR PR RRA RN AFR AR AR AR RN R AR AR PN N R T N N RV AN SN AN ARG A PR A P AR AR E AR R AR R R R R R

LIS L R L LS et L S L P B R L e I S R R PRI TR T I A Py IT TR T I T Y T T T Ay

EEARSASARARAFEFA AR A RARA AR A AE AR R A AR A A A R RN RFF NS FEFTEE SR RSN A PSS A B B k&

FEVFEFAFFIFF LA FRA R FAARA BE AFERE AR AR RN R R AR PPN FE T RN P RS PR R A A A Ak A

FEF YRR PRV R IR FEVIN AN EF R P M EF A M A AR FA A FA AE A A RS A AR MR FA AR FARERR R R RA R AR kRN E VBV FEE R F BN

L LY

A A RPN P PR AN PR R AR SRR AR R A A S A RA AR A R A AR E Y R R RS RN
AR ABA A FARAREREARY AR PR AR bR AR b R AP H P PRV R R PR AN S FA NN A S AR A A R AN A R P A
TV FEVIFEF NN M I FEFINFA R AR PR RS AR A R AR AR R R A RS+ R PR kN A ST P AV ESA VR RS A N AR A B
LY L L Ly Ly Ly gy E F T T g R T T R Ty T YN
-&-...‘-‘.t"f‘..!'!"!"i"!"i'i'l'li'liIIIII.illlilil'llllillil.ll.llﬁ.ti.i*qp-,-u.-p-q-,‘.&ﬁ-hi
AEERE PR RN AR N R R I AT I AN F AP F A NS A A A R RS S A AR AR R bR+ bR bk bk b pv A pu A b

AFARSARAFT R FARARER DR AT D
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3 _65 3 L ek bR AN R e v AR R T A MR ISP PR P F R N R R R A SR
SFFIBAFEEFREA RN RN MR R AR AR AR RN AR AR R A R R R R AR T F ST FA B PN AP NS A A AR A A A R R AR e
RA AR R RA Ay AR R A ey P A A Ak PR F P FF TR R RN N A VA TP AR R RN TR A R A N

SRS MR A FAF ARG AR AR A NE PR R AR A rA A AR E Y AR A RPN SRR BRI RPN

Compigint Counscl’s Responsc to Finding No.3.6573

The proposed finding Is incomplete, misfeading and not supporred by the

EW&EHCE- FRINEIEFV IRV ENI VS REN SRR

3.654. The coating material used in KLOR-CON® M 20 is also equivalent to and
obviously mterchangeable with and insubstantially different from that claimed in the “743 patent

from the perspechive of release rate and coating permeability. (SPX 1274 at 9 30 (Banker)).

Complaint Counsel's Response to [inding No.3.654

SAFARA AR AR FE R R R P T PR FE P AN P FA S R AN FE AN FASA AR A A RS A R PR AR SRR RNy b

AR AR A AR A A A AR A Y R P RN RN P TA TR YRS P EE VRN R AR A A A AN AN A RN A AR A AR

Y FFRATEANECEVANES FEV RS FACARA RN F RS RA R AR AR AR MRS m A N N PR Y P RPN EF AR B ER P RE S FE P A AR BA B

AR R A AT AR EY N NN A NS A NSRS A AR AR AR R b bbb b A R R R

AR RAFERARE AT A AR AR R RN R R R R N A PN R A FA P F SR F SN AR S R RS A A A DR AR PA A FE AR A R

AN ARE AR AN ARG R AR A A RPN AP RPN RS N SR A AR R AR A B R A b R e

SRS AFEFARA SR FEARE ARRI AR A DAL AAL b kR E S B RRES

A ISR AN A AR A AR AR F R4 M A PR PSRN A NV PSR B N A O A N Rl bk
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[ITETTIT PN R PP EN P LR PP LA SR AN PR L AR I P TP PR IS DT RL NI P PRI TP PR P FEN PR P Y Y P Ty N T
SR AFAARA AR R ARE AR AT AR ARAARA RS A R ARA A MR AR R A AR R ER AT R R RN AR RN LA AR PN PP A NS
SR AFAASAREFA R AR A AR RS F R AR A R A FE R R F AR PR AR AR A A N AR RN A AR RN AR AR A kA R bR RR VR Y B
TIPS LRI IR E N R P LI LR LS LRI RS PSP PR LRSI LRI IR RS TN A TN PR LS TN BT FR R T LY A T e

SBAddAFAAEASAFEARAANA SR NN FEF AR ASEF AN AR A A A FA RGNS A AR AR AREARA RN ARA AR A AR A AR IR YER BREEA N

3.655. Upsher-Smith’s ANDA stales thal KLOR-CON® M 20 is bioequivalent to K-
DUR® 20 and that the relcase rate for KLOR-CON® M 20 docs nol differ in any meaningful way
from that for K-DUR® 20, '_l'h-is means that the rate of releaze of potassium chlotide from the tao
products is interchangeahble for the purpose of using those produets as a tahleted pharmacentieal

dosage form. (SPX 1274 at § 32 (Banker)).

Conmpland Coutisel’s Response 1o Findine No.3.655

The propo aed ﬂndmg i mjgleaﬂing and 1ncoTect resvansavsavssarE AR s R LIRS ARS RS ABAS

PP
RN RO EARE AT AR TSRS RN AR RS BES PO RS PR EES S A SRS A AR SO A AL AR ALy n s
mANEY i‘i'-ln' khdr bbb kA bR kR RN I RPN ETAN R EEF T N F A BN N Bl o Bl o
PR AREAEES A F AR AR RS A R AR AR RS SRR SRR S MGI'&G‘VEI, ihe SPEH:iﬁC. releasze
rate is not an element of the claims of the *743 patend such (hal 16 15 irrelevant o any

inquiry into the issue of infringement. CX 12 at FTC 0021322-23 (the “743 patent).
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3.656. KLOR-CON® M 20 has a release mie substantially identical to that of K-DURY
20, and the release 1ate is catablished in the KLOR-CON® M 20 in suhstantially the same way as
in K-DUR® 20, (S3PX 1274 at 430 (Banker)).

Complaint Coungel’s Respongse o Fiudimg No.3.656

The proposed finding is irvelevant, misicading and unsupported by the evidence,

See CPRF3. 655,

3.657. In other words, KLOR-CON® M 2(} functions as a sustained release polassiurm
chloride tablet in substantially the same way, to achieve Lhe substantially same result, as K-DUR®
20. (SPX 1274 at 930 (Baukern)).

Complanl Counsel’s Response to Finding No.3.657

The proposed finding is rrelevani, misleading and vmsupported by the evidence,

See CPRF3.0633.

3.658. -The coating malerial used i KLOR-CON® M 20 is equivalent and obviously
mterchangeable with that claimed in the ‘743 patent from the perspective of film strength and
coating durability. (SPX 1274 at § 25 (Bauker)).

Complamt Counsel’s Responsc to Finding No,3.658

The proposed finding is misleading and not supported by the cvidence, »esesessases

LLE AL LU L L]
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3.659. The ethylcellulose coating used in KLOR CON® M 20 has a film slrength and
durability ro withstand tablcting eompression forecs equivalent to that claimed in the “743 patent.

As indicated by Dean Bankor's crushung, studics. (SPX 1274 at ] 41 (Banker)).

Complaint Counscl’s Response to Finding No.3.659

FEA RN RA SRR F R FA A RA AR A AR R E RN B AR AR RN F R R R R R bR bR R PP P NSV A AP A NS A B A MR
A A B O ol i ol I el I ol Bl o Ol I o R el B W
T EVEEFF IR IV EF AN EF RV R FFE SR IREF R RS ANA FE R R RN FAF RN FRA AN FFEFEAET FRA A AFF A FR L FA PR PR PR R RN
LR E LT PR T Py BT PR el Y P ERE LTy TN e Py PR PR LI NP P R P PR P YT I PRI YT ]
Ly e ey e Y T T IS TR IS T LT
AFSEFFE P A PN RN FA A RS PR R NP TN RN A AN N B R o
LR L LA L LR LR LY LT LRl L) LRl LRl LRl Ll )l lRL LT IRL LIRS LRI IRELIRIIRLIILI Y] INLENT RS EETY YL}
TEEFEEFY FE AN NN RN NS ANV RN FEF F AN RN NI N A A FE A NS AN FAESEA FESI A FEA R A AN N FA A BAE RAE S A B Ed & & FE
R R R R e R e AU VRN FY P AN FE PSS P FE N VAN PR P R A NN
e ek el ke B R e A AR Ak Ry A R N AR PR AR F TR AR P F NN NN P F RNV UR I F R P AR EEY
AR RN R R R ARE RGN RA N FA NS AR RA FA R AR IR R A AR R R A R b el ol e o i o el ek
AN AN AN PN RSN AN AN R N ST A NS AN SN A A RN SRS A RS A E A R FA S A AR A A ARk
AR FR e R R E R AN R R R R RN RN RN R F RN AR N R FE R N SR NN SN IV N A R AP AR R
LIS TR LR Y Ity el LR LY PRl LI Il ST ERTY T e RS B P N PR IR I R e IR PRI DTNy Yy
BAAFASARNANA RAFEREARE FBEEEEE PR S R R ol kol e o o e ol o o e e e e
P T Y T L Y Y Lt T LTl L L S L T T LYY
A FFE ISR N P FE P A P PR A B A N A R A R A N R A RS A A FA AR B A R A AN A

LR L IAT A LRl LAl LR LR ARl IR LRl Rl L1l 1Rl llR th Ll iRl Il IRl ISRl IRy el IS NE LRyl ey Iyt ]ll])
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LI I ISP TEa E R P PV P ILIILEE P R Y TR P P P PR E R S S LRI L LSRR T T P T T Y T T P ey
SRRl R R AR R R R RN R RN AR AR PR PR AR AR RN PR PR N P A A P RN A AN R A
SRR AR R R R AR R R R RN R AR R R R AR R AR AR NN AR AN RS R A NS N R
LI T TR Iy PR PR YT R T R T PR L R A L e S I I R LR R Ry PR L P R P P R P T I Y L Y
o o o o o O O
Lt e L T P P L T T T T T T L T eI I I Tt
P AP FEF FEF M AP VST F AP FY PSP FY A FEF IA P AR P AR FA N PSR TR AR R FEAFAF RN AR R R B R R
LI T Iy P R S R Y LR N LR Y A R R R YR I LT IR AR I I PP P PP Y Y T PN Y

LI IR LR LD IR R LR LRl TR Ll Ll Rl Rl Ll Yl])

3.660. The patent claims and discloses the use of ethylcellulose as the primary coaling
material in order to obtain sustained release of the potassivm chieride and that is also the primary
coating malerial used in KLOR-CON® M 20} to achieve the same result. "I'he grade and purity of
cthylcellulose suggested by the patent, namely thal markeled by Dow Chemical as Fthocel®

premium, is that used in KLOR-CON® M 20. (SPX 1274 at ] 40 (Barken)).

Complaint Counsel's Response to Finding No.3.660

VRN R R P PR PR R RN NN AN EN SN NS PSRN F SN F A A FE AR P SN AN A NS M AN FS A B S FA NSA NP FEFY

AN Y R RN YR PR N F N N R NN PR T AP F IR FFEIV P PR PR PRI P FR Y P F RV EFF PP YR FFF RN AR Y

dAkdd Rk b AR ARt AR A bk R AN R AR RN F RN RS R E NI RS RN PR SRR P FA R N R R

AR AY AR ARA AR AR R AR AR E R bk kb b kb AR kR AT E P P A PR RV EFA ST F RN PR P AR FEE RS A

(LI VL IR L L L IET e L LTI N LI IR T LI Ll LIl R] ]
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3.661, Anoverall comparison of KLOR-CON® M 20 to the ‘743 patent alse confirms the

equivalence of that tahlet to the invenlion clamed in the “743 patent also confirms the

equivalence of that tahlet (o the imvenlion claimed in the “743 patent. (5PX 1274 at ¥ 24

(Banker)).

Complaint Counsel’s Response to Finding No.3.661

SRR R A A RA R R ARA PR PR AR AR AR AR R AR AR R ER AR AR PR NN R NE A A A
AAFA R AR N A R F A A P N N S RSN FA N A R A R FA AR F AR AR AR F R bR PR
LR LI L LR IR Ll LAl LRl LRl Ll iRl IR L LI Rl a1l LRl R JIRI Rl I IREL I IRERTR Y] ETE]

arsnraravavavidbkvid bd bbb b dd b b4 bbb A bbb bR bbb bbb

1.662. Both KLOR-CON™M 20 and the “743 patent involve the same active ingredient —
namely, potassium chloride — and both arc designed for potassium supplementation therapy, As
Upsher-Smith’s ANDA states, both products are designed for the same conditions of use. (SPX
1274 at ¥ 36 (Banker)).

Complami Counscl’s Response to Finding No.3.662

Complaint counsel has no specific responsc.

3.663. KLOR-CON®*M 20 and the subject matter of the 743 patent employ the same
dosage form — an immediatel y dispersible, sostained release tablet designed for or al

administration. (SPX 1274 alq 37 (Banker)).
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Complaint Counsel’s Response 10 Findmg No.3.663

Complaint counsel has no specific response.

3.664. KLOR-CON®M 20 contains a dosage level of 20 mEq af potassivm chleride,

which is the same dosage level described in the ‘743 patent. (SPX 1274 at 9 38 (Banken).

Complaint Counsel’s Response to Finding No.3.664

The foregoing finding is irrelevant in that the *743 patent does not cluim a dosage

level of potussium chloride in mEq. fndeed, the pateni itself does not refer in any way

it Hifﬂiﬁquivﬂfﬁﬂﬂy. T T T T T L T P T P T

L L T A
e e T
T LT T P ——————

LLLLE TR TR S DL P R P IR L e P L L Y]

3 .665 .. AN FE IS FAFAFIFFFREFFEF I FAEF T A FRA FERA AR AR AR EFE PR BN A R ER RS d A pE N PR PP R PR P TR
LA LA AL L L LI L LR L I LLL LR LR Iyl Al Il Ry 1AL LR e Rl INL IR IYELRELSE Y LYIET Y ELYL LY LTI TR E Ly Yyt

AR b bR R R R PR R AR AR A T T A A PN A A P R A A NS B R

Complaint Counsel’s Besponge to Findins Mo 3. 665

Cotplaint counscl has no specific response.
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3.666. Both the “743 patent and KLOR-CON® M 20 use a relafively small amount of
cxcipicnts and thus have a relatively high percentage composilion of achive ingredicnt (thai is,
pctassium chlnridc:}. (SPX 1274 at 1'[ 47 {Baﬂkﬂr}} B R P T N N R R

SEFEFRREARSE NI RE AR FARA ARERFERARE RERAREA R A DA R R RN kA R

I's Respons jndi 0.3.666

Cornplaint counscl has no specific response.

3 . ﬁﬁ?. LLLLLLLEL LD LU LI LI LU LRl LI L LR L LR LR LRIl Lt LRl L LD el il Lyl Ll iyl 1Y)

LR L AL LR L LR LRI INL I I LIS IRl L LY L I I ELINL IR LL IR YL YLEL T E YLl e LRIl el I I I Ty )

Claum 1 of the “743 patent claims a range down to about 0.5% by weight of the coated crystals,
and the coated erysials in KLOR-CON® M 20 contain (0.425% sorbitan menoolcate. (SPX 1274
at 11 42 (Bm]kcrl’] T Ry T T P

rhldSddbkddhbib A A AR AR A AR R AR kA A N P R FE AR EF PR Y EF VRN M N T ETRE F RN RN A VAT AN F R ERAY

Complaint Counscl’s Response to Finding No.3.667

Tﬁe propﬂsgdjiﬂdjﬂg !Irregem?:f FEFE R RS A T ol Bl Bl Bl o R el B

RN RSN MMM IS MMM MR ARA FR R E R R AR F R AN T RN PN VSR F R U F PSS BN FF A FASR F AN FHAE A NS
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R AR Ay h AR PR AR RS PR R AR PSRN EFF USRI N RS N

3.668. KLOR-CON"M 20 [unctions to achieve sustained release of high dosages of
potassium chlonde in substiniially the same way as the subject matter of the ‘743 pateni. (SPX

1274 at 9 45 (Banker)).

Complaint Counsgel’s Response to Finding No.3.668

The proposed finding is misleading, incomplere and therefore not supported hy

the eviderice, tvssvasmtminbinsne

3.6{39. SRAEMIEREA RSN A AR SR FA R FA RS A RA A AN AR R RN R AR AN PR N SN S A NI PR R R AR AR
AFFARA AR AR AR N FA R R R A A R PR R FA B AR A A PR A B b A m akh bk R R P AR AR PR RPN R PR NS USSR

LA R L LR DL LT LA LRl EL LIl LYl d ) LL AL Lty lall 8l E LRI LIIYL L e 1yl Yl YLl Ry Ll leyld,)

Complaini Counsel’s Response to Hinding No.3.669

AN ASA SRR A RS R AR R YA PRV RN RN AN Y PR AR A RN AR AR AR N AR
AR R I AR I A AR AR FEAFA AR MM ARG ARA A kAR A s A AR AN R RN RPN PR E R RS RS E R B RN AR A
RN EFA VS AN A FSF FEV RN EFEEFFEFANFA N SA R B A R B B e o ol ol ol o o o ol e e ol o e
A e o e R o o Il B A Ol
LISt R LI Y Py R L I Y P L R Y P E e P ey L ey P e e et Yy L P ey P R L R Py ]
ARk A b AR A RN RS R P RN RN PRI A A AR S A P A A A AR A A R AR AP R

FARA R AR AR R A AR AR I R R kr H N P AN A P EVA P FA NS A U EFASA R FRA PR AR AL AR P AR AR A A AR A S AR
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SRR FERI AR AR AR A A AN PN RN R RN AN RS R R AT NP AR RS NS NS P RS R F A A R AR A A Ry aE
AR AR AR AR AR A AR AR kR AR ARl PP P F A PR AR PR AN RN PN PR A R AR N A ki
SR AR PR AR ARARE AR AR AR R AR AR PR RN RN R RN RN TN FEVA P RN F R P F R F SR A R A A RN b b E
Ak kb A b AR AR A A NPT TP YRS Y F Y VAT ER YRR RN PR T FANF AR A PR AA AR N E BB
LI L Y T Ly T L T P T e
LI ITT LI TR b LIt P A LR P Et Lo P LR PN TR Y T Ly Ry T g g e T A E Yy yropapupayegs
R A AR NN PR PP TR PR PRV PR FAN S FAFA RS NS A R E A S R A FRE AR F R SR B P N B A

LA LI I PR LT PR LRl Py e Py Nl e e TP IR TR ] Y]

3.670. Through compression of eoated potassium chloride cryslals into a tablet along
wilh & superdisintegrant, (he coated potassium chloride erystals in Upsher’s product can be made
1o disperse quickly upon ingestion without impairing the sustained release effecl. (SPX 1274 at

45¢ (Banker)).

Complaint Counscl’s Responge to Findine No 3 670

The proposed finding is mislewding in that the 743 patent never discloses or
claims a “superdisintegrant”, CX 12 af FTCN021318-21324 (the ‘743 patent), such that
the issue of compression with a superdizinfegrant is frrelevant to day fnguiry inlo

infringement of the ‘743 patent by Upshear's product

3.67L. InUpsher’s produet, potassium chlonde is released in a sustained fashion by

controlled diffusion through the plasticized film coating over a prolonged period, and the rclcasc
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rate for KLOR-CON®M 20 is not substantially diffcrent from that for K-DUR®, {SPX 1274 atq

45d {Banker}).

Complaint Connsel’s Response to Finding No.3.771

The proposed finding is incomplete and misleading in that it vefers to Upsher s

prﬂducr ﬂ‘? }iﬂviﬂg ﬂ Fgalsfjcized cmziﬂg‘ SRR AFEI A A AR A i RA MR A A A NP A PR PR EA P A AR

SRR R R A PR P R AR VAR NS A AN S A AN A A A R A A A AR kA R SR R R

FAFIFBEANAFEAFEF EEFFAREANAFEFA A FA A S A A BA A DAL MBS FR b4

3.672. Thus, Upsher-Smith’s sustained release potassiwm chloride tablet, KLOR-CONE
M 20, is ingubsianiially different fom the subject invention claimed in the 743 patcnt, that the
components of KLOR-CON®M 20 arc cither the same as or obyiously interchangeable with and
insubstantially different from those discloged in the *743 patent, and that KLOR-CON®M 20
performs the substmtially same fimetion in substantially the same way to oblain (he substantially

same result as the subyect mater claimed in the *743 patent. (SPX 1274 at q 46 (Banker)).

Complaint Counsel’s Response o Finding No.3.672

The proposed finding unsupported by the evidence, incomplete, or misleading.
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C. Upsher Settlement Provided No Delay in Upsher’s Entry

1. Merits of Infringement Case Indicated Likely Upsher Entry
After Patent Term Expires

3.673. Factual disputcs cxisted in connection with Upsher’s motion for summary
judgment of non-infringement and such disputcs render summary judgment inappropriate, (SPX

1275 at ¥y 58 (C. Miller)).

Complaint Counsel’s Response to Finding No.3.673

ﬂ_e prgpmedffndfng f&' fncgrrg{_-r‘ Bk R PR A NN EU PR P RN SRR P AR A

AREARA FSA RIS PN AR A RS PN R F A RS AR AR A AR R AR SR A AR FRR PR PR ER F R P PR R A EN T AT PP ERE NS AR
AR AR F R AR R R EA AR R B R R PR AR A F A A AR F A AR FA S AR AR AR R PR EY R YR FAR R RN
TEAVES FAE NPT R RN RN RS AN R R AR P AN E AR R PR A S AR A A A PR A AR AR b A kbbb m A
PEAVES ANV R F RN RV RN RV RN RSP ANV RN RN S A F A A A F AN F AR F SR FA AR F AR SR A A FASA N A b h Rt b A by
AER AR AR A R R RN AR Rk RN N A PR P RN E AR AN R FE NSRS FF S PSS N R F AR RS A B A A

(LY LT ER LYl LY e LIl P Bl YLl R LY PR e NP P PR IR PR ETILT RS TY]

3.674. .Ups;her’s argument that prosecution history estoppel precluded the application of
the docinne of equivalonls was nol cotrecl. (SPX 1275 at ] 59 (C, Miiler))., swrsvarwarasssssesacars

SRR A A A A A AR A A AR R R R A AR AR R A Y PR RN R AR AR RSN R T R A FAP SR I A AR A A A A A A A
ARSI RS ASAREAS A AR AT ARARARERSARY FRAFARARARERE B RR bR bd bbb kv d bR A NI P FAN A NN F A A PN AR A AR
A FEFEFEFA MR FEFA AR AR FE R R R AR PR A R AR AR B R R4 AR PN A AR AN R A PN FEST FETEFE PR RV sl nu v R

B RANSFFARESFEFRA A NA PR AR EA PR F R R FARA AR A PR AR PR R Y YRR RN R PR R EY PP AN NP PR Y PRV PR PR PP AR g b
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[ R T LR IR ET PR LR RS P EX RSN R LY LYY Ry Rl It IR Pl IRl L Nl e eIyl R LIyl PRIy NI T TRy T Y]]

ek bl bR bR AR R AR R AN AR AR R AN AT R AR AR AR A A AR AR AR AR AR R A R

Complaint Counscls Eesponse to Finding No.3.674

The proposcd finding is incomplete, misleading and unsupported by the evidence.

See CPRF 3.593-3.599, 3.461-3.468.

E_fr?j_ A e e R R T R R R RN
FURERFNFYEFREN SR rR R R A rd A b RS d A AR AR AR AR AR AR R R AR R PR AR RSN EAN T R RN
Shdddda b dbd AR A i SRR iASA RN A FAREASA N AR A A A RANEAREAS A REANA PRI ARG RARFSA AR RAAEASES AN A S B RS RS R A R e e g
A B I O B o I I I ol o ol I ol N ol B Il o ol Ol ol ol o I Rl
AR R A F PP E P PP RN S A PR AN S P ST AT A PA PSR A FEFA R FA N A U F S EF A F RN FAF R F R A S A A
LIAL AL R d L IR LA L Ll Ll bR LAY bRl d LRl Ll Ll IRl Al bl Ll L bR L ELE L LRyl oyl Ll Rl l .l IRl IERERIEL.Z.]

bbb bdddd e bl kbbb bd v kb bd bbb bbb b bbbl bbbk bur kPP s R A TR R P ER RS PR VRV E VRN

Complaint Counscl’s Response to Finding No.3.675

LL R LR L LR LR LR LRl bl Ll Ll gty Dyl LR Lol l gyl LR L LRl L IL LAl Rl L 13 L0 1ALl ALlYYL IR Y Nl.]|}

PR R AR R AR PR RN RN R AR R PR AN PR ET I TR AR RN R RN N P RN AV VA NSV RN RN

AAEAAEAFARARA RARAARA RS FERT A FAAN AR R R R R R R ER R R R R AR R AR R R R AR R AR AR

L T Ty T L T L L L T Iy T T e T T L L R L I T L T LTI ] ]

A o ol ol Bl ol R R ol B el o b ol ol o ol oo ol o ol o o e ek e A R

A B R o B I B Bl B ol o o S o - -l o
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W R ey o kbl oy LA LR L Y LRI TR LRI A LR IRl I T I P LIy T oy

(IR TR IR IR R RN LIl TP PR e TN bR DI B Ry IR I TRl by L PR L P P L I L T P P I T Y T I YT T}

LI LI Il LR l] ]

el o e AR R AR AR PR RS PRI UR RN F NN AN R AR AR B A A A A R R Y

3.67

ELRL I LY LR e T L IR LR Lyl DI e LRl YL Iy Ll LIyl Lyl Y]

AR AR R R R kR R PP P AN R F AN AR AN R bR R

SRS NSA A FAFRAARd RRA AR R AR PRGN DR FE R EARE BE

SIEFFIFAENAVFE RSN FAFA FEF RN T RA RSN ENEVENRAFFANSA FEE FN BT BA B

LA L LA L L LR L AL LRl LA L L LR LRyl L Ly by by by Al by Bl bl LRl Ll Ll LR L LRl Rl th 1) Lyl IR LIy INLYISLY Y L L Ly LTl

eI LIPS PR LRE T LYY E TRy e PNl IR LY Iyt E TPy ey Y PRI P I P e PR RIS T PRI R T P T T T Y T Y )

AR FARE ANE A DA RARANA RN ESA FEFREFERE A RE AR AR E A RA MR A AR A DR R ARE PR PR BR FR R AR RFR R R RPN AR PR EE RN P A

Complaint Counsel’s Response to Finding No.3.676

(IR L LY LEDR LR AR ] 1) Y] LL I LV AL IR INL I IELIETIRL LY L IRl INLI I I LIl IR YL Py NIl I P eyt

AR R R R A R AR R P PR PRI PR PN EEN NN EV AN
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FENEI R AN EFFE R IAR A RARER N AR R A FA MM AR ARA A A MR dA AR R A b AR AR R A NS PR RN AR P RA A R Y

NS FIFESFFFI AN FEFA AN NA FEEFFA NI A FANARARARA ARG A F ARG hAb AR A AL b E e RN PR ERET RS BB R RS

3 JS ? ? . LA L L IR L L L IR LRl IRl ELERIRLIRLIIEINI IS INE S PL I ELINLIYIE IS ISRy NI YT T IR

SRk bbbl bR P PR A P Y PR TN E Y A PSRN A NS SN N A NS AR AR A A P AR A A AR AR AR EE AT

S EFRARSARI R ARARARARA R A RA AR E AT R F R AR R AR A PP A P PR IR R ET RIS FN FA NS AR A AR AR R A PR VRN RN A

L LEL LR L J AL 3 L)LYl RS FAFF RN FAF AR AR AR dbd AR bk b AR PN PR R F PPN TR YR P P AR

Complaint Counsel’s Response to Finding No.3.677

AR RN RN N A PR PR R F A A A A AR AN A ASA RS A A A R A AR R bbb bk P A R B A

AR FA AR R AR AN R R R R PR AR FE P RS NS A N R B A A A A R AR AR AR R R
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FAAFARE SR AN A RA AR A RE A AR AR AE A RS R A AR ARd RSN A NN RAF RN RN E RN RN A ST R FEE B B ok

FAFEYEE MMM FAFE NI NI SN PR AR A DA AR A R R R R AR R R A PP RN F N F SN EN A SR AN R AR

LA L LR L LA L LR LAy R il Ly L LAl LRl Rt Lol el L)Ll I ALYl IREREL LR il I IR IR R IR EY JER ISR I PRIy ]

A1 Eh A A RA RS R R AR AR A AR R R R RN RN R AN AR AP AR FA A A A A A B S

AN MRS SRR F AR AR AR AR AR R Bk bk vkl PP RN P FU NS PN AR P S AN R P F A NS PR A FE A Y

LA AR L LI L LU LY L L L L L L L LIl L L L L DL I Ll il L Rl I L Ll Ll LRl LYl LRl )]l AUV VEEVAN

TRV RS AN R R AR R A R R R AR A A P A RV PR P EF PR R R RN RV R RN YRR AR

FARRANFREFSNAEET EAF FEE BT LA L A L PR L LEL YL L LY PR Ry PRIy LTI el T T R IR I Il )

SR N PN PR R PR AN AN A S A AR A A AR R R R B R ok T T R NN
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WA NN AN VRNV I AN FEAN EN R BN F RN AR A RS A AR A A A AR R AR R R A A RN PP RU R R F AN S R A Rk R BT B
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R EARE A RA A AR AR A RN AR AR RN RS PR EE RS R AR R A

Complaint Counsel’'s Response to Finding No,3.678

f'l"'I-I-'.'II'I'I'IIIII'II'.II-II.I..'-.‘.--"-"-'I.'I'l'lll..ll.lil.i..l‘.'.‘.‘.--....'

ARk RN Y RN FY R T ET PR FET F RN RIS A FA A A AR A

3_({?91 AEFERAARAFARARER R B bRk AP AV F I NS PR AR AR A AR AR A R R P SR A RS
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Complaint Counsel’s Responsc to Finding No.3.679
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3.680. Accordingly, based on the rceord in the Uipsher casc, there was a substanlial

evideniiary supparl for Key's position en the infringement fssue. (SPX 1275 at 9 5 (C. Miller)).

197



Complaint Counsel’s Response 1o Fmdie No.3.680

The proposed finding is incorrect, incomplete and not supported by the evidence.
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2. Settlement Agreement Provided Entry Before Patent Expiry

3.681, On June 17, 1997, following oral argnment on the parties’ dispositive motions,
and with trial scheduled lo begm the following day, the parties agreed in writing to an out-of-
conrt settlement wherchy Upsher's generic product was permitted to enter the market prior to the

expiry of the '743 patent. (SPX 1275 at9 57 (C. Miller); SPX 92).

Caomplaint Counsel’s Response to Finding No.3.681

Complaint counsel has no specific response.

3.682. Under the tcrms of the settlement agreement, Upsher, on September 1, 2001,

wonld have a rovalty-froe non-exclusive license under the “743 patent to market ils KLOR-

CON®M20 product in the United States. {SPX 1275 at T 57 (C. Miller)); SPX 92 al (1}).
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Complaint Counscl’s Response to Finding No.3.682

The proposed linding is incompletc. The Schering/Lpsher agreement alse
prevented Upsher fom marketing its Klor-Con M20 or any other sustained release
microencapsilated potassivm chloride tablet until September 1, 2001, although Upsher
had nailﬁm‘ admitted infringement nor been found to have infringed Schering’s patenl.
CX 348 at USLO3186 (neither Upsher ner Schering admits hability to any claim with
reapect to the patent); CPF 116 (couwtt did not {ind infringement by Upsher}; CPF 902-Q5

{discussing Halch-Waxman cxelusivity ool being reliant on a successinl definse).

3.683. The split of the patent license term in the Key-Upsher settlement agreement faivly
reflects the relative strengths of the parties” positions on the merits as sat [orih in and supported

by the record before the district conrt. (SPX 1275 at 1§ 6, 63 (C. Miller)).

Compiaint Counsel's Response lo Findimge No.3.683
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sessnersnvnnnsnrinnes Accordingly, Mr. Miller 18 not gualificd to render opinions as to the
metils or prababilily of Schering’s success on the indringement issue. Tr. at 15:3287,

3392-93 (Miller).
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The proposcd [inding is further irrelevant and misleading in that Mr. Miller’s
opimion a8 to whether the settlement constitutes & “fair representation” i3 only an opinion

of a patent lawyer, not an econonmst, who never considered the impact of the reverse

payment by Schenng 1o Upsher in this asscsament. See CPF 1374-1377.

The propescd finding 18 further irrclovant and mislcading in that Mr, Miller’s
opinion on the relationship of the split in the patent lifc to tﬁc likely outcome of the casc
considered only the nominal lifc of the patent as opposcd to its ceonomic life. Asa
result, if the later years of palent lifc were less valuable than the carlicr years, Mr.
Miller’s opinion would be based on an incorrect assessment of the [raciion of total

possible competition that 1s permitted by the settlement. Sze CPF 1366-1373.
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