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OPINION:

Debevoise, Senior District Court Judge

Plaintiffs, Pharmaceutical Resources, Inc., and#P@rmaceutical, Inc. (collectively,
"Par") instituted this patent infringement actiggaanst Roxane Laboratories, Inc.

("Roxane"), alleging infringement of U.S. Patent. §¢693,318 ("the '318 patent") and
U.S. Patent No. 6,593,320 ("the '320 patent"). Rexdenied infringement and asserts



that the '318 and '320 patents are invalid andfonegable. A Markman hearing was
held to determine the meaning of disputed claiimnseMarkman v. Westview
Instruments, Inc., 52 F. 3d 967 (Fed. Cir. 1998)i{anc), aff'd, 517 U.S. 370, 116 S. Ct.
1384, 134 L. Ed. 2d 577 (1996).

On May 25, 2006 the court issued an Amended Opisétting forth its conclusions with
respect to the claim construction issues (the "Mk Opinion™). Par moved for
reconsideration [*2] of the Markman Opinion otteahatively, for relief from the
scheduling order to permit supplemental discovenxane moved for reconsideration
and clarification of the Markman Opinion and accamyng order. Roxane moved for
summary judgment of noninfringement of both pate@is September 8, 2006 the court
granted Par's motion for reconsideration of thekvtean Opinion and accompanying
order and substituted as the definition of "stdloleculated suspension” the following: "a
suspension that resists caking and is redisperaftde settling, wherein individual
insoluble particles form open network aggregatesh&uspensions are not limited to
suspensions disclosed as preferred embodimenite 8318 and '320 patents”. The court
also denied Roxane's motion for summary judgmenbainfringement of the '318 and
‘320 patents.

There remain pending Roxane's motions for summatgment that the '318 and ‘320
patents are invalid for lack of enablement andstonmary judgment that the '320 patent
is invalid for obviousness and/or indefiniteness.

I. Background

The '318 and '320 patents are directed to stamtedlated suspensions of megestrol
acetate and [*3] methods for using and manufaogusuch suspensions. Megestrol
acetate is used to stimulate the appetite of patmurffering severe weight loss, such as
patients suffering from advanced AIDS or undergahgmotherapy. Megestrol acetate
can be administered as a capsule or tablet. Higagdare required to achieve significant
appetite stimulation. It is difficult for patientgarticularly those suffering from loss of
appetite, to swallow large numbers of capsuleslolets. Providing megestrol acetate in
liquid form enables a patient to get an effectieealcomfortably.

Problems were encountered in formulating megeatretate in liquid form. Megestrol
acetate is highly insoluble in water and therefmasicles of the drug will sink toward the
bottom of the container, rendering doses that neakpb high or too low to be safe and
effective. The preferred dosage form is a liquisipgnsion whereby the solid megestrol
acetate particles can be resuspended relativehyyeireliquid.

Megestrol acetate presents a particular probletiisnregard. Because the surface energy
of megestrol acetate particles is lower when thleytact one another than when they
contact water, megestrol [*4] acetate particlesfa hard cake when they settle that
cannot be easily resuspended by shaking. In addparticles of megestrol acetate

entrap air on their surface making it particulatifficult to mix the particles into water.

A surface agent, known as a surfactant, is requiréide formulation to reduce interfacial



surface tension of the particles and allow therngonixed into the suspension.

It is an object of the '318 and '320 patents "tavjole a liquid composition of megestrol
acetate in the form of a flocculated suspensi@18(patent; col. 3,12-4; '320 patent, col.
3, Il. 20-22). The claimed discovery was that sacduspension could be formed by using
any surfactant in combination with one or more imgtagents, specifically polyethylene
glycol, propylene glycol, glycerol and sorbitol.

Roxane is alleged to have infringed independeminsld 9 and 41 and dependent claims
20, 25, 26, 27, 31, 32, 34, 35, 42, 47, 48, 495Hdf the '318 patent and independent
claim 1 and dependent claims 2, 6, and 7 of th@ [#22ent. The asserted claims of the
‘318 patent cover stable flocculated suspensioneafestrol acetate where megestrol
acetate is combined with one [*5] or more of thetting agents referred to above and a
surfactant. Independent claim 19 of the ‘318 patexites:

An oral pharmaceutical composition in the form aftable flocculated
suspension in water comprising:

(a) megestrol acetate;

(b) at least two compounds selected from the group
consisting of polyethylene glycol, propylene glycol
glycerol, and sorbitol; and

(c) a surfactant

Independent claim 41 recites:

An oral pharmaceutical composition in the form atable flocculated
suspension in water comprising:

(a) megestrol acetate;

(b) at least one compound selected from the group
consisting of propylene glycol, glycerol, and stwhiand



(c) a surfactant.

The asserted claims of the '320 patent are dird¢otetethods of manufacturing
megestrol acetate suspensions. Independent cleggités:

A method of preparing an oral pharmaceutical contiposin the form of
a stable flocculated suspension in water comprising

forming a solution by combining water with (a) @ast one compound
selected from the group consisting of polyethylglyeol, propylene
glycol, glycerol, and sorbitol, and (b) [*6] arfactant, provided that the
combination does not consist of polyethylene glyad polysorbate; and
combining the solution with megestrol acetate.

[l. Prosecution of the '318, '320 Patents

The development of Par's megestrol acetate pra@iutthe prosecution of the '318 and
‘320 patents and related patents has a lengthyrigtat bears significantly upon the
enablement issue.

A. The Atzinger Patent: Neither Par nor Roxane thadirst company to develop and
market such a product. Bristol-Myers Squibb ("BM&%t developed such a product and
began marketing it in the United States, upon aginm 1993, under the name Megace.
Both Par's and Roxane's products are generic varsioMegace in that both were
approved as generic versions of Megace under thehHaarman provisions of the

Food, Drug and Cosmetics Act, 21 U.S.C355(j).

Like Par's product, BMS's Megace is formulatechmtype of suspension known as a
flocculated suspension. As previously describeghiriier opinions in this case, in a
flocculated suspension the megestrol acetate adsiesinking to form a hard cake,
assembles in loose aggregates known as flocc[ifél,as the megestrol acetate settles
under the influence of gravity. As these megestoeitate floccules continue to settle over
time the settling floccules stack up on each othdorm a sediment with an open,
scaffold - like structure that entraps the liquitlis scaffold like structure prevents the
megestrol acetate from caking into a hard cakkeabbttom of the container. Because a
hard cake does not form, upon shaking, the medestetate is easily redispersed
throughout the liquid such that a uniform dosagelmadispensed.

Flocculated suspensions are formed by adding additingredients, excipients, to the



water to aid in dispersing the insoluble drug p#s throughout the water and
preventing the drug particles from agglomeratirggtber to form a hard cake. Prior to
BMS's formulation of Megace it was known that satéats, nl1 wetting agents n2 and
other excipients were used to formulate flocculaiesbensions. The art lay in selecting
the right excipients in the right amounts to achiavlocculated suspension of a
particular insoluble compound.

nl A "surfactant" is any compound that reducesasertension when dissolved in water
or water solutions, or that reduces interfaciasiem between two liquids, or between a
liquid and a solid. There are three categoriesidase-active agents: detergents, wetting
agents, and emulsifiers; all use the same basimichémechanism and differ chiefly in
the nature of the surfaces involved. (Hawley's @msed Chemical Dictionary, 14th Ed.
(2001), p. 1061). [*8]

n2 A "wetting agent" is a surface-active agent,tivien added to water, causes it to
penetrate more easily into, or to spread over tiniase of, another material by reducing
the surface tension of the water. Soaps, alcohalsfatty acids are examples.

BMS's Megace flocculated suspension product usesfactant, polysorbate, a wetting
agent, polyethylene glycol and several other eraitsi. BMS had obtained a patent
which claimed the specific surfactant and wettiggrd in its Megace product, U.S.
Patent No. 5,338,732 to Atzinger et al. ("Atzinger"732 patent"). The only prior art
reference in the '318 and '320 patents was Atzjriiscussed at some length in Par's
specification ('318 Col. 1, |. 64-Col. 2, |. 192@patent Col. 2, Il. 8-33). Atzinger taught
that stable suspensions of megestrol acetate beuttleated only using formulations
which limited the range of the surfactant polyste®20 to between 0.005% and 0.02%
weight/volume and the wetting agent, polyethylelyeq, (PEG) 1450 to concentrations
of between 5% and 30% weight/volume. Polysorbated@entrations [*9] outside the
specified range resulted either in the megestretiade not "wetting” (i.e., mix in water if
too low), or if too high caking. Suspensions udmger than specified concentrations of
PEG "required additional efforts to wet the drud arere found undesirable in that there
was a small residual percentage of the drug iryat@ite . . . which floated on the surface
of the liquid." ('732 patent, col. 4, Il. 9-15).

It is Par's claim that "[t]he inventors of the '3i&d '320 patents discovered that stable
flocculated suspensions of megestrol acetate dwifdrmed using a much wider range
of ingredients and concentrations than shown ogesigd by Atzinger. See ['318 patent,]
col. 3, Il. 30-35; ['320 patent] col. 3, Il. 52-5Bhey found that any surfactant could form



such a suspension in the presence of one or mahe efetting agents, PEG, propylene
glycol, glycerol and sorbitol, See ['318 patentl &, Il. 5-10; ['320 patent] col. 4, II. 30-
36" (Par's Brief in Opposition at p. 3).

When Par decided to market a generic version of BM§ace in about 1996 it
recognized that it "need[ed] to formulate a prodhet (a) does not violate [Atzinger],
[*10] (b) meets bioequivalence requirements, @)ds flocculated and stable (i.e. no
caking) over a period of 24 months.” Par had preslipdeveloped a formulation "that
closely mimicked the innovator product. The onlgeption was to use polysorbate 80 at
0.05% instead of 0.01%. This change from the intmv@rmulation led to a non-
bioequivalent product. The reason ascribed wasd&flbcculation due to presence of
excess polysorbate 80 in the formulation” (Prodetelopment Report 9/30/99 at p. 3).

Atzinger provided the guidance for Par to proceeddvelop a bioequivalent product:

Hence the use of a surfactant and wetting agerearéred to provide a
suspension and maintain physical stability.

The flocculated suspension of megestrol acetatiei®invention requires
that megestrol acetate be micronized so that 908teofveight of particles
is below 20 microns and the mass median diameteztigeen 3.0 and 10
microns, and that the micronized particles areatsgd in water with
surfactant or wetting agent such as polysorbaten8Opolyethylene glycol
1450 which are present to reduce interfacial tenbetween the particle,
entrapped gas and water.

Surfactants [*11] having properties similar toysmrbate 80 can also be
used.

Atzinger, col. 3, ll. 11-22 and 62-63).

Par proceeded to formulate its product using amaheactant known for use in
flocculated suspensions, docusate sodium, and @anettting agent known for use in
flocculated suspensions, glycerin. When Par fiteédpplication for FDA approval to sell
its generic product in 1999, BMS sued Par for pgat@nngement. Par prevailed on a
summary judgment of non-infringement, and that sleciwas affirmed on appeal.
Bristol-Myers Squibb Co. v. Par Pharmaceuticals,, b5 Fed. Appx. 816, 2001 WL
823883 (Fed. Cir. 2001).

Thus, following the general approach prescribedtiinger and striking closely to the
Atzinger components and quantities, Par was allé&jd and error, to select from the
large number of surfactants and wetting agentsvomation that produced a stable
flocculated suspension of megestrol acetate. Asudsged below, however, it has secured
the issuance of two patents the claims of whichsarbroad that they prevent anyone else
from pursuing the same trial and error method talpce a stable flocculated suspension



of megestrol acetate.

B. The [*12] '241 Application: On April 20, 19%8ar filed its patent application Serial
No. 9/063,241 ("the '241 Application”). In the '2Afplication Par noted Atzinger's
admonition that "megestrol acetate flocculated sasjpns are unique because what
would otherwise be predictable based on prioreathings does not apply when the drug
is megestrol acetate,” and that "the amount anel ¢yjgurfactants are particularly critical
in providing a stable floc." ('241 Application . 6).

Par included three working examples of flocculatedpensions in the '241 Application,
one of which used the exact same surfactant the® Bsed, polysorbate 80, with two
different wetting agents, glycerol and sorbitolgdawo of which used another surfactant,
docusate sodium, one with the same wetting agahBiS has used, polyethylene
glycol, and two with two other wetting agents, gya and sorbitol. The other
ingredients in Par's examples were copied from BM&inger Patent and were used in
almost identical quantities. In the '241 Applicatibere were listed hundreds of
compounds that were offered as possible surfactaritsmulate flocculated suspensions
of megestrol acetate ('241 Application [*13] a6pl. 33 to p. 7, |. 27). Except for the
surfactant docusate sodium, no guidance was oftesed the quantities of those
surfactants to use, the identities or quantitiethefwetting agents to use with those
surfactants, or the identities or quantities oeotkxcipients to use with the surfactants. In
the case of the one exception, docusate sodiuamgerof 0.0001 to 0.03% is suggested.

During its period of experimentation Par failedaomulate stable flocculated
suspensions with a number of surfactants, busil241 Application Par sought to patent
any flocculated suspension of megestrol acetateeméith any surfactant in combination
with one or more of four wetting agents, includthg wetting agent BMS had
recommended in Atzinger, polyethylene glycol. Inelegent claim 1 in Par's '241
Application read:

An oral pharmaceutical composition in the form atable flocculated
suspension in water comprising: (a) megestrol éeeth) at least one
compound selected from the group consisting ofgtblylene glycol,
propylene glycol, glycerol, and sorbitol; and (guafactant, wherein
polysorbate and polyethylene glycol are not simdtausly present

in [*14] said composition.

‘241 Application, p. 14

The proviso at the end of the claim excluding tiheutaneous presence of polysorbate (a
surfactant) and polyethylene glycol (a wetting @yyearved to exclude the specific
combination of surfactant and wetting agent reconaed in BMS's Atzinger patent.
Thus Par attempted to patent everything (includmgbinations it knew didn't work)
except the specific combination of wetting agert sarfactant in BMS's preferred



formulation.

Examiner Kulkosky, the first patent examiner toiegwPar's patent application, rejected
the claims for going beyond anything Par had ineénitn an Office Action dated March
12, 1999 (March 1999 Office Action), in additionrigjecting all of Par's claims under 35
U.S.C.[] 103(a) as obvious in view of Atzinger, Examinernkasky also rejected the
claims under 35 U.S.CI 112, second paragraph, for failing to particulgmynt out the
invention:

Also, the suspension stability demonstrated forsgiecific examples of
the specification may depend upon the exact fortimnaf same. If the
exact formula is critical, then all claims mustlineited [*15] to same.

Claims 1-22 are rejected under 35 U.S.C112 para. 2.

The claims define compositions which are not lichite improved
suspension stability, whereas the specificatioicatds that this property
is critical.

The claims do not define a composition which possgesmproved
stability as due to required ingredients in deiramounts.

(1d., p.3).

In a response to the March 1999 Office Actiondfia June 11, 1999 (June 1999
Response), Par declined to amend its patent ckantisnstead argued against Examiner
Kulkosky's rejection. Among other things, Par steekthe unpredictability of
successfully formulating a stable flocculated saspen of megestrol acetate once any
change was made in the type or amount of any imgmedncluding the surfactant or
wetting agent:

In addition, based on the uncertainty of resultseceiny modification in
types of ingredients or amounts is made, as disdussthe prior art
including Atzinger at al. [sic, et al.] (see alsBunn 4, lines -22), a
person skilled in the art would not have any reabtsmexpectation of
success in maintaining a stable flocculated suspers [*16] megestrol
acetate once a change in the type or amount adarft or wetting agent
is made. In fact, all of the working examples irziAger et al. use
polysorbate 80 at concentrations between 0.0050@P0 w/v in
conjunction with polyethylene glycol at concentoas greater than 5%
w/v. As indicated hereinabove, the present inventedates to the
surprising finding that it is possible to formulaetable flocculated
suspension of megestrol acetate using a combinatiarsurfactant with a



wetting agent selected from the group consistingabfethylene glycol,
propylene glycol, glycerol, and sorbitol.

(Id. p. 2) (emphasis added).

In a final Office Action dated September 3, 1998@®&mber 1999 Final Office Action),
Examiner Kulkosky rejected Par's arguments andimoed the rejection of all claims,
both on grounds of obviousness under 35 U.S.Q@03(a) and for lack of definiteness
under 35 U.S.CLJ 112, second paragraph. In the September 1999 Gifiak Action,
Examiner Kulkosky again pointed out that the clamese not limited to the formulations
that Par had shown would work:

Claims 1-22 are rejected [*17] under 35 U.S.C.,Xfagraph 2.

The claims comprise formulas whose stability isafaa definite range.
Example 4 at page 13 of the specification indi¢site indicates] stability
results, whereas the compositions of the claims noayossess the
critical property.

(Id. p. 3).

On September 29, 1999 Par filed a response todpe®ber 1999 Final Office Action
with the PTO (September 1999 Response), in whiami#nded claim 1 by limiting it to
specific ranges of quantities of all claimed ingeatls and adding a limitation specifying
the stability of the claimed suspensions. The amérmiaim read as follows
(amendments underlined):

1. (Amended) An oral pharmaceutical compositioth@form of a stable
flocculated suspension in water capable of beidgpersed after being
allowed to settle at 40[degrees] C and 75% reldtiwaidity for a period
of three months, said composition comprising:

(a) about 10 to 100 mg per ml micronized megestrol
acetate;

(b) about 10 top 40% by weight of at least one cmumol
selected from the group consisting o polyethyldgeat,
propylene glycol, glycerol, and sorbitol; and

(c) [*18] about 0.0001 to 0.03% by weight of afaatant,



wherein polysorbate and polyethylene glycol are not
simultaneously present in said composition.

(Id. p. 1).

In Par's remarks accompanying its September 198pdRese, Par stated:

The Examiner rejected claims 1-22 under 35 U.5.A03 as allegedly
unpatentable over U.S. Patent No. 5,338,732 tongti et al. (Atzinger
'732)

In response, applicants have hereinabove amended tlto indicate that
the megestrol is micronized and to specify the easfgconcentrations of
each of the three ingredients in the claimed coitipos In addition,
claim 1 was also amended to indicate that a stidaleulated suspension
in water is a suspension capable of being redisgeaier being allowed
to settle at 40[degree]C and 75% relative humiftitya period of three
months.

The stability of the suspension of the presentniioa is described on
page 13 of the specification as the ability to ddispersed after being
allowed to settle at 40[degree]C and 75% relativenidity for a period of
three months.

(d. p. 2).

Only after Par narrowed its broad claims in thisq} way did Examiner Kulkosky issue
a notice of allowance for claim 1 and its depena¢aims, and the '241 Application
issued on February 22, 2000 as U.S. Patent No8®62 ("the '065 patent"). Par has not
sued Roxane for infringement of the '065 patent.

Par's '356 Patent: On October 12, 1999, shortéyr &ifing the September 1999 Response
in the '241 Application, Par filed application 2¢iNo. 09/416,841 ("the '841
Application™) as a continuation of the '241 Apptioa. The only claim Par submitted for
examination in the '841 Application was to a metbbtteating a neoplastic condition by
administering the composition of claim 1 as issimetthe '065 patent. (October 1999
Preliminary Amendment).

On June 21, 2000, Examiner Kulkosky, the same examivho had reviewed the '241



Application, issued an Office Action in the '841@#gation (June 2000 Office Action),
rejecting the pending claim under 35 U.S.C112, first paragraph:

"The composition of claim 23 is not supported bgtding disclosure

since the 'surfactant' of same would required uredyperimentation to
choose over all the possible ranges of ingredi@misspecies of same
possible [*20] for the formula." Surfactants usedhe formulas of the
specification are examples are [sic, of] the tywhgh can be counted
upon to the [sic, be] useful to yield the requiredispersibility. It appears
that a required combination of surfactant spece®cessary (see
discussion at pages 6-8 of the specificationk #iiggested that the claims
should be limited to contain surfactants of deirihemical formula, such
as those of the working examples.

(Id., p. 2) (emphasis added).

Par filed its response on September 20, 2000 (8déy@e2000 Response) in which it
confirmed a telephone interview with Examiner Kudkg during which Par had pointed
out that the method claim in the '841 Applicatietiad on the exact formulation that
Examiner Kulkosky had already allowed in the '0@%ept. (Id., p. 1). Examiner

Kulkosky issued a notice of allowance on Septen22e2000, and the '841 Application
issued as U.S. Patent No. 6,268,356 on July 311, 2bie '356 patent”). Par has not sued
Roxane for infringement of the '356 patent.

D. Par's Pursuit of Broad Claims in the '318 Patshortly after the notice of allowance
in the '841 Application, on January 9, 2001, P2d]* filed application Serial No.
09/757,261 ("the '261 Application™) as a continaoatof the '841 Application. In an
accompanying preliminary amendment (January 208lirkinary Amendment); Par
amended the '261 Application to include only methlaims. The '261 Application was
assigned by the PTO to a different art unit than'241 and '841 Applications: 1616
instead of 1615, and to a different examiner, Kar@a¢orge (‘261 Application
Confirmation No. 6642).

Examiner George performed a prior art search oreNder 29, 2001 (File Wrapper
Search Notes), and on December 18, 2001, issu€dfime Action rejecting all pending
claims on obviousness-type double patenting groords Par's '065 and '356 patents
(December 2001 Office Action).

On November 15, 2001, i.e., prior to receiving Brecember 2001 Office Action, Par
submitted a further Preliminary Amendment (Noveni@®1 Second Preliminary
Amendment), adding new composition claims, inclgdiew independent claim 41
(which corresponds to claim 19 in the '318 Patant) new independent claim 63 (which
corresponds to claim 41 in the '318 Patent) oktrae broad scope that Examiner



Kulkosky had rejected in the earlier '241 Applioati [*22] i.e., these claims did not
recite any ingredient quantities or stability liatibns:

41. An oral pharmaceutical composition in the faha stable flocculated
suspension in water comprising: (a) megestrol éeeth) at least two
compounds selected from the group consisting ofgtby/lene glycol,
propylene glycol, glycerol, and sorbitol; and (Quafactant.

63. An oral pharmaceutical composition in the farfa stable flocculated
suspension in water compromising: (a) megestrdbaeg(b) at least one
compound selected from the group consisting of Wesye glycol,
glycerol, and sorbitol; and (c) a surfactant.

(Id. pp. 4, 7).

In its remarks accompanying the December 2001 $kRogliminary Amendment, Par
told the PTO that "A series of new claims covesadject matter disclosed but not
previously specifically claimed in this applicationin the parent applications/patents is
being presented for consideration by the Examin{é&t."p. 3).

Although Par represented to the PTO that the neepandent claims 41 and 63 covered
subject matter not previously claimed "in the pasgplications/patents,” new
independent claims 41 and 63 claimed the [*23] esaobject matter, phrased in a
slightly different way, that Par had claimed andifsiner Kulkosky had rejected in the
'241 Application. Original claim 1 in the '241 Apgdtion had claimed "An oral
pharmaceutical composition in the form of a stdloleculated suspension in water
comprising (a) megestrol acetate, (b) a surfactard,(c) at least one compound selected
from the group consisting of polyethylene glycabpylene glycol, glycerol, and

sorbitol, wherein polysorbate and polyethylene glyre not simultaneously present.”
('241 Application, p. 14). New Claim 41 in he '28fiplication is identical, except that it
requires two compounds from the group of wettingrag consisting of polyethylene
glycol, propylene glycol, glycerol, and sorbitothrar than "at least one", and drops the
proviso that polysorbate and polyethylene glycel ot simultaneously present; and new
claim 63 is also identical except that it exclugetlyethylene glycol from the group of
wetting agents. Neither new independent claim énathany of the limitations as to the
amounts of the ingredients or as to stability xedminer Kulkosky had required Par to
add to claim 1 in the '241 Application [*24] totain allowance.

In an Office Action dated February 22, 2005, ExamiGeorge acknowledge receipt of
the Second Preliminary Amendment on January 8, 20682after the December 2001
Office Action had already issued, and requestezbpanse to that Office Action.
(February 2002 Office Action).



On March 8, 2002, Par submitted a terminal disataita overcome the double patenting
rejection in the December 2001 Office Action, amdAgril 9, 2002, Examiner George
issued a Notice of Allowance of all pending claiam&l an Examiner's Statement of
Reasons for Allowance (First Statement of Reasons):

The claims are allowable over the cited prior atduse the prior art does
not teach, disclose nor make obvious method [ditleating a neoplastic
condition comprising administering to a subjecfetifig from said
condition an oral pharmaceutical composition infthren of a stable
flocculated suspension in water capable of beidgspersed after being
allowed to settle at 40 [degrees] C and 75% reddtivmidity for a period
of three months, said composition comprising: (&raomized megestrol
acetate; (b) about 10 to 40% by weight of at leastcompound

selected [*25] from the group consisting of polygéne glycol,
propylene glycol, glycerol, and sorbitol; and (bpat 0.0001 to 0.03% by
weight of a surfactant, wherein polysorbate anggthlylene glycol are
not simultaneously present in said composition.

(d., p. 2).

On April 26, 2002, Par filed with the PTO a requestexpedited patent issuance based
on the April 9 Notice of Allowance. Par recognizbdt Examiner George misunderstood
the scope of the claims in his First Statemented$®ns, because the Examiner had made
reference to limitations that were not presentroall independent claims 41 and 63
which had been added in the Second Preliminary Aimemt. Accordingly, when Par
requested expedited issuance it also submittedandgent captioned Comments on
Statement of Reasons for Allowance in which Panteal out that Examiner George had
allowed numerous claims broader in scope thanlthmavhose language Examiner
George quoted in his First Statement of Reasongx@ample, new claim 63. (Par's April
2002 Comments). Before Examiner George could respmPar's comments, the '261
Application was withdrawn from issuance becausaminterference between the '261
Application [*26] and another party's patent apation.

After the interference was resolved, Examiner Geasgued a new Notice of Allowance
on October 23, 2002 (October 2002 Notice of Alloean but failed to address Par's
April 2002 Comments. On November 27, 2002, Par stibthanother document titled
Comments on Statement for Reasons of Allowancsingithe same issues it first raised
in its April 2002 Comments, and confirming a telepa interview with Examiner
George in which he agreed to issue a SupplememwtatéNof Allowance clarifying the
reasons for allowance. (Par's November 2002 Conghdftaminer George issued the
Supplemental Notice of Allow ability and a StatemehReasons for Allowance
("Supplemental Statement of Reasons") on Marcl2@@3, in which he stated:



In addition to the reasons given in the previodgefaction (paper No.
14) the claims are allowable because the pricd@es not teach, disclose
nor make obvious an oral pharmaceutical compositigdhe form of a
stable flocculated suspension in water comprisimggestrol acetate, at
least one compound selected from the group congisfi polyethylene
[sic, polyethylene glycol,] propylene glycol, glyog [*27] and sorbitol,
and a surfactant.

(Supplemental Statement of Reasons, p. 2).

At no time during the extensive prosecution of'#&l Application did Par advise
Examiner George that claims of substantially theesacope as claims 41 and 63 (claims
19 and 41 of the '318 Patent as issued) had bgsted by Examiner Kulkosky, both for
obviousness and overbreadth.

The '261 Application issued as the '318 Patenubnlb, 2003, and Par sued Roxane for
infringement that same day.

E. The '320 Patent: Just after Par requested erpedsuance of the '261 Application,
Par filed application Serial No. 10/136,823 ("tB23 Application™) as a division of the
'261 Application. The '823 Application was accomipdrby a Preliminary Amendment
limited to claims directed to methods of makingotgdlocculated suspensions of
megestrol acetate. (April 2002 Preliminary Amendthefhe only independent claim
read as follows:

A method of preparing an oral pharmaceutical contiposin the form of
a stable flocculated suspension in water comprigorgning a solution by
combining water with (a) at least one compoundctetefrom the group
consisting of polyethylene glycol, propylene [*28]ycol, glycerol, and
sorbitol, and (b) a surfactant, provided that tbebination does not
consist of polyethylene glycol and polysorbate; aoohbining the
solution with megestrol acetate.

(1d., p. 4).

Examiner George's first communication in the '82plcation was an allowance issued
on December 13, 2002. (December 2002 Notice ofvAlbility). In the accompanying
Statement of Reasons for Allowance, Examiner Gestated:

The claims are allowable over the prior art becaheeorior art does not
teach, disclose nor make obvious a method of pirgpan oral
pharmaceutical composition in the form of a stdloleculated suspension



in water comprising: forming a solution by combpwater with (a) at
least one compound selected from the group congisfi polyethylene
glycol, propylene glycol, glycerol or sorbitol, atia) a surfactant,
provided that the combination does not consistobfgthylene glycol and
polysorbate; and combining the solution with megestcetate.

(Id. p. 2).

As with the '318 patent, at no time during prosecuof the '320 Patent did Par advise
Examiner George of Examiner Kulkosky's rejectiondbviousness and
overbreadth [*29] of Par's broad claims in thel'2pplication.

The '823 Application issued as the '320 Patenubnlb, 2003, and Par sued Roxane for
infringement of the '320 Patent that same day.

[1l. Discussion

A. Summary Judgment Standards: Summary judgmegpsopriate when "the
pleadings, depositions, answers to interrogatoaied,admissions on file, together with
the affidavits, if any, show that there is no gaeussue as to any material fact and that
the moving party is entitled to a judgment as atenadf law." Fed. R. Civ. P. 56(c); see
also Celotex Corp. v. Catrett, 477 U.S. 317, 325, 3. Ct. 2548, 91 L. Ed. 2d 265
(1986). The threshold inquiry is whether "there @mg genuine factual issues that can be
resolved only by a finder of fact because they neagonably be resolved in favor of
either party.” Anderson v. Liberty Lobby, Inc., 4@7S. 242, 250, 106 S. Ct. 2505, 91 L.
Ed. 2d 202 (1986) (noting that no issue for triabts unless there is sufficient evidence
favoring the nonmoving party for a jury to returmexdict in its favor). In deciding
whether triable issues of fact exist, the Courttmieswv the underlying facts and draw all
reasonable [*30] inferences in favor of the nonmgwparty. See Matsushita Elec. Indus.
Co. v. Zenith Radio Corp., 475 U.S. 574, 587, 106151348, 89 L. Ed. 2d 538 (1986).

A patent is presumed valid. 35 U.SIC282. As a consequence, the patent challenger
must prove, by clear and convincing evidence thafatent is invalid. Ryko Mfg. Co. v.
Nu-Star, Inc., 950 F. 2d 714, 716 (Fed. Cir. 199t xhe summary judgment stage of a
proceeding all evidence of invalidity must be vieWwe a light most favorable to the non-
moving party and all evidentiary doubts must belke=] in the non-moving party's
favor. Johns Hopkins Univ. v. Cellpro, Inc., 15236.1342, 1359 (Fed. Cir. 1998); Eli
Lilly & Co. v. Barr Labs., 251 F. 3d 955, 962 (Fé&ir. 2001).

B. Enablement: Whether a claim is enabled undedd. 36C.[1 112, first paragraph is a
guestion of law based upon underlying factual figdi See PPG Indus., Inc. v. Guardian
Indus. Corp., 75 F.3d 1558, 1564 (Fed. Cir. 1996)be enabling, a specification must
describe the invention sufficiently to enable ohslall in the art to practice the

claimed [*31] invention without undue experimeitat See Atlas Powder Co. v. E.I.



DuPont de Nemours & Co., 750 F. 2d 1569, 1576 (E&d.1984) (emphasis added). The
specification is not required to teach every pdesimbodiment that falls within the
scope of a claim in order to be enabling. Amgen \n¢loechst Marion Roussel, Inc.,
314 F.3d 1313, 1336-3. "Enablement looks to theiptpof subject matter of the claims
generally in the possession of the public." Speghrgsics, Inc. v. Coherent, Inc., 827
F.2d 1524, 1532 (Fed. Cir. 1987); In re Fisher, B2& 833, 57 C.C.P.A. 1099, 1108
(C.C.P.A. 1970). See Phillips v. AWH, 415 F.3d 130312 (Fed. Cir. 2005)

(reaffirming that the scope of the invention isitea by the claims, not the specification).

The measure of undue experimentation is made attittie the application was filed"
from the perspective of a person of ordinary skilhe field of the invention. Ajinomoto
Co. v. Archer-Daniels-Midland Co., 228 F. 3d 138845 (Fed. Cir. 2000). That some
experimentation is necessary does not precluddemneaht - "the key word is undue not
experimentation.’n re Wands, 858 F.2d 731, 737-738 (Fed. Cir. 1988). [*32]

Par contends that the inventors of the '318 ardl pa®2ents discovered that stable
flocculated suspension of megestrol acetate caellidtmed using a much wider range of
ingredients and concentrations than shown or stigdéy Atzinger and that, in

particular, they found that any surfactant coulshfeuch a suspension in the presence of
one or more of the wetting agents, PEG, propyléyeoy glycerol and sorbitol. The
asserted independent claims of the two suit patelatisns 19 and 41 of the '318 patent
and claim 1 of the '320 patent, are for stablecild&ted suspensions of megestrol acetate
('318 patent) and methods of making such suspen$i®?0 patent). Both patents derive
from a common ancestor, the '241 Application, antiave the same common
specification. As written the claims encompass epessible megestrol acetate
flocculated suspension made with any surfactantoaedor more of the listed wetting
agents, with the exception of the specific combamabf surfactant and wetting agent
recommended in Atzinger - polysorbate and polyethglglycol.

Thus Par's claims have an extraordinarily broagecin consequence the scope of the
enablement must be commensurate [*33] with scdpleeoclaims. A general enablement
rejection is appropriate when the written desasiptioes not enable any subject matter
within the scope of the claim, such that the sjeatibn does not teach how to make or
use the invention. That is not the case here becassPar points out, the specification
contains three working examples that explain howrémpare stable flocculated
suspensions of megestrol acetate using the shant-amic surfactant docusate sodium
as well as the long-chain surfactant polysorbatd=8@&her, during its work on megestrol
acetate suspensions Par tested other formulatging ather ionic and non-ionic
surfactants.

However, under 35 U.S.C! 112, the amount of supporting disclosure requioeghable
the full scope of a claim will depend on the claitofeadth and the degree of
predictability in the art. Enzo Biochem, Inc. v.I@e, Inc., 188 F. 3d 1362, 1374 n. 10
(Fed. Cir. 1999). Claims which encompass significaimbers of inoperative
embodiments are not enabled if the specificatiesdwt identify which of many
possibilities are operative, and undue experimemtas required to determine [*34] the



operative embodiments, Atlas Powder Co. v. E.IPdat de Nemours & Co., 750 F. 2d
1569, 1576-77 (Fed. Cir. 1984). The person of @dirskill in the art must be able to
make or use the full scope of the claimed inventitthout undue experimentation. In re
Wright, 999 F.2d 1557, 1561 (Fed. Cir. 1993).

In PPG Industries, the Federal Circuit highlightieel significance of unpredictability in
evaluating the validity of broad claims:

In unpredictable art areas, this court has reftsdithd broad generic
claims enabled by specifications that demonsttreeshablement of only
one or a few embodiments and do not demonstrateregtsonable
specificity how to make and use other potential edninents across the
full scope of the claim. . . Enablement is lackinghose cases, the court
has explained, because the undescribed embodicemist be made,
based on the disclosure in the specification, wathmdue
experimentation . . . the experimentation musth@tinduly extensive.

PPG Industries, Inc. v. Guardian Industries Catp.F-.3d 1558, 1564, (Fed. Cir. 1996)
(citations omitted). See alsln re Wands, 858 F. 2d 731 (Fed. Cir. 1988); [*3%hre
Goodman, 11 F.3d 1046 (Fed. Cir. 1993) ("[T]his court disteno error in the Board's
conclusion of nonenablement. Goodman's specificataes not enable one skilled in
biotechnology in 1985 to practice the method foipddint cells’ as application claims 1-9
require. The record, especially Goodman's ownlartshows the need for extensive
experimentation to practice the claimed methodust a few plants, let alone all plant
cells as broadly claimed in the application.")

Par complains that "[a] full third of [Roxane's]ddris devoted to re-hashing its
inequitable conduct arguments, rather than disngdbie facts or law pertinent to
enablement.” (Par's Brief in Opposition at p. f)c@urse, there are factual issues
relating to the defense of inequitable conduct,Rarts representations and conduct
during the course of its prosecution of its variapglications provide evidence critical to
the issue of enablement. That evidence and the etleence in the record establish as a
matter of law that the '318 and '320 patents atenabled to the full scope of their
claims. AK Steel Corp. v. Sollac, 344 F.3d 1234dReir. 2003). [*36]

The claims encompass every possible megestroltadiiaculated suspension made

with any surfactant and one or more of the listedtwg agents, with the exception of the
combination that Atzinger recommended. Par's comspecification fails to provide an
enabling disclosure of similar scope. Par itselfsrarguments to the PTO during
prosecution insisted on the criticality of selegtthe right ingredients and quantities and
the unpredictability of achieving a stable flocdathsuspension once any change is made



in the types or amounts of ingredients.

Par's common specification states:

The surfactants in a stable flocculated suspensed to be selected
carefully and be used within a critical concentmatitange because even
minor changes can have an effect on the propetissch a stable
formulation. This is particularly true for megestacetate because
predictability based on prior art teachings dogsapply in this case, as
noted hereinabove.

('318 Patent, col. 3, 1. 66 to col. 4, 1. 5; '32@eht, col. 4, 11. 23-29).

[B]ased on the uncertainty of results once any fieation in types of
ingredients or amounts is made, as discussed [i3The prior art
including Atzinger at et. [sic, et al.] (see alsdurnn 4, lines 1-22), a
person skilled in the art would not have any reabtmexpectation of
success in maintaining a stable flocculated suspees megestrol acetate
once a change in the type or amount of surfactawetting agent is
made.

(June 1999 Response, p. 2). The deposition tesyimbBr. James Chao, one of the
named inventors of the suit patents, is consistent:

Q. "And then you go . . . there's a sentencdhe sentence right after that,
I'm sorry, the sentence directly after that thgsséhis is particularly, it
starts on line 24? Do you see that"?

A. "Yeah".

Q. "And could you read the sentence into the ré€ord

A. "This is particularly true for megestrol acetagcause predictability
based on prior arts [sic] technique . . . teachoh@gss not apply in this

case, as noted hereinabove".

Q. "Okay. And do you . . did you agree with thatement at the time that
this was written"?



A. "Yeah. Prior . . prior arts didn't teach us. Rigr'hat's right".

Q. "But do you agree with the statement thatthat predictability based
on the prior art [*38] doesn't apply for megestrol

A. "l agree. No".

Q. "You don't agree or you do agree"?

A. "No, no, | say | agree".

Q. "Okay".

A."You . ..youwon't...you cannot predict".

Q. "So what is it that you can't predict? Whetheu'se going to get a
stable flocculated suspension”?

THE WITNESS: "I can predict only after we studypexrmented".
Q. "And after you experimented, what could you m&a

A. "l can predict the range. Say | can use thigeatration, other
concentration either one is workable".

Q. "Okay".
A. "That's the prediction”

Q. Okay. So the prediction, for example, for dotesmdium based on the
work you did, you know what the range is of docasaidium".

A. "That's right".

Q. "Once you did that work, does that enable yopréalict what the
concentration range should be for another surféittan

A. "No".

(1/5/05 Chao Dep. Tr., p. 278, line 4 to p. 280 I2).

In the BMS v. Par litigation, before Par had ob¢agithe broad claims asserted in this
action, Par's technical expert, Dr. Stanley Henmexgbthat "Formulating a flocculated
suspension is, in my view, one of the most [*3@lichte formulation efforts in terms of



balancing the excipients, and it is also very diffi to predict in terms of what its
properties will be or what the effect of differemcipients will be. There is no known
method in the art to predict whether a changeawtime ingredients will produce a stable
suspension.” (Expert Report of Dr. Stanley Hem MSBv. Par, pp. 4-5 (emphasis
added).

Par's technical expert in this case, Dr. Alexard#ranov, says that megestrol acetate is
sufficiently unique as a compound that prior aférences teaching how to wet other
insoluble compounds provide absolutely no guidamitie regard to wetting megestrol
acetate. (Expert Report of Dr. Alexander klibangy, 10-11). According to Dr.

Klibanov, a prior art treatise teaching generahgiples for formulating suspensions is
insufficient to "set up the lengthy series of expents needed to demonstrate that
megestrol acetate . . . can be wet with any swafdeh the right concentration.” Id., p.
16) (emphasis added). Independent claims 19 amd the ‘318 Patent and claim 1 of the
‘320 Patent contain no limitations concerning tm@ants of any of the required
ingredients. [*40] The common specification teaslonly three working examples of
the claimed inventions, one with the surfactanti#ger used, polysorbate, and two with
docusate sodium. Par's claims encompass literatigteds of compounds, apart from
polysorbate (‘318 Patent, col. 4, 11. 11-36; '32@#, col. 4, 11. 37-65), alleged to be
suitable as the surfactant in Par's broad clairhse.specification of the suit patents shows
only one new surfactant which works -- docusatewsod

Par was unable to formulate stable flocculated esusipns with other surfactants.
According to Robert Femia, a named inventor ofghi¢ patents, Par tested only a
handful of surfactants, namely tergitol, sodiunryhsulphate ("SLS"), cetyl trimethyl
ammonium bromide ("CTAB"), BRIJ(R) 35 and MYRJ(Rhcusate sodium, and
polysorbate (Femia Dep. Tr. in BMS v. Par, pp. 142 9 to 143, line 16). Of these
seven surfactants, a modest number of the hundrighis the scope of the claims, Femia
testified that Par was unable to formulate stalolectilated suspension of megestrol
acetate with at least four of them -- SLS, BRIJBR) CTAB and MYRJ(R) -- and he did
not recall the result of the experiments involvirgil] tergitol. Id., pp. 144, line 5 to
149, line 13). Par's internal records show thatemaus formulations employing MYRJ
were created, as well as several employing SLOE87-9492; PA 010205-208; PA
010293-302; PA 010305-310; PA 010314-319; PA 016032%).

As for the success Par did have with its commegriadluct, in which the surfactant is
docusate sodium, that came "[o]nly with much experntation over the course of a
number of months in 1997. . ." (6/8/05 Expert RepbDr. Alexander Klibanov, p. 12).
As Par argued to the Federal Circuit in BMS v. Par's product resulted ". . . after long
effort [to] design [] around the '732 patent . (Par's Brief to the Federal Circuit in BMS
v. Par, p. 15).

Par challenges Roxane's conclusion based on tHisthAer evidence that a person of
ordinary skill in formulating oral suspension dosagrms would have to perform an
undue amount of experimentation to practice thiesttdpe of the claimed inventions of
the '318 and '320 patents. Par points to the thoeking examples provided in the



specification which, among them use two surfactatdgsusate sodium and polysorbate
80. The examples spell out the wetting [*42] ageamd excipients used with the
surfactants and, according to Par, "read in théesoof the rest of the specification
provide guidance for using both ionic and noni@ucfactants.” (Par's Opposition Brief
at p. 4). Further, Par argues that during the eafsts work on megestrol acetate
suspensions it tested numerous formulations usimgl@ variety of ionic and nonionic
surfactants and formed stable megestrol acetapess®ns using the surfactants
polysorbate 80, docusate sodium, sodium laurylraiy MYRJ (also known as poly
oxyl 50 sterate), Tergitol (also known as Nonoryn®), BRIJ 35 (also known as
polyoryethylene 23 lauryl ether) and cetyl trimétasnmonium bromide (CTAB).

Par, however, misses the point at issue in this.das not that no subject matter within
the claims is enabled, because some examples whhiclaims certainly are enabled.
The point is that the specification does not en#tiefull scope of the claims as recited
above. Claims 19 and 41 of the '318 patent andrClaof the '320 broadly claim any
surfactant, in any amount, in combination with afyhe recited wetting agents. The
specification recites a long list [*43] of "suilab surfactants ('318 patent, col. 4, 11 11-
36) and notes that they "need to be selected dyrand used within a critical
concentration range because even minor changesavanan effect on properties of such
a stable formulation. This is particularly true foegestrol acetate because predictability
based on prior art teachings does not apply incds®, as noted herein-above." ('318
patent, col. 3, 1. 66 to col. 4, 1. 5).

The prosecution history, recounted in some debailva, confirms that the level of
uncertainty in the prior art is high, an unpredidity that Par relied upon in its efforts to
persuade the Patent Office that its claims werenpable.

Par contends that the testimony of Dr. Harry Bntt&oxane's technical expert, that Par's
claims are obvious in view of the prior art, isonsistent with his opinion that the claims
are not enabled. Dr. Brittain did not opine thatduld have been obvious to change the
type and/or amount of surfactant employed in Atemgith the expectation of achieving
a stable flocculated suspension. His opinion oriasness was addressed to the wetting
agents claimed by Par. According to him it woulddnheen [*44] obvious to arrive at
Par's invention by starting with Atzinger's flocatdd suspension of megestrol acetate,
which employs at specific concentrations, the sigiat polysorbate and the wetting
agent polyethylene glycol, and then adding anotretting agent, or replacing the
polyethylene glycol with another wetting agent, heaving the surfactant type and
amount unchanged. This is not inconsistent withpttogosition that the full scope of the
asserted claims employing an surfactant in anyexnation is not enabled because a
person or ordinary skill in the art is not taugbwhto practice the full scope of the claim.

In its Opposition Brief Par argues that Roxane staes the scope of the claims, failing
to recognize that they are all directed to oralrptezeceutical compositions, and
consequently the compositions must be suitabledosumption. Pharmaceutical
formulators rely on compounds for which standamgsaalopted by the United States
Pharmacopia and National Formulary ("USP-NF"), wéference to purity, identity,



packaging, storage requirements, etc. At the tifieao's invention the USP-NF listed
only twenty-four surfactants termed "wetting anddolubilizing [*45] agents," at least
two of which are not suitable for oral pharmacealtsuspensions. Par notes that at least
ten of the twenty-two suitable surfactants haventlsr®wn to form stable megestrol
acetate suspensions through Par's experimentss atemtified by Atzinger, or are
surfactants used by Morton Grove Pharmaceutical,dnd Roxane.

This attempt to narrow the scope of the claim nfaistPar asserted in the common
specification and the prosecution history that "swfactant can be used and the
specification contained a list encompassing hurgloédsuitable” surfactants. The
claims do not delimit he surfactant that can beluse

During the claim construction proceedings in tlase Par asserted that the claims in the
patents in suit are not limited to commerciallybleasuspensions of megestrol acetate. It
would follow that the claim term "surfactant” canie limited to surfactants that are
commercially viable, i.e., approved for use in grlahrmaceutical compositions. Par's
position contradicts the specification. The listwénty-two surfactants it now submits as
suitable for oral suspensions cannot be used ibtl® much longer list of surfactants
contained [*46] in the common specification. Thsitincludes many surfactants that are
not included in the list Par now provides. In ifggOsition Brief (at pp. 13, et seq.) Par
relies upon its own experiments employing the siaists BRI1J 35 and CTAB to confirm
that the claims are enabled, yet neither of thasiastants is included in Par's list of
surfactants included within the claims language'sfRroduct Development Report, upon
which Par relies as evidence of successful expetsngith formulations falling within

the scope of the asserted claims includes expetsenploying Tergitol, a surfactant
that the Report itself states is not suitable foommercial oral pharmaceutical
composition.

On the basis of evidence that cannot be dispuged,maatter of law Par is not entitled to
the broad claims it asserts in this action. Theldgire of the common specification does
not teach a person of ordinary skill how to praztite full scope of the claims n3.

n3 None of the asserted dependent claims 20, 284335, 42, 47 or 53 in the '318
patent or claims 2 or 7 in the '320 patent addlmmyations as to amounts of ingredients
to use and the enablement analysis referring tepaddent claims 19 and 41 of the '318
patent and independent claim 1 of the '320 patgpliess to them without further
discussion.

Par also asserts dependent claims 26, 27 and pér(dmg from claim 19), and 48 and
49 (depending from claim 41) of the '318 patent eladn 6 (depending from claim 1) of
the '320 patent. Each of these claims containglditi@nal limitation not found in the
independent claims, limiting the quantities ofvaditting agents from an infinitesimal
amount "up to" either 25% 30% or 40% w/v of tharoked suspension. Par has



explained, however, that "based on the uncertahtgsults once any modification in
types of ingredients or amounts is made . . . aqueskilled in the art would not have any
reasonable expectation of success in maintainstglade flocculated suspension of
megestrol acetate once a change in the type orrambsurfactant or wetting agent is
made." (June 1999 Response, p. 2). Given this digtadility, the paucity of working
examples in the suit patents, and the lack of emgdtions as to the type or amount of
surfactant, the addition of these broad rangethiamounts of the wetting agents does
not enable a person of ordinary skill to practte full scope of these claims without
undue experimentation.

V. Conclusion

Roxane's motion for summary judgment that claims209 25, 26, 27, 31, 32, 34, 35, 41,
42, 47, 48, 49 and 53 of the '318 patent and cldin2s 6 and 7 of the '320 patent are
invalid for failure to comply with the enablemepfjuirements of 35 U.S.Cl 112. In

light of this conclusion it is unnecessary to agdrBoxane's motion for summary
judgment for invalidity of claims 1, 2, 6 and 7tbé '320 patent on the ground that the
asserted claims are invalid under 35 U.S.Q03(a) as obvious from the prior art and on
the ground that the asserted claims are invalighfdefiniteness under 35 U.S.C.112,
second paragraph, for claiming the alleged inveny what it is not, rather than by
claiming what the alleged invention is. That motwiti be dismissed without prejudice,
with the right of Roxane to have it restored to¢h&ndar should this case be reinstated
for any reason. The case will be dismissed. Theteull enter an appropriate order.

Dated: November 8, 2006

/s/ Dickinson R. Debevois&).S.S.D.J.



