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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

WYETH, et al.
Plaintiffs, : Civil Action No. 09-4850 (JAP)
V.

OPINION
ABBOTT LABORATORIES, et al.

Defendants.

PISANO, District Judge.

Plaintiffs Wyeth, Cordis Corporation and Cordis LLC (together, “Cordis” or
“Plaintiffs”) bring this patent infringement action allegibgfendants Abbott Laboratories
and AbbottCardiovasculaBystems, Inc. (together, “Abbott”) and Boston Scientific
Corporation and Boston Scimed, Inc. (together, “BS@ff)jnge U.S. Patent No. 7,591,844
(the “844 patent”), entitled “Medical Devices, Drug Coatings and Methods &ntisining
Drug Coatings Themn” and U.S. Patent No. 6,746,773 (the “773 patent”), entitled
“Coatings for medical devices.” These patents relate to-elutgg coronary stents that are
used in the treatment of coronary artery disease. Plaintiffs Wyeth and Cordizration
own the patents, and Cordis LLC is the exclusive licensee of the patents.

Presently before the Court is the parties’ request for claim constructeC ot
held aMarkmanhearing on September 28, 2011. This Opinion addresses the proper

construction dthe disputed claim terms.
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|. TheTechnology and Patents-In-Suit

For several decades, physicians have treated coronary artery diseesedition in
which the coronary arteries become narrowed by plaguigh a procedure known as balloon
angioplasty. This procedure involved a physician expanding a narrowed coronaryarte
inflating a balloon that has been inserted into the artery at the site of the lelobkagpre
recent yearsphysicians have been able to use the balloon catheter to deliver aestent,
permanent implant, which remains in place to hold open the newly expanded artery.

While early commercial stents were metallic, later stents carried a coating that
delivered a drug at the implantation point. The drug delivered by thedcsi@nt elutes into
the artery wall and bloodstream in order to deliver its therapeutic benefit totpatiels,
these stents are referred to as “deligfing stents”. The patenitis-suit relate to such drug-
eluting stents. In particular, the patedisclose a pdicular copolymer used to coat such
stents comprised of two specific monomerginylidenefluoride (“VDF”) and
hexfluoropropylene (“HFP”). Plaintiff alleges that the Xience stent, rogd&bbott, and the
Promus stent, made by BSC, containlsa coating and infringe the patemtssuit.

The ‘844 patent issued on September 22, 2009 and contains 24 claims. The ‘773
patent originally issued on June 8, 2004. The ‘773 patent was subje@xgarte
reexamination by the Patent and Trademark Office and a reexamination certificateass
July 13, 2010 amending the patent by cancelling four of five claims (claims 1-3 and 5),
amending one claim (claim 4), and adding four new claims (claif)s 6
1. Standardsfor Claim Construction

In order to prevail in a patent infringement suit, a plaintiff must establish that the

patent claim “covers the alleged infringer’s product or procegsmikman v. Westview



Instrs., Inc, 517 U.S. 370, 116 S.Ct. 1384, 134 L.Ed.2d 577 (1996). Consequieatlyst

step in an infringement analysis involves determining the meaning and the scopelafiike
of the patent.Johnson Worldwide Assocs., Inc. v. Zebco Cdrpb F.3d 985, 988 (Fed. Cir.
1995). Claim construction is a matter of lddarkman v. Wstview Instrs., In¢ 52 F.3d 967,
979 (Fed. Cir. 1995ff'd 517 U.S. 370 (1996), therefore, it is “[t]he duty of the trial judge . .
. to determine the meaning of the claims at iss&xXon Chem. Patents, Inc. v. Lubrizoll
Corp, 64 F.3d 1553, 1555 (Fed. Cir. 1995).

The Federal Circuit has emphasized that “[i]t is a bedrock principle of patethat
the claims of a patent define the invention to which the patentee is entitled the right to
exclude.” Phillips v. AWH Corp.415 F.3d 1303, 1312 (Fed. Cir. 2005) (internal quotations
omitted) (citingVitronics Corp. v. Conceptronic, In@Q0 F.3d 1576, 1582 (Fed. Cir. 1996)
(“we look to the words of the claims themselves . . . to define the scope of the patented
invention”); Markman 52 F.3d at 980 (“The miten description part of the specification itself
does not delimit the right to exclude. That is the function and purpose of claims.”).
Generally, the words of a claim are given their “ordinary and customaagingg” which is
defined as “the meaningat the term would have to a person of ordinary skill in the art in
guestion at the time of the inventionPhillips, 415 F.3d at 1312-13 (citations omitted). In
this regard, the Federal Circuit has noted that

It is the person of ordinary skill in the field of the invention through whose

eyes the claims are construed. Such person is deemed to read the words used in

the patent documents with an understanding of their meaning in the field, and

to have knowledge of any special meaning and usage in theTfiedd.

inventors words that are used to describe the invention--the inventor’s

lexicography-must be understood and interpreted by the court as they would

be understood and interpreted by a person in that field of technology. Thus the

court starts the dedemimaking process by reviewing the same resources as
would that person, viz., the patent specification and the prosecution history.



Id. (quotingMultiform Desiccants, Inc. v. Medzam, Lt#l33 F.3d 1473, 1477 (Fed.Cir.
1998)).

In the process of determining the meaning of a claim as understood by a person of
ordinary skill in the art, a court may look to various sources from which the proper meaning
may be discerned. These sources include “the words of the claims themselves\aimder
of the specificion, the prosecution history, and extrinsic evidence concerning relevant
scientific principles, the meaning of technical terms, and the state of théhitlips, 415
F.3dat 1314. Claim construction focuses upon the claims, specification and prosecution
history —.e., the intrinsic evidence -because intrinsic evidence“the most significant
source of the legally operative meaning of disputed claim languaednics Corp, 90
F.3d at 1582 .While a court is permitted to turn to extrinsic evidensuch evidence is
generally of less significance and less value in the claim constructiorsprédellips, 415
F.3d at 1317. Extrinsic evidence would include evidence that is outside the patent and
prosecution history, and may include expert testiyndictionaries and treatisekl. The
Federal Circuit has noted that caution must be exercised in the use of eetridsnce, as
this type of evidence may suffer from inherent flaws affecting its itiaim the claim
construction analysisld. at 1319 (“We have viewed extrinsic evidence in general as less
reliable than the patent and its prosecution history in determining how to readectasi’Y.
While “extrinsic evidence may be useful to the court, . . . it is unlikely to resultelaie
interpretation of patent claim scope unless considered in the context of the imtvidsicce.”

Id.



[I1. The Disputed Claim Terms
The parties have identified a number of disputed claim terms in each patent. The
Court addresses each of thes&um.

1. The ‘841 Patent

a. “an adherent coating that remains adhered to the device upon expansion of the balloon-
expandable stent”

This clause appears in claim 19 of the ‘844 patent. This claim of the ‘844 yeatdat
as follows:

A method for preparing a device for providing prolonged release of a

pharmaceutical agent when implanted in a vessel, said method comprising the

steps of:

combining said pharmaceutical agent with a biocompatible polyfluoro

copolymer that comprises about eigfitye weight gercent vinylidinefluoride

copolymerized with about fifteen weight percent hexafluoropropylene to

provide a coating; applying said coating to a balloon expandable stent; and

drying the balloon expandable stent comprising said coating at a maximum

temperature no greater thar’ @€ to thereby providan adherent coating that
remains adhered to the device upon expansion of the balloon-expandable stent
‘844 patent, claim 19 (emphasis added).

Plaintiffs contend thatdn adherent coating that remains adhevdti¢ device upon
expansion of the ballooexpandable stent” means “an attached coating that is sufficiently
secured to the device upon expansion of the balloon-expandable stent so as to be suitable for
use.” Although Abbott and BSC contend that his claim language does not require
construction, they appear to be arguing that the plain language of the claim rdwaitks t
coating remain completely adhered to the device at all times. Thus, diferetine

Plaintiffs’ and Defendants’ positions boils down to how much adhesion the claim requires.

Because the parties disagree on whether the claim allows for, for exampleprsequential



amount of the coating to flake off upon expansion, the Court must resolve the dSpet®2
Micro Int’l Ltd. v. Beyond Innovation Tech. €621 F.3d 1351, 1360 (Fed. Cir. 2008)
(“When the parties raise an actual dispute regarding the proper scope of tesetbki
court, not the jury, must resolve that dispute.”)

The specification explains that “[i]t would be advantageous to develop coating for
implantable medical devices ... that possess physical and mechanical propertiagediir
use in such devices.” ‘844 patent, col. 5, lines 11-17. One such property is the ability of the
coating to adhere to the device, which the specification makes clear is a matigreaf 8ee
‘844 patent, col. 19, lines 686 (stating that the coating in Example 2 were “more adherent”
than those of Example 1); col. 19, line 40 (films “adhered poorly”). The specificasicnete
that the degree of adhesion required for the invention is thahwh“adequate” for the
coating to be effective for use:

The present invention comprises polyfluoro copolymers that provide improved

biocompatible coatings or vehicles for medical devices. These coatingderovi

inert biocompatible surfaces to be in contact with body tissue of a mammal, for
example, a human, sufficient to reduce restenosis, or thrombosis, or other
undesirable reactions. While many reported coatings made from polyfluoro
homopolymers are insoluble and/or require high heat, for example, greater than
about one hundred twentire degrees centigrade, to obtain films with

adequate physical amdechanical properties for use on implantable devices,

for example, stents, or are not particularly tough or elastomeric, filmpanee

from the polyfluoro copolymers of the present invention proadiequate

adhesiontoughness or elasticity, and resm&ta to cracking when formed on

medical devices. In certain exemplary embodiments, this is the case even

where the devices are subjected to relatively low maximum temperatures.

‘844 patent, col. 14, lines 51-65 (emphasis added). Thus, the Court tddaimtiffs’
proposed construction is consistent with the intrinsic evidence.

The Court rejects Defendants’ contention fintiffs, through their proposed

constructionare improperly attempting to substitute the terms “attached” or “secuned” fo



“adherent.” Rather, Plaintiffs have proposed how they believe the Court should define the
claim terms at issue, and Plaintiffs’ proposed construction simply expteimseaning of the
disputed claim terms by defining therRindingthatPlaintiffs’ proposed construction is more
consistent with the intrinsic evidence, the Court adopts Plaintiffs’ proposed ctiostraad
shall construe the clause “an adherent coating that remains adhered to the device upon
expansion of the ballooaxpandable stent” to mean “an attached coating that is sufficiently
secured to the device upon expansion of the balloon-expandable stent so as to be suitable for
use.”
b. “applying said coating to a balloon-expandable stent”

This phrase appears in Claims 19 of the ‘84éma Plaintiffs contend that it should
be construed to mean “putting said coating on a balloon-expandable stent.” Abbott argues
that the phrase means “spreading said coating on the surface of a-eafi@mualable stent.”
The proposed constructionssti differ in that in that Plaintiffs udbe more generaérm
“putting” while Abbott uses thenore specifiderm “spreading.” The Court, however, finds
nothing in the evidence that limits application of the coating by means of “spgeadi
Indeed, accaling to the specification, the coating may be “applied to the stent in a number of
ways, including, though not limited to, dip, spray, or spin coating processes.” ‘844 patent,
col. 4, lines 59-62.

The main dispute between the parties over this claim term is whether it allows for the

“coating” to be aplped over a primer. Plaintiffassert that it does, while Abbott argues that

the coating must be applied directly to the stent’s surface absent primer.odittdiiizls that

1 BSC offers no construction.



Abbott’s proposed construction is not supported by plain language of the claim or vaetrele
evidence.

First, as has been noted by another district court addressing a sinnihar cla
construction issue involving coronary stent products, it is commonly understood, for exampl
that “onecan ‘apply’ a coat of paint to a wall, even if there are multiple coats of panter
old paint on the wall already.Boston Scientific Corporation v. Johnson & Johnson,, Inc.
Civil No. 07-333, Memorandum Order at D.I. 361 (D. Del. January 20, 2010). Second,
Abbott errs in basing its construction on what it describes that two distinct andlynutua
exclusive embodiments of the invention described in the specificafibe first is as follows:

In accordance with another aspect, the present inventiorectet! to a

method of coating a medical device with a therapeutic agent. The method

comprises the steps of creating a polymer utilizing vinylidene fluoride and

hexafluoropropylene, adding one or more therapeutic agents to the polymer to
create a polymeand therapeutic agent mixture, and applying the polymer and
therapeutic agent mixture to the medical device.

‘844 patent, Col. 6, lines 42-49.

The second is as follows:

In accordance with another aspect, the present invention is directed to a

method of coating a medical device with a therapeutic agent. The method

comprises the steps of creating a polymer utilizing vinylidene fluoride and
hexafluoropropylene in a batch emulsion polymerization process, priming the

medical device with the polymer utilizing a dip coating process, creating a

polymer and therapeutic agent mixture, applying the polymer and therapeutic

agent mixture on the primer layer utilizing a spin coatinggse, and drying

the medical device in a vacuum oven for approximately sixteen hours at a

temperature in the range of fifty to sixty degrees centigrade.
‘844 patent, Col. 6:14-24.

The Court agrees with Plaintiffs that these embodiments are not mugxellsive;

rather, one is intended to be a mspecificvariant of the other. Consequently, finding that



Plaintiff’'s proposed construction of the disputed language is supported by both the ordinary
meaning of the term as well as the intrinsic evidetimCourt shall constrdapplying said
coating to a balloon-expandable stent” consistent with Plaintiffs’ proposedudditsiras
“putting said coating on a balloon-expandable stent.”

c. “polyfluro copolymer that comprises about eigliitye weight perent vinylidenefluoride
copolymerized with about fifteen weight percent hexafluoropropylene”

This clause appears in claim 19 of the ‘844 patent. Plaintiffs argue thaatiss cl
should be construed to mean “polyfluoro copolymer that includes approkiraggbty-five
weight percent vinylidenefluoride and approximately fifteen weightguerc
hexafluoropropylene.” Abbott contends that it means “a polyfluoro copolymer produced by
polymerizing together about eightiye weight percent vinylidinefluoride witabout fifteen
weight percent hexafluoropropylehéd.astly, BSC argues that the claim is indefinite, but to
the extent that the Court does not find it to be indefinite, BSC argues the clamse mea
“produced from eighty-five weight percent vinylidineflicke and fifteen weight percent
hexafuoropropylene.”

As an initial matter, the Court does not find that the disputed language is ind&ginite
BSC contends. To be sufficiently definite, a patent specification must “congltidene or
more claims paitularly pointing out and distinctly claiming the subject matter which the
applicant regards as his invention.” 35 U.S.C. 8§ 112, 2. The boundaries of the claim must
be discernible to one skilled in the art based on the language of the claim, theatpecif
and the prosecution history, as well as that person’s knowledge of the relevant diel&eé
Halliburton Energy Servs., Inc. v. M:LC, 514 F.3d 1244, 1249-51 (Fed. Cir. 2008)Jaims

that are “not amenable to construction” or “insolubly ambiguous” are indefiDaéamize



LLC v. Plumtree Software, In&17 F.3d 1342, 1347 (Fed. Cir.2009he Federal Circuit
has noted that “because claim construction frequently poses difficult questionghaster
reasonable minds may disagree, proohdefiniteness must meet an exacting standard.”
Haemonetics Corp. v. Baxter Healthcare Cof)7 F.3d 776, 783 (Fed. Cir. 2010)
(quotations omitted).

“[A] claim is indefinite only if the ‘claim is insolubly ambiguous, and no narngwi
construction can properly be adoptedHdneywell Int'l, Inc. v. Int'l| Trade Comm'841 F.3d
1332, 1338-39 (FedCir. 2003) (quotingExxon Research & Eng'g Co. v. United Stak&b
F.3d 1371, 137%ed.Cir. 2001).). As the Federal Circuit has noted, “[i]f the meaninghaf
claim is discernible, even though the task may be formidable and the conclusion om&y be
over which reasonable persons will disagree, we have held the claim sufficleati to
avoid invalidity on indefiniteness grountsExxon 265 F.3d at 1375. BSC has simply not
carried its heavy burden to show that the meaning of the claim is not discernable.

The question for the Court to resolve in construing this claim is whether thietweig
percentages recited in the disputed clause specify, as Defeodatssd, the weight
percentages ofinylidinefluoride (“VDF”) and hexafluoropropylenéHFP”)) at the start of
the copolymerization process or, as Plaintiffs contend, the weight percentesgst jom the
finished product. Here, the Court agrees with Plaintiffs and finds that the issureiggbly
resolved by the specification, which provides an illustration of a copolymer thatenzsed
in the invention: “A polyfluro copolymer (Solef® 21508) comprising 85.5 weight percent
vinylidinefluoride copolymazed with 14.5 weight percent HFP, as determined by
F'NMR...” ‘844 patent, Col. 19, lines 52-54. Solef 21508 is a commercial, finished

copolymer with a weight percentage in the final copolymer of 85.5% VDF and 1426

10



As such, the only reasonable construction of the disputed phrase is that the wegghtages
refer to the components of the finished copolymer, which could have been measured using
routine analytical techniques. Indeed, the specification refers to the ealdgthnique
Fluroine19 Nuclear magnetic Resonancé®#R), which measures final weight

percentages of the starting materials (as opposed to starting weightgggesem a final
copolymer. Sege.g, Weiner Decl., Ex. Q (D.l. 159-3), Saltzman Dep. at 823 Ttestifying

that one cannot usé :IMR on a final copolymer to determine the relative amounts of the
starting materials). Although Abbott argues that the reference in the spiimifin E°NMR

is not conclusive because the technique may also be used to determine the composition of the
starting materials, a person would have to have the starting materials tonpgutir an
analysis.|d. at 89:46 (“If one wanted to know the composition of #tarting materials, one
could do F19 NMR on thstarting material8). This would not be the case if one was using a
commercial, finished copolymer such as Solef 21508.

Overall, the Court finds that Plaintiffs’ proposed construction to be more consistent
with the plain meaning of the claim terms and the intrinsic evidendeiedlects a more
common sense construction of the disputed clause. Accordingly, the Court construes
“polyfluro copolymer that comprises about eighty-five weight percent vinylitiesrale
copolymerized with about fifteen weight percent hexafluoropromyleonsistent with
Plaintiffs’ proposed construction to mean “polyfluoro copolymer that includes appatetym
eighty-five weight percent vinylidenefluoride and approximately fifteen wepghtent

hexafluoropropylené

11



d. “polyfluoro copolymer consists of 85.5 weight percent vinylidenefluoride copolymierize
with 14.5 weight percent hexafluoropropylene”

This clause appears in claim 20 of the ‘844 patent. Plaintiffs argue that tbe clau
means polyfluoro copolymer contains 85.5 weight percent vinylidenefluoride and 14.5
weight percent hexafluoropropylene.” Abbott contends that it means “a polyfluorg/cagol
produced by polymerizing together 85.5 weight percent vinylidinefluoride with 14.htveig
percent hexafluoropropylerieLasty, BSC argues that the claim is indefinite, but to the
extent that the Court does not find it indefinite, it megsduced from 85.5 weight percent
vinylidinefluoride and 14.5 weight percent hexafluoropropyléerieor the reasons expressed
above in seobn 1l1(1)(a) of this Opinion, the Court construes “polyfluoro copolymer consists
of 85.5 weight percent vinylidenefluoride copolymerized with 14.5 weight percent
hexafluoropropylene” consistent with Plaintiffs’ proposed construction tm fpedyfluoro
copolymer contains 85.5 weight percent vinylidenefluoride and 14.5 weight percent
hexafluoropropylené
e. “drying the balloon-expandable stent comprising said coating at a maximum temperature
no greater than 60 °C”

This phrase appears in claims 19 of the ‘844 patent. Plaintiffs urge the Court to
construe the phrase to mean “performing a process for removing solvent froroagaid c
while maintaining a temperature in the immediate vicinity of the baleograndable stent
which is no greater than 60 °C.” Abbott and BSC argue that the phrase should be construed to
mean temoving solvent from the balloa@xpandable stent comprising said coating via heat
where during solvent removal the maximum temperature is no greater thari GReC the

parties fied their opening claim construction briefs, it became apparentdtiaparties agree

12



that “drying” meanghe manner in which solvent is removed from the stent coating. The key
difference in the partiegositionscenters in large padn Plaintiffs’ useof the terms
“performing a process for” in its proposed construction. The dispute boils domretber
this claim limitation refers to a discrete step in the manufacturing process in widtyiing
takes place (as Plaintiffs contend) or if it referanypoint in the manufacturing process in
which any drying takes place (as Defendants conteveh if such “drying” +.e., solvent
being removed s merely incidental

The Court finds Plaintiffs’ proposed construction to be more consistentheith
intrinsic evidence and, indeed, a plain reading of the claim it$&k. language of the claim
itself describes a discrete drying step in the manufactyrogess. e specification
references such a step as wellccording to theecification “drying” is a particularstep in
the coating application processwhich solvent is removed from the coating using heat
within a particular temperature rangéhe specification states:

thepresent invention is directed to a method of coating a medicaledeith a

therapeutic agent. The method compribesstep®f [1] creating a polymer

utilizing vinylidene fluoride and hexafluoropropylene in a batch emulsion

polymerization proces§2] priming the medical device with the polymer

utilizing a dip coatingorocess|3] creating a polymer and therapeutic agent

mixture,[4] applying the polymer and therapeutic agent mixture on the primer

layer utilizing a spin coating process, anddb}ing the medical device in a

vacuum oven for approximately sixteen hours at a temperature in the range of

fifty to sixty degrees centigrade
‘844 patent, col. 6, lines 14-25 (emphasis added). It appears to be undisputed that a drying
step is commonly used during the manufacturing of drug eluting stents. Ruandecl. (
120) at 1 12.

Consequently, the Court shall adopt Plaintiffs’ proposed construction. The Court

construes “drying the ballooexpandable stent comprising said coating at a maximum

13



temperature no greater than 60 2@’ mean “performing a process for removsavent from
said coating while maintaining a temperature in the immediate vicinity of the balloon
expandable stent which is no greater than 60 °C.”

2. The ‘773Patent

a. “effective amounts of a therapeutic and/or pharmaceutical agent”

This phrase appears in claim 4 of the ‘773 patent. Claim 4 reads as follows:

An implantable medical device comprising a metallic stent and a

biocompatible film coating effective to provide an inert surface to be in contact

with the body tissue of a mammal upon impéaion of said device in said

mammal, said film coating comprising a polyfluro copolymer comprising

about 85 weight percent of polymerized residue of vinyldenefluoride and about

15 weight percent of polymerized residue of hexafluoropropylene mixed with

effective amounts of a therapeutic and/or pharmaceutical agent.

Plaintiffs assert that the phra&#fective amounts of a therapeutic and/or pharmaceutical
agent’means an amount of a therapeutic and/or pharmaceutical agent that is capable of
producing a result.” Abbott and BSC argue that the claim term is indefinite urtl€:.\§
112(2).

The Court finds that the claim is not indefinite as it is capable of construction.
Decisions of the Federal Circuit are clear that “effective amount” is “a comnaoyeaerally
acceptable term for pharmaceutical claims,” and that a claim of an “effective amount” of a
drug is “not ambiguous or indefinite, provided that a person of ordinary skill in the art could
determine the specific amounts without undue experimentati@arievaPharmaceuticals,

Inc. v. GlaxoSmithKline PLC349 F.3d 1383-84 (Fed. Cir. 2003). Here, the specification
provides sufficient guidance as to the “effective amounts” referred to ittine cFirst, the

specification gives examples of the desired purposes of the pharmaceutiesbpetitic

agentssuch as “reducing thrombosis or restienosis” (‘773 patent, col. 2 line 66 to col. 3, line

14



2) and the claimed pharmaceutical or therapeutic agents may include, boit lareted to,
antiproliferative/antimitotic agents, antibiotics, anticoagulants;iafiimmatory agents, and
angiogenic agentsde id, col. 6, line 51 to col. 7, line 26). Second, the specification
describes in one example a stent with a 750 microgram coating of which 30 22&ent
micrograms) was rapamycin. More, the specification teaches that “[tjhe dosdge can
tailored to the subject being treated, the severity of the affliction, the jud ginidet
prescribing physician, and the likeld., col. 8, lines 33-35. A person of ordinary skill in the
art, therefore, could conduct a routine dose response study to determine thg effecac
particular treatment. Buller Decl. § 12.

Here, Defendants simply have not established by clear and convincing e\tliggnce
the disputed claim cannot be constru&ge Haemonetics Corp. v. Baxter Healthcare Corp.
607 F.3d 776, 783 (Fe@ir. 2010) “An accused infringer must ... demonstrate by clear and
convincing evidence that one of ordinary skill in the relevant art could not discern the
boundaries of the claim based on the claim language, the specification, tleaijioose
history, and the knowledge in the relevant artThe Court finds that the claim is amenable
to construction, and shall construe the phtaffective amounts of a therapeutic and/or
pharmaceutical agent mean an amoaut of a therapeutic and/or pharmaceutical agent that
is capable of producing a result.”

b. “film coating effective to provide an inert surface to be in contact with body tissue of a
mammalupon implantation of said device in said mammal”

This appears inlaim 4of the ‘773 patent. Plaintiffs argue that it should be construed

to mean film coating[with a surfacgthat is able to perform its function in the body with an

15



acceptable biological response upon implantation of said devésgdmammal.? Abbott
argues that the phrase meafilsi coating effective to provide a biologically, chemically and
physiologically inactive surface to be in contact viatidy tissue of a mammapon
implantation of said device in said mamrhal

The dispute over th claim language centers on the amount of activity that the “inert
surface” can exhibit. Plaintiffs’ construction allows for some activity, mgnaetivity that it
defines as “an acceptable biological respongmtier Abbott’s construction, on the othe
hand,theinert surface must be inactive?laintiff objects to Abbott’s construction because it
would “arguably not cover a coating for which there was a-tiagd wholly immaterial-
body reaction.” PIl. Opening Br. at 17.

Abbott bases its construction largely on the plain meaning of the teent’,“which is
generally understood to refer to a lack of active propergesMerriamWebster Dictionary
at http://www.merriarrwebster.com (defining inert at “deficient in active properties;
especially : &cking a usual or anticipated chemical or biological attoRlaintiff, on the
other hand, contends that its proposed construction is supported by the specification, which,
according to Plaintiffs, “describes the claimed inert and biocompatiblengeais minimizing
(but not necessarily eliminating) adverse reactions.” Pl. Opening Br. abt@x&mple,
Plaintiffs point to language in the specification that states: “[i]t would be adwmiado
develop coating for implantable medical devices thAitreduce thrombosis, restenosis, or
other adverse reactions.” ‘773 patent, col. 1, lines 60-67. Indeed, Pdgquuiifitto several

linesin the specification that refer to the reduction of undesirable react8ees/73 patent,

2 The construction originally proposed by Plaintiffs did not include the kgejtwith a surface.” At oral
argument, Plaintiffs offered this amended construction to clarify teate¢bnstruction did not intend to read the
term “surface” out of the claimSeeTr. 66:1521.

3 BSC takes no position.

16



col. 3, lines 24-29 (“biocompatible coatings ... provide inert surfaces to be in contat wit body
tissue of a mammal ... sufficient to reduce ... undesireable reactions”); coe$ 6866
(“biocompatible polymer coatings generally are applied to the stent in ordeatuce local
turbulence in blood flow through the stent, as well as adverse tissue reactidms”). T
prosecution history shows that the applicants likewise informed the examintgretlctaimed
biocompatible films “are to provide an inert surfaoatacting the tissue that reduces foreign
body reactions that may be stimulated by implantation of the device into the lgpdy, e.
thrombosis or restenosis. Weiner Decl., Ex. O, Response dated Aug. 29, 2003 at 3.
The problem the Court finds withd#tiffs construction is twdold. First, it does not
entirely comport with the generally understood meaning of the term Rkintiffs’ citations
to the specification are not sufficient to overcome that. Second, the definition appears
conflate the terms “biocompatible” and “inert” in the claim. The terms are used
independently in the claim, yet Plaintiffs’ proposed construction fails to takentbiaccount.
Seeclaim 4 (“a biocompatible film coating effective to provide an inert surface...”).
Consequently, the Court adopts Abbott’s proposed construction and coffdtrues
coating effective to provide an inert surface to be in contact with body tissue afiraaha
upon implantation of said device in said mammalimean film coating effectivea provide
a biologically, chemically and physiologically inactive surface to be mamb withbody
tissue of a mammalpon implantation of said device in said mammaéah’adoptingthis
construction, however, the Court notes that it makes no findirgalsdther the claim covers
“a tiny —and wholly immaterial- body reaction,” as such an issue is more appropriately

addressed at a later stage in this litigation.

17



c. “polyfluoro copolymer comprising about 85 weight percent of polymerized residue of
vinylidenefluoride and about 15 weight percent of polymerized residue of
hexafluoropropylene”

This phrase appears in claim 4 of the ‘773 patent. Plaintiffs allege thatilse cl
means “polyfluro copolymer including approximately 85 weight percent vinylitleorate
and approximately 15 weight percent hexafluropropylene.” Defendants contetidghat
clause does not require construction. In their opening brief, Plaintiffs identifysiate
over this term as whether “the claimed weight perceastagfer to starting materials or the
finished copolymer.” PI. Br. at 11. However, briefing has revealed that theteadlyaoo
dispute among the partied\ll parties agre¢hat the claimed weight percentages refer to the
finished polymer.Nevertheéss, Plaintiffs urge the Court to adopt their proposed construction
at this time, asserting thatgolymerized residue’ is not a term in the lexicon of the an
average juror” and, therefore, their construction will assist the jury in undeirsgeclaim
language. Pl. Responsive Br. at 16.

“The purpose of claim constructibat least at this phase of the litigation,” is to
determinghe meaning and scope of the patent claims that the plaintiff alleges have been
infringed” Every Penny Counts, Inc. v. Antan Express Cp563 F.3d 1378, 1381 (Fed.
Cir. 2009) (emphasis added). Here, there is no dispute as to the meaning and scope of
“polyfluoro copolymer comprising about 85 weight percent of polymerized residue of
vinylidenefluoride and about 15 weight percent of polymerized residue of
hexafluoropropylene.”The Court is cognizant that at trialvill need to provide the jury with
“instructions adequate to ensure that the jury fully understands the [S]olaith

construction rulings and what the patntovered by the claimsSulzer Textil A.G. v.
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Picanol N.V, 358 F.3d 1356, 1366 (Fed. Cir. 2004). However, those issues need not be
addressed at the present tinhledeed, another district cowatidressing an argument similar to
Plaintiffs’ invoked aroft-quoted proverb and aptly counseled the pami¢isat cas¢hat ‘in

the context of claim construction, sufficient unto the day is the evil theteRetmbrandt

Data Storage, LP v. Seagate Technology | 2@11 WL 4950088 at *14 (W.D. WiQctober
18, 2011). Finding thdahe parties hadot“identif[ied] any issues of infringement or
invalidity that[would have beenjesolved by tinkering with the claim langudge court in
Rembrandteclined to construe the relevant claim language avilrkmanphase of the
litigation. Id. Instead, that couimvited any party that believed changes were necessary to
help with a jury’s understanding afclaim to raise thassuein a motion in limine at the time
of trial. 1d. This Court does the same.

d. “polyfluoro copolymer comprises 85.5 weight percent vinylidenefluoride copolymerized
with 14.5 weight percent of hexafluoropropylene”

This phrase appears in claim 6 of the ‘773 patent. Plaintiffs propose the following
construction: “polyfluoro copolymer includes 85.5 weight percent vinylidenefluonde a
14.5 weight percent hexafluropropylene.” Abbott contends that the clause means “a
ployfluoro copolymer produced by polymerizing together 85.5 weight percent
vinylidinefluoride with 14.5 weight percent hexafluoropropylene.” BSC arguéshiha
clause in indefinite, but to the extent that it is not indefinite, BSC asserts it npgadaced
from 85.5 weight percent vinylidinefluoride and 14.5 weight percent hexafluoroprogylene
As with the similalanguage found in claim 19 of the ‘844 patent, the question here is

whether the weight percentages recited specify the weight percentages aht/Bf-P at the

* Or, said another way, one should not worry about what may arisefinttine, it is enough to worry about what
is happening in the preseree e.g, Oxford Dictionary of Proverbs at 307'(Bd. 2008).
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start of the copolymerization process or the weight percentages present mistrefi

product. For substantially the same reasons expressed above in section ¢t {hj&a)

Opinion, the Court construes “polyfluoro copolymer comprises 85.5 weight percent

vinylidenefluoride copolymerized with 14.5 weight percent of hexafluoropropykengiean

“polyfluoro copolymer includes 85.5 weight percent vinylidenefluoride and 14.5 weight

percent hexafluropropylene 3ee'773 patent, col. 9, lines 30-33 (referring to Solef 21508

comprising 85.5 weight perecent VDF copolymerized with 14.5 percent HFP, as detiermine

by FNMR).

e. (1) “said film coating is heated to a maximum temperature of less than about 100 ° C”

and (2) “said film coating is heated to a maximum temperature of less than about 65 ° C”
These claustsaid film coating is heated to a maximum temperature of less than about

100 ° C” appears in dependent claim 8 of the ‘773 patenthandausésaid film coating is

heated to a maximum temperature of less than abouC6a8pears in dependenaien 9 of

the 773 patent. Plaintiffs propose the following constructions: sl film coating attains,

during the manufacturing process, a maximum temperature of less than appelyxihat

C” (claim 8)and "said film coating attains, during the mdacturing process, a maximum

temperature of less thapproximately 65C” (claim 9). Under theeconstructions proposed

by Plaintiffs the “is heated” claim language refers to heating during the manufacturing

process only. Abbott contends that the clause needs no construntitasserts that the “is

® Abbott also raises the argument that the claim is indefinite, but baggdyés upon it in its briefing. At oral
argument, counsel for Abbott stated that the issue of indefinitenelsslmaddressed at a later time. Tr. 57:3.
To the extent that the issue is presently before the Court, Abbott hasdetthe requisite showing of
indefiniteness.
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heated” claim language is not limited to only hearing during manufattiirtee Court,
therefore must resolve the dispute as to whether the claim is so lirSikedO2 Micrp521
F.3dat 1360.

A reading of the specification makes clear that the maximum temperature limitation in
the disputed claim language refers to heating during the manufacturingsprates
specification distinguishes the copolymers of the invention with other copolynmetaitér
of which require “high heag.g, greater than about 126, to obtain films with adequate
physical and mechanical properties for use on ... stents.” ‘773 patent, col. 3, lines8e-34;
alsocol. 1, lines 54 to 59 (noting as undesirable certain homopolymers that are “difficult t
apply as high quality films onto surfaces without subjecting them to relahigthy
temperatures”). Further, several of the examples in the ‘773 patent refarderatures
during the manufacturing process. Accordingly, the Court constsaés film coating is
heated to a maximum temperature of less than about 10®°n@¥an “said film coating
attains, during the manufacturing process, a maximum temperature of less tloaimagety
100° C”, and construesaid film coating is heated to a maximum temperature of less than
about 65 €” to mean “said film coating attains, during the manufacturing process, a

maximum temperature of less than approximately®3

® with regard to BSC, it is BSC'’s position that claim8 @re produeby-process claims and require no further
construction BSC did not brief its position but rather stated it in a footnote, and it noted the imteentase

the produchby-process issue later in this litigatioBeeBSC Opening Brf. at 20, n.13. Therefore, the Court will
address the issue at a later time
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V. Conclusion

For the reasons set forth abothes disputed claim terms will be construed as

indicated. An appropriate Order shall accompany this Opinion.

/s/ Joel A. Pisano
JOEL A. PISANO, U.S.D.J.

Dated: November 21, 2011
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