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Schwarz Pharma, Inc. and Schwarz Pharma AG ("Schwarz Pharma") respectfully

submit this memorandum in support of their motion pursuant to Fed. R. Civ. P. 59(e) to

alter or amend this Court's judgment in favor of Paddock Laboratories, Inc. ("Paddock").

For the reasons discussed below, this Court should vacate that judgment. 
1

I. INTRODUCTION

This Court clearly erred in granting Paddock summary judgment of non-

infringement. As explained herein, the Court's analysis of the foreseeability inquiry is

based on a misreading of the Federal Circuit case the Court relied upon, Glaxo Wellcome

Inc. v. Impax Laboratories, Inc., 356 F.3d 1348 (Fed. Cir. 2004). This misreading

resulted in the Court failing to appreciate that there are genuinely disputed issues of

material fact that require triaL. Moreover, the Court additionally erred in deciding other

genuinely disputed factual issues on summary judgment. Accordingly, the decision is

erroneous and should be vacated.

II. ARGUMENT

A. Le2al Standard Under Rule 59(e)

A motion to alter or amend a judgment pursuant to Fed. R. Civ. P. 59(e) serves the

purpose of "correcting manifest errors of law or fact or to present newly discovered

evidence." Innovative Home Health Care, Inc. v. PTOT Assocs. of the Black Hzls, 141

F.3d 1284, 1286 (8th Cir. 1998). "Although the words 'alter or amend' imply something

Local Rule 7. l' s requirement that a part seek leave to file for reconsideration is
inapplicable to motions under Fed. R. Civ. P. 59(e). See DuBose v. Kelly, 187 F.3d 999,
1002 (8th Cir. 1999); Gas Aggregation Services, Inc. v. Howard Avista Energy, LLC,
2005 WL 4257970, * 1 (D.Minn. 2005).

i
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less than' set aside,' a court may use Rule 59( e) to set aside the entire judgment."

Sanders v. Clemco Industries, 862 F.2d 161, 169 (8th Cir. 1988) (cztng A.D. Weiss

Lithograph Co. v. Illnois Adhesive Prods. Co., 705 F.2d 249, 250 (7th Cir. 1983)). Here,

as discussed below, this Court's grant of summary judgment is erroneous and should be

vacated. 2

B. This Court's Conclusion That Magnesium Oxide Was A
Foreseeable Equivalent "As a Result" of Its Disclosure In
Paddock's Prior Art References Is Le2ally and Factually Erroneous

1. The Federal Circuit Has Held That The Disclosure
Of An Alleged Equivalent In the Prior Art Does
Not Necessarily Render That EQuivalent Foreseeable

To find an alleged equivalent foreseeable, the evidence must show that, at the time

of amendment, the alleged equivalent would have been recognized by one of ordinary

skill in the art as interchangeable with the claim element in dispute given the context of

the invention. This is true even if that alleged equivalent was found in the prior art

at the time of amendment. For example, in Festo, the alleged equivalent was an

aluminum sleeve. No one disputed that such a sleeve was in the prior art. After all,

aluminum was a commonly available metal. Despite the presence of this alleged

equivalent in the prior art, the Federal Circuit remanded the Festo case to the district

court on the issue of foreseeability. It did so because factual issues existed regarding the

interchangeability of that equivalent and the claim element in dispute:

2 Where a Rule 59( e) motion has been filed, the underlying judgment "lacks

finality." Innovative Home, 141 F.3d at 1286; see also Garrett v. Us., 195 F.3d 1032,
1033 (8th Cir. 1999) ((Rule 59(e)) motions suspend the finality of the judgment. . .").

2
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Although it seems unlikely that an aluminum sleeve would have been
unforeseeable, as it was made of a commonly available metal, Festo argues
that one skiled in the art at the time of the "magnetizable"
amendment would not have foreseen the interchangeability of an
aluminum alloy sleeve and a magnetizable alloy sleeve in Stoll's small
gap design involving rare earth magnets. Factual issues thus exist as to
whether an ordinarily skiled artisan would have thought an aluminum
sleeve to be an unforeseeable equivalent of a magnetizable sleeve in the
context of the invention. Accordingly, we remand to the district court on
the question of unforeseeability to allow the paries to introduce evidence
on this issue.

Festo, 344 F.3d 1359, 1371 (Fed. Cir. 2003)(emphasis added). Thus, Festo holds that the

foreseeability inquiry does not end merely because the alleged equivalent is disclosed in

the prior art. Instead, the inquiry moves on to the question of whether one of ordinary

skill in the art would have understood that equivalent to be interchangeable with the

claim element in dispute given the context of the invention. This is a factual issue - one

that in Festo required a trial in the district court on remand.

Similarly, in Smithkllne Beecham Corp v. Excel Pharmaceuticals, Inc., 356 F.3d

1357 (Fed. Cir. 2004), a companion case to Glaxo, the Federal Circuit vacated a grant of

summary judgment. The Court's instrctions to the district court on remand are

instrctive. Notably, the Federal Circuit did not direct the district court to merely

consider the issue of whether the alleged equivalent PV A (polyvinyl alcohol) was known

in the art of pharmaceutical formulations as a sustained release agent. Instead, it directed

the district court to ascertain whether the disclosure of PV A in the prior art would have

led one of ordinary skill in the art to have foreseen the substitution of the alleged

equivalent for the claim element in dispute at the time of amendment:

3
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On remand, the trial court may inquire into the specific use of PV A in the
prior art of sustained drug release compositions to ascertain whether
artisans of ordinary skill in this art would have foreseen the potential
substitution of PV A for HPMC at the time the '798 patent claims were
amended.

Smithkllne, 356 F.3d at 1365. Thus, under Festo and Smithkllne, even if the alleged

equivalent is disclosed in the prior art, a proper foreseeability analysis requires a separate

and additional factual inquiry as to whether, at the time of amendment, a person of

ordinary skill in the art would have recognized that alleged equivalent to be

interchangeable with the claim element in dispute given the context of the invention. Put

differently, the disclosure of an alleged equivalent in the prior art is necessary for a

finding of foreseeability, but it does not end the inquiry.

2. Glaxo Is Not To The Contrary

This Court's summary judgment decision runs afoul of the above legal principles.

Specifically, in granting summary judgment, the Court never addressed the issue of

whether a person of ordinary skill in the art would have recognized magnesium oxide as

interchangeable with the "alkali or alkaline earth metal carbonate" of the claimed

invention given the context of the invention. The Court failed to do so because it

overlooked a key portion of the Federal Circuit's opinion in Glaxo. Consequently, it

misread that case and arrived at a conclusion that is contrary to the above cases as a

matter of law, and contrary to the record in this case as a matter of fact. This Court's

entire discussion of its reasoning regarding foreseeability is the following two sentences:

In Glaxo, the Court found that although only HPMC had been tested
specifically with bupropion hydrochloride to achieve sustained release,
HPC was known as a sustained release hydrogel-forming polymer in the art

4
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of pharmaceutical formulation, and as a result, was foreseeable as an
equivalent to HPMC. (Id. at 1355-56). Similarly, in this case, although
Paddock's prior art references do not concern ACE inhibitors, they still
show that magnesium oxide was a known stabilizer in the field of
pharmaceutical formulations, and as a result, it was foreseeable. . . as a
potential equivalent to magnesium carbonate at the time of amendment.

(Opinion, at 13-14). The first sentence quoted describes the Court's reading of 
Glaxo. In

sentence two, the Court then compares this case to Glaxo by analogy. But, with all due

respect to the Court, the first sentence describing Glaxo is dead wrong. The Federal

Circuit in Glaxo never concluded that HPC was a foreseeable equivalent solely "as a

result" of its disclosure in the prior art as a sustained release agent. The Federal Circuit

unmistakably undertook the second step of the foreseeability inquiry addressed above. It

considered whether the record contained evidence showing that, at the time of

amendment, a person of ordinary skill in the art would have recognized HPC as

interchangeable with HPMC in the claimed invention:

(T)his court has scoured the record in vain for any evidence of a verifiable
scientific reason that Glaxo would not have considered HPC a suitable
sustained release agent for bupropion. As the district court also observed,
the record shows only that "anyone skilled in the art (at the relevant time)
would have known that HPC and HPMC were substantially equivalent."

Glaxo, 356 F.3d at 1356. Thus, the Court concluded that HPC was a foreseeable

equivalent not merely because it had been disclosed in the prior art as a sustained release

agent, but also because the record contained no evidence whatsoever that raised any

question as to whether, at the time of amendment, HPC and HPMC would have been

recognized as interchangeable given the context of the invention. The record showed

"only" that "anyone skilled in the art (at the relevant time) would have known that HPC

5
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and HPMC were substantially equivalent." Indeed, the record in that case contained a

clear and unequivocal admission by the patentee of known interchangeability at the time

of amendment. Glaxo Wellcome, Inc. v. Impax Labs, Inc. 220 F.Supp.2d 1089, 1095

(N.D. Cal 2002) ("Plaintiff (the patentee) conceded that the two chemicals (HPC and

HPMC) have been known substitutes for a lot of years.") Accordingly, under Glaxo,

recognized interchangeability did not necessary follow "as a result" of the disclosure of

the alleged equivalent in the prior art. It was a separate and additional evidentiary

question. One that in that case was entirely one-sided, thus, warranting summary

. d 3JU gment.

Accordingly, properly read, Glaxo is not contrary to either Festo or Smithkllne.

Like those cases, it stands for the proposition that even if an alleged equivalent is

disclosed in the prior art, a finding of foreseeability nonetheless requires a separate and

additional factual showing that, at the time of amendment, the alleged equivalent would

have been recognized by one of ordinary skill in the art as interchangeable with the claim

3 That the Federal Circuit affirmed the grant of summary judgment in Glaxo is not

surprising given that the record included: (1) an admission that HPC, the alleged
equivalent, was disclosed in the prior art as a sustained release agent; (2) an admission
that HPC and HPMC, the claim element at issue, were in fact interchangeable; and (3) an
admission that they were recognized by those of skill in the art to have been
interchangeable in the context of the claimed invention at the time of amendment.
Notably, in the companion opinion to Glaxo issued the very same day, where the latter
admission was absent, the Federal Circuit vacated a grant of summary judgment and
remanded for triaL. Smithkllne, 356 F.3d at 1365. Here, of course, the first and third
admissions above are not only absent, the evidentiary points at issue are disputed
between the parties. Moreover, as to the second admission above, here, Paddock's expert
disputes whether the alleged equivalent and the disputed claim element are
interchangeable. Thus, the record here is a far cry from the record in Glaxo when that
case is properly understood.

6
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element in dispute given the context of the invention. This Court's reading of Glaxo as

being to the contrary is wrong.

3. The Court's Failed To Credit Schwarz Pharma's
Evidence Re2ardin2 Non-Reco2niton of Interchan2eabiltv

Based on its misreading of Glaxo, this Court's consideration of foreseeability in

the present case by analogy to Glaxo is also wrong. Specifically, this Court wrongly

concluded that magnesium oxide was a foreseeable equivalent "as a result" of its

(alleged) disclosure in Paddock's prior art references as a stabilizer. As shown above,

under Festo, Glaxo and Smithkllne, even if Paddock's references disclose magnesium

oxide as a stabilizer of some sort, a proper foreseeability analysis requires a separate and

additional factual inquiry as to whether a person of ordinary skill in the art, at the time of

amendment, would have understood that equivalent to have been interchangeable with an

"alkali or alkaline earth metal carbonate" in the claimed invention given the context of

the invention.4 If one "scours" the record here, Schwarz Pharma submits that the only

credible evidence to be found is that, at the time of amendment, a person of ordinary skill

in the art would not have recognized magnesium oxide to be interchangeable with an

"alkali or alkaline earth metal carbonate" in the claimed invention, despite the disclosures

4 The Court stated in its opinion that the relevant issue is whether magnesium oxide

was a foreseeable equivalent to "magnesium carbonate." Opinion at 14. This is wrong.
The claim element at issue is "alkali or alkaline earth metal carbonate." Thus, the
interchangeability issues focuses on that element and the alleged equivalent. This
distinction is highly pertinent to properly appreciating the disclosure of one of Paddock's
references, which, as Schwarz Pharma's technical experts explained, teaches that
magnesium oxide would not be interchangeable with the element "alkali or alkaline earth
metal carbonate" of the claimed invention. (See Gokel Decl. iT 35; Williams Decl. iT 50).

7
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of Paddock's references. Thus, at a minimum, there are clearly genuine issues of

material fact that are disputed. Consequently, there are issues of fact regarding

interchangeability that require a triaL.

F or example, Schwarz Pharma submitted evidence from its technical experts, Dr.

Gokel and Dr. Williams, establishing that magnesium oxide would not have been

recognized as interchangeable with the "alkali or alkaline earth metal carbonate" of the

claimed invention despite the disclosures of Paddock's references. Specifically, they

stated, in part, as follows:

* In my opinion, even if magnesium oxide could perform a stabilizing

function in amfenac, the structure of amfenac (the active
pharmaceutical ingredient disclosed in one of Paddock's references) is
too different from the structures of ACE inhibitors, including quinapril
and moexipril, to enable one skiled in the art to draw any meaningful
conclusions from this regarding what role magnesium oxide might play
in an ACE inhibitor formulation (i.e., the claimed invention). (Gokel
Decl. iT 26; see also Williams Decl. iT 30).

* The "stabilization effect" taught by JP '710 (one of Paddock's prior
references) is not found in amfenac formulations containing alkali metals
(i. e., potassium carbonate, kalium (potassium) carbonate, and sodium
carbonate). In contrast, the' 450 patent teaches and claims the use of alkali
metal carbonates to stabilize ACE inhibitors against cyclization and
discoloration. I agree with Dr. Wiliams' opinion that the fact that this
class of materials does not perform a stabilzation function in the
amfenac formulations, but does in the claimed ACE inhibitor
formulations, would lead one skiled in the art to conclude that these
two formulations are simply too different to draw any conclusions
regarding what role magnesium oxide might play in stabilzing an ACE
inhibitor against cyclization and discoloration (i.e., the context of the
invention of the '450 patent). This is particularly tre because the JP
references do not contain a saccharide, and the' 450 patent recognizes the
potential for the saccharide component to interfere with the other
components of the formulation. In my opinion, the stabilization
mechanisms in the two formulations are probably different. While

8
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amfenac's stability is based on the presence of divalent metals, the stability
of the ACE inhibitors disclosed in the' 450 patent cannot be based on this,
since the claimed stabilizers do not all contain divalent metals. This
indicates to me that magnesium oxide would not have been recognized
to be interchangeable with the "alkali or alkaline earth metal
carbonate" of the claimed invention by one of ordinary skil in the art
on November 11, 1987. (Gokel Decl. iT 27; see also Williams Decl. iT 29).

* JP '710 is directed to preparing an intraoral paste containing

amfenac and one excipient selected from magnesium oxide, basic
magnesium carbonate and calcium carbonate. The other components of the
paste are white petroleum jelly, plastibase, carboxymethylcellulose and
liquid paraffin. . . . The fact that magnesium oxide in the presence of a
set of components for making a paste may provide a stabilzing
function for a nonsteroidal anti-inflammatory (i.e., amfenac) would not
lead one of skil in the art to conclude that magnesium oxide in the
presence of a different set of components (i.e., ones for making a solid
dosage form) would stabilze an ACE inhibitor against cyclization and
discoloration (as is required by the "alkali or alkaline earth metal
carbonate" element of the '450 patent). This is particularly tre where
the claims of the' 450 patent require the presence of a saccharide, which, in
my opinion, the paste of JP '710 does not contain. The '450 patent also
recognizes that the saccharide component could affect the functions of the
other components of the formulation. (Williams Decl. 27-28).

* The '919 patent (another of the references relied upon by Paddock)
concerns isocarbostyril derivatives, not ACE inhibitors. In my opinion,
the structures of isocarbostyril derivatives and ACE inhibitors are
sufficiently different that persons of ordinary skil in the art would not
consider methods of stabilzing those compounds to be
interchangeable. (Gokel Decl. iT 32; see also Williams Decl. iT 32).

* GB '271 (British Patent No. 2016271) concerns compositions of
Gefarnate. GB' 271 states that Gefarnate is an "oily liquid," and that solid
preparations are produced by allowing it to be absorbed in a highly oil-
absorptive solid. GB '271 does not disclose Gefarnate as susceptible to
cyclization and discoloration, let alone teach the use of any agent to
stabilize against these types of degradation. . . . Indeed, the reference
refers to magnesium oxide as "carrier." This suggests that magnesium
oxide is not a stabilzing agent against any type of degradation. Thus,

9
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in my opinion, this reference does not render the use of magnesium
oxide to stabilze an ACE inhibitor against cyclization and
discoloration, or just cyclization, foreseeable to a person of ordinary
skil in the art as of November 11, 1987. (Williams Decl. iT 49).5

* Having considered the '450 patent, its prosecution history,
including the references before the examiner during prosecution, and
the references relied upon by Paddock, it is my opinion that one of
ordinary skil in the art on November 11, 1987 would not have
recognized magnesium oxide to be interchangeable with an alkali or
alkaline earth metal carbonate in the context of the invention of the
'450 patent. Nothing I have reviewed in connection with this case has
led me to believe that a person of ordinary skil in the art at that time

would have known magnesium oxide to be a substitute for an alkali or
alkaline earth metal carbonate in the claimed ACE inhibitor
formulation. (Gokel Decl., iT 32).

* In my opinion, as of November 1987, magnesium oxide would
not have been recognized by one of ordinary skil in the art as
interchangeable with the alkali or alkaline earth metal carbonate
element in the claims of the' 450 patent. At that time, they were not
known substitutes. I reach this opinion based on a consideration of the
'450 patent, its specification, its prosecution history, including the art
before the Examiner during prosecution, the references identified by
Dr. Dash and Paddock, and my knowledge and experience in the
pharmaceutical field. To the extent that Paddock and Dr. Dash take a
contrary view, I strongly disagree. (Williams. Decl., iT 50).

As the above establishes, far from admitting known interchangeability at the time of

amendment, as the patentee did in Glaxo, Schwarz Pharma has here supplied abundant

evidence disputing that alleged fact. Schwarz Pharma's evidence provides detailed

5 The Court states in its opinion that Paddock maintains that this Great Britain patent

references magnesium oxide as a "stabilizer." (Opinion at 13). As shown above,
Schwarz Pharma's expert states that the patent references magnesium oxide as "carrier."
Thus, there is a fundamental disagreement between the parties about what this references
discloses with respect to magnesium oxide. For this reason, and those discussed in
Section C below, genuinely disputed issues of material fact also exist as to whether
magnesium oxide was a known stabilizer against cyclization generally in the art of
pharmaceutical formulations at the time of amendment.

10
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scientific explanations as to why, despite the disclosures of Paddock's references, at the

time of amendment, a person of ordinary skill in the art would not have recognized

magnesium oxide to be interchangeable with an "alkali or alkaline earth metal

carbonate" in the claimed invention, given the context of that invention. It is the very

type of evidence the Court found absent in Glaxo.

On summary judgment, this Court should have credited Schwarz Pharma's above

evidence. Anderson v. Liberty Lobby, Inc., 477 U.S. 242, 249 (1986) ("(I)t is clear

enough from our recent cases that at the summary judgment stage the judge's function is

not himself to weigh the evidence and determine the trth of the matter but to determine

whether there is a genuine issue for triaL"); Id. at 255 ("The evidence of the non-movant

is to be believed, and all justifiable inferences are to be drawn in his favor. ") This

Court's failure to do so appears to have arisen from a misreading of Glaxo. When this

evidence is properly considered, it unquestionably requires denial of Paddock's motion.

Indeed, Dr. Gokel's and Dr. William's scientific explanations as to why, despite

the disclosures in Paddock's references, an ordinarily skilled artisan would not have

recognized magnesium oxide to be interchangeable with an alkali or alkaline earth metal

carbonate, given the context of the claimed invention, are undisputed. Paddock's expert

Dr. Dash simply never addressed their scientific points. But, even if he had done so, it

would still not entitle Paddock to summary judgment. See Edwards Systems Technology,

Inc. v. Digital Control Systems, Inc., 99 Fed. Appx. 911, 921 (Fed. Cir. 2004) (vacating

grant of summary judgment of non-infringement were there were dueling experts);

United States v. Ryan, 2005 WL 1429760, at *10 (W.D. Mo. June 16,2005) ("The Court

11
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must refrain from weighing the credibility of the competing expert opinions in ruling on

this Motion for Summary Judgment."). Simply put, a "battle of the experts" is not

amenable to summary judgment.

This is particularly tre given that Schwarz Pharma has submitted evidence that

raises substantial questions about the credibility of Paddock's expert, Dr. Dash. His

opinion that, from the perspective of today, magnesium oxide is, in fact, not

interchangeable with an alkali or alkaline earth metal carbonate raises serious questions

about how he could credibly opine that a person of skill in the art would have recognized

magnesium oxide to be interchangeable with that claim element some 18 years ago, at the

time of claim amendment. See Gokel Decl. at iT 16; Williams Decl. at iT 22. By

misreading the Glaxo case, and thereby reading the recognition-of-interchangeability

requirement out of the Federal Circuit's foreseeability standard, this Court missed the

significance of this credibility issue to the ultimate resolution of this case. As the

Supreme Court has directed district courts repeatedly, credibility determinations are not

resolved on summary judgment. See, e.g., Anderson, 477 U.S. at 255.6 For this

additional reason, this Court's erred in granting summary judgment.

6 This prohibition on weighing credibility applies equally to both cases that are slated

for bench trial as well as those scheduled for jur triaL. See Borden, Inc. v. Spoor Behrins
Campbell & Young, Inc., 828 F. Supp. 216, 218-19 (S.D.N.Y. 1993) ("the standard for
granting summary judgment under Rule 56, Fed.R.Civ.P. remains the same whether a
jury trial or a bench trial is anticipated"); see also Tlamka v. Serrell, 244 F.3d 628, 634
(8th Cir. 2001) ("We may neither weigh evidence nor make credibility determinations at
the summary judgment stage.")

12
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c. This Court Erred In Concluding that Magnesium Oxide
Is Known in the Prior Art as A Stabilzin2 A2ent

This Court's foreseeability analysis discussed above is premised on the following

conclusion:

The Court finds that an analysis of the entire record and the testimony of
the experts, reveals that magnesium oxide was a known stabilizer in the
field of pharmaceutical formulation at the time of amendment of the' 450
patent.

(Opinion, at 13). Schwarz Pharma submits that this conclusion represents a factual

finding that is inappropriate in the context of summary judgment. As the Supreme Court

had directed, "(A)t the summary judgment stage the judge's function is not himself to

weigh the evidence and determine the trth of the matter but to determine whether there

is a genuine issue for triaL." Anderson, 477 U.S. at 249. Consequently, Schwarz Pharma,

the non-moving part "only need( s) to show the existence of a genuine issue of material

fact in order to preclude summary judgment." Freedman Seating Co. v. American

Seating Co., 420 F.3d 1350, 1363 (Fed. Cir. 2005). "In determining whether there is a

genuine issue of material fact, the evidence must be viewed in the light most favorable to

the part opposing the motion, with any doubts resolved in favor of the (non-moving

part)." Transmatic, Inc. v. Gulton Indus., Inc., 53 F.3d 1270, 1274 (Fed. Cir. 1995).

"The evidence of the non-movant is to be believed, and all justifiable inferences are to be

drawn in his favor." Anderson, 477 U.S. at 255.

Schwarz Pharma respectfully submits that this Court overlooked these principles

in granting Paddock summary judgment. At the hearing on Paddock's summary

judgment motion, the Court specifically asked whether different or additional evidence
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would be presented at triaL. Tr. 34:23-36: 1. Schwarz Pharma respectfully submits that

this is legally irrelevant. Even if the evidence presented at trial is no different than that

presented on summary judgment, the Court's function on summary judgment remains the

same: "the judge's function is not himself to weigh the evidence and determine the trth

of the matter, but to determine whether there is a genuine issue for triaL." Anderson, 477

u.s. at 249. Yet, as the above quotation shows, this Court did an "analysis of the entire

record and the testimony of the experts" to reach factual conclusions regarding the state

of the prior art when those facts are genuinely disputed. Indeed, with all due respect, the

Court's opinion never discusses whether Schwarz Pharma's evidence raises a genuine

issue of fact for triaL. This is error.

F or example, here, this Court concluded that magnesium oxide was a known

stabilizer in the field of pharmaceutical formulations at the time of amendment of the

'450 patent. As an initial matter, Schwarz Pharma respectfully submits that the nature of

the Court's finding is unclear. The Court described Paddock's references as showing that

magnesium oxide was a known stabilizer. (Opinion at 13). But the Court did not identify

any degradation pathway that magnesium oxide was supposedly known, based on

Paddock's references, to stabilize against. The Court failed to do so even though it

constred the claims of the' 450 patent to require that the "alkali or alkaline earth metal

carbonate" stabilize against a particular degradation pathway, cyclization? Thus, the

relevant inquiry for foreseeability purposes concerns whether the prior art establishes that

7 Claim 1 also requires stabilization against discoloration.
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magnesium oxide was known in the art of pharmaceutical formulations, at the time of

amendment, to stabilize against cyclization with respect to any active pharmaceutical

ingredient.

Here, Schwarz Pharma disputed this. Schwarz Pharma submitted the Handbook of

Pharmaceutical Excipients. That Handbook describes magnesium oxide as a diluent, not

a stabilizer. (Wiesner Ex. 11; see also Williams Decl. iT 22). This shows that those of

skill in the art recognized magnesium oxide to be a diluent. On summary judgment,

Schwarz Pharma was entitled to have this evidence believed. Anderson, 477 U.S. at 255

("The evidence of the non-movant is to be believed, and all justifiable inferences are to

be drawn in his favor."). Moreover, Paddock itself described magnesium oxide as a

diluent in its filings with the Food and Drug Administration. (Wiesner Ex. 2). This too

supports a reasonable inference that magnesium oxide was not known at the time of

amendment to be a stabilizer against cyclization in the art of pharmaceutical formulation

with respect to any active pharmaceutical ingredient. By failing to credit this evidence,

the Court committed reversible error.

The Court compounded that error when it also failed to credit Schwarz Pharma's

evidence that disputed whether Paddock's references would have been understood at the

time of amendment by an ordinarily-skilled artisan as showing the use of magnesium

oxide as a stabilizer against cyclization. As Schwarz Pharma's technical experts

explained, the record before the Court does not contain one single piece of prior art that

expressly describes magnesium oxide as a stabilizer against cyclization:
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Paddock does not cite a single reference that expressly discloses the use of
magnesium oxide to stabilize an API against cyclization prior to November
11, 1987. This suggests to me that it was not known to those of
ordinary skil in the art at the time that magnesium oxide could
stabilze APIs against cyclization. (Gokel Decl. iT 22).

In my opinion, it is tellng that Paddock cannot cite a single reference
that explicitly discloses the use of magnesium oxide to stabilze an ACE
inhibitor, or any API for that matter, against cyclization. Instead,
Paddock relies on hindsight to characterize these references as
implicitly disclosing the use of magnesium oxide for that purpose. In
my opinion, a person of ordinary skill in the art of the' 450 patent in
November of 1987 would not have considered such references relevant to
the field of ACE inhibitors or the stability of ACE inhibitors against
cyclization and discoloration, or against just cyclization. (Williams Decl. iT

36).

Schwarz Pharma submits that a reasonable fact finder can infer from this factual evidence

-- which must be credited on summary judgment -- that magnesium oxide was not known

by those of skill in the art at the time of amendment to be a stabilizer of any active

pharmaceutical ingredient against cyclization. Indeed, Schwarz Pharma submitted

evidence that Paddock's contentions to the contrary are the work of hindsight. See

Williams Decl. iT 36 ("Paddock relies on hindsight to characterize these references.");

Gokel Decl. iT25 ("In my opinion, Dr. Dash's opinion regarding the possible degradation

mechanisms of amfenac does not speak to what the JP references would have taught a

person of ordinary skill in the art on November 11, 1987."). This evidence too should

have been credited on summary judgment.
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Schwarz Pharma also submits that the Court erred in overlooking basic factual

disputes as to how Paddock's references characterize magnesium oxide. As noted above,

Paddock contends that British Patent No. 2016271 discloses magnesium oxide as a

stabilizer. Schwarz Pharma's experts state that it describes magnesium oxide as a carrier.

See, supra, footnote 5. Similarly, the parties also dispute whether certain Paddock

references even disclose cyclization as degradation pathway or the use of any agent to

stabilize against that type of degradation. Cf, e.g., Williams Decl. iT 37 (opining that

u.S. patent No. 5,045,321 fails to disclose an active pharmaceutical ingredient that is

susceptible to cyclization or the use of any agent, let alone magnesium oxide, to stabilize

against cyclization) with Dash Decl. iT 82 (opining that this reference discloses

magnesium oxide as a stabilizer but not identifying as a stabilizer of what, or citing any

particular portion of the patent); see also Williams Decl. iTiT 38-50 (opining that

Paddock's other references fail to show cyclization as a degradation product or the use of

any agent, let alone magnesium oxide, to stabilize against cyclization).8 These factual

disputes cannot be resolved on summary judgment.

In sum, at the end of the day, the issue of whether magnesium oxide was known

by those of ordinary skill in the art of pharmaceutical formulations to be a stabilizer of an

active pharmaceutical ingredient against cyclization, at the time of amendment, is a pure

8 Again, with all due respect to the Court, the Court's statement that Paddock's

references disclose magnesium oxide as a stabilizer is puzzling given that with respect to
numerous references, the references simply disclose formulations that contain
magnesium oxide without any evidence that magnesium oxide is stabilizing anything, let
alone, stabilizing against cyclization.
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question of fact. Schwarz Pharma has submitted evidence that should have been credited

on summary judgment showing that magnesium oxide was not known to be such a

stabilizer. Paddock's references -- whatever they disclose -- cannot erase Schwarz

Pharma's evidence to the contrary. At most, they create a factual dispute that cannot be

resolved on summary judgment. This is especially tre where Schwarz Pharma disputes

Paddock's expert's hindsight-driven attempts to reinterpret Paddock's references as

disclosing magnesium oxide as a stabilizer of an active pharmaceutical ingredient against

cyclization. The Court erred is resolving all of these factual disputes on summary

judgment.

III. CONCLUSION

F or the above reasons, there are genuine issues of material fact concerning

Paddock's infringement of the '450 patent under the doctrine of equivalents.

Accordingly, the Court's prior decision is in error. The Court should correct its mistaken

grant of summary judgment, deny Paddock's motion, and vacate its judgment of non-

infringement.
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