Medtronic, Inc. et al v. Edwards Lifesciences Corporation et al Doc. 102

UNITED STATES DISTRICT COURT
DISTRICT OF MINNESOTA

Medtronic, Inc. and Medtronic USA, Inc.,
Plaintiffs,
V.
Edwards Lifesciences Corp., Edwards
Lifesciences, LLC, and Edwards Lifesciences
(U.S)) Inc.,
Defendants. Civil No. 11-1650 (JNE/JSM)
ORDER
Edwards Lifesciences Corp., Edwards
Lifesciences, LLC, and Edwards Lifesciences
(U.S)) Inc.,
Counterclaimants,

V.

Medtronic, Inc., Medtronic USA, Inc., and
Medtronic Vascular Inc.

Counterdfendants.

Plaintiffs Medtronic, Inc. and Medtronic USA, Inc. (collectively, “Medt¥hbrought
this patent infringement action against Defendants Edwards Lifesci€onges Edwards
Lifesciences, LLC, and Edwards Lifesciences (U.S.) Inc. (collectiVEdwards”). Edwards
counterclaimed, asserting patent infringement claims against Medtrorecca$h is before the
Court to construe disputed patent claim terms pursudaviatkman v. Westview Instruments,
Inc., 517 U.S. 370 (1996).

l. BACKGROUND
Medtronic accuses Eawds of infringing four patents: U.S. Patent No. 7,468,073 (filed

Apr. 11, 2006)) ('073 Patent), U.S. Patent No. 7,503,929 (filed Jan. 23, 2006) ('929 Patent), U.S.
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Patent No. RE42,395 (filed Oct. 12, 2007) ('395 Patent), and U.S. Patent No. 6,004¢830 (fil
Mar. 3, 1995) ('330 Patent). Edwards accuses Medtronic of infringing three patents (th
“McCarthy Patents”): U.S. Patent No. 6,749,630 (filed Aug. 28, 2001) ('630 Patent), U.S. Patent
No. 8,114,155 (filed Apr. 14, 2008) ('155 Patent), and U.S. Patent No. 8,123,800 (filed Apr. 14,
2005) ('800 Patent).

The '073, '929 and '395 Patents are directed toward bioprosthetic valve systems and
holders used during surgical procedueseplace diseased heart valvd$e '073 Patent and
the '929 Patent are relat@dtents with the same inventors and claim priority to the same
provisional application filed January 2, 200Phe '330 Patent is directed toward a device used
to filter and manipulate matter within the bodn this litigation,Medtronic asserts clainis4
and 6-13 of the '073 Patent, claims 1-5 and 19 of the '929 Patent, claim 9 of the '395 Patent, and
claims 1, 4, 7, 8, 10, 15, and 17-19 of the '330 Patent.

The three McCarthy Patents are members of the same patent family and all have the same
inventors. The patents relate generally to annuloplasty, a surgical procedlute insgrove the
functioning of the mitral and tricuspid valves in the heart. During annuloplastytifesiahring
is sewn onto the natural annulus of the valve to provide support to the valve. The '630 and '155
Patents relate to the annuloplasty rings; the '800 Patent relates to the tengaldtedediver the
annuloplasty ring to the surgical siteEdwards asserts claims 1, 10 and 11 of the '630 Patent,
claims 14, 9, 11-14, 16, 19, 21-22 and 27 of the '155 Patent, and claims 1, 4-8, 10-12, 15-19, 21

and 22 of the '800 Patent.

! The '155 Patent is a continuation of an applicatiat is a continuatiein-part of the

'630 Patent and U.S. Patent No. 6,908,482 ('482 Patent). The '800 Patent is a divisional of the
'482 Patent. The specifications of the McCarthy Patents are very similaat ameks identical.
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Il. DISCUSSION

The construction of patent claims “is a matter of law exclusively for the tourt.
Markman v. Westview Instruments, [rs2 F.3d 967, 970-71 (Fed. Cir. 1995) (en baaif)d,
517 U.S. 370 (1996) [T]he claimsof a patentlefine the invention to which the patentee is
entitled the right to exclude.Phillips v. AWH Corp.415 F.3d 1303, 1312 (Fed. Cir. 2005) (en
banc) (internal quotation marks omitted). Words of a ckiengenerally given theardinary
and customary meaning, which is the meaning that the term would have to a person of ordina
skill in the pertinent art at the time of the inventidd. at 1312-13. “[T]he person of ordinary
skill in the art is deemed to read the claim term not only in the context of the partiautamc
which the disputed term appears, but in the context of the entire patent, including the
specification’ 1d. at 1313.Because the meaning of laion term as understood by persons of
skill in the art is ofta not immediately apparent, a court should look tcstheces available to
the public that show what a person of skill in the art would have undetstathim language
to mean.ld. at 1314.“Those sources includéhe words of the claims themselves, the remainder
of the specification, the prosecution history, and extrinsic evidence concefevantescientific
principles, the meaning of technical terms, and the state of tfie lakt(quotingInnova/Pure
Water, Inc. v. Safari Water Filtration Sys., In881 F.3d 1111, 111@ed.Cir. 2004).

The claims provide substantial guidance as to the meaning of particular clasn hebr
In some cases, the use of a term within the claim provides a firm basis foucanthe term.
Id. Other claims of the patent can be valuable sources of enlightenment as to thg meanin
claim term. Id. “Because claim terms are normally used consistently throughout the gagent, t
usage of a term in @nclaim can often illuminate the meaning of the same term in other claims.”

Id. In addition, differences between claims can help determine the meaning aflparciaim



terms. Id. For example, a dependent claim that adds a particular limitation creates a
presumption that the limitation is not present in the independent cldirat 1314-15.

The claims do not stand alone, however, and “must be raaelWrof the specificaon,
of which they are a part.1d. at 1315 (internal quotation marks omitted). The specificasion
“always highly relevaiitto claim constructiomnd usually is dispositive becauseési‘the single
best guide to the meaning of a disputed terid.(internal quotation marks omitted).

In addition to the claims and specification, a court should consider the patent’
prosecution history, if it is in evidencéd. at 1317. The prosecution history camférm the
meaning of the claim language by demonstgatiow the inventor understood the invention and
whether the inventor limited the invention in the course of prosecution, making the abgien sc
narrower than it would otherwise .beld.

Finally, a court may consider extrinsic evidence, whiclaisévidence external to the
patent and prosecution history, including expert and inventor testimony, dictionadésamed
treatises.”ld. (internal quotation marks omitted). Extrinsic evidence, howeversss
significant than the intrinsic record in claronstruction.id.

A. '073 Patent

The '073 Patent, entitled “Heart Valve System,” claims a heart valve and holder,
preferably for use in aortic valve repairs. A bioprosthetic heart valve typinaludes a
structural stent, from which commissure posteed. The valve leaflets attach to these
commissure posts. The replacement heart valves also include a sewing ramgthetsurgeon
sutures to the native tissue of the heart. During implantation of the replacemventhalalve
is attached to a aer that enables the surgeon to position the valve at the appropriate site and

securely hold the valve in place until suturing is complete. Once the valve igidottine heart



tissue, the holder is separated from the valve. Prior art valve holtheiseat to the commissure
posts of the valve, which impeded the surgeon’s access to the surgical site artegdranly
inward deflection of the commissure posts. The valve holder of the ‘073 Patent improved upon
the prior art by disclosing a valve holder that attached to the body of the vallze \ialleys
defined between the commissure posts,” thus improving the surgeon’s access anchg@énenitt
commissure posts to be inwardly deflected during implantation. '073 Patentlcdl13 3;see
also id.col. 1 Il. 54-57.

The parties request that the Court construe the following textited in the claims of the
'073 Patent: “valve body,” “a holder having a holder body comprising a central portion
engagable with a holder handle,” and “a holder having a holder body comprising a central
portion coupled to a holder handleThese terms appear in several claims of the '073 B &ten
the Court need not recite all of tblaims here, sincthe relevant portionsf the various claims
are nearly identical. Claim 1 recites:

1. A bioprosthetic heart valve system, comprising: a heart valve

comprising a valve body having a plurality of commissure posts extending to a

first end of the valve body, each commissure post ending in a tip portion, a stent

including a peripheral edge at a second end of the valve body, and a sewing ring

that is spaced from the tip portions of the commissure posts and extending along

the peripheral edge defining a ring structure at the second end of the valye bod

and a holder having a holder body comprising a central portion engagable with a

holder handle and having a plurality of legs extending downwardly from the

central portion, releasably coupled to the valve body intermediate the commissure

posts.
Claim 7 recites:

7. A bioprosthetic heart valve system, comprising: a heart valve . . a; and
holder having a holder body comprising a central portion coupled to a holder

handle and having a plurality of legs extending downwardly from the central
portion, releasably coupled to the valve body intermediate the commissure posts.



1. “Valve body”

The claim language provides that treve body has “a plurality of commissure posts
extending to a first end of the valve body . . ., a stent including a peripheral edge at asécond e
of the valve body, and a sewing ring that is spaced from the tip portions of the carerpissts
and extending along the peripheral edge defining a ring structure at timel e of the valve
body.” Edwards initially proposed that the valve body also include leafleteabigince
abandoned that proposal. Edwards harbors concern, however, that Mes&oisto include a
fabric covering as part of the “valve bodyTrhe Court does not read Medtronic’s proposed
constructioras suggestinthat fabric be read into the claim languaged Medtronic did not
assert at oral argument that fabric should be includée claim language itself, which clearly
provides the structure of the valve body, does not include any reference to eftbey dea
fabric. With the understanding that the “valve body” as recited in the claims ddaslade
leaflets or fabric, no furtheonstruction of this claim term is requiréd.

2. “A holder having a holder body comprising a central portion engagable with a

holder handle” and “a holder having a holder body comprising a central

portion coupled to a holder handle.”

Edwards’s proposed construction for these terms is as follows: “a holder having a holder

body with a central portion that can be engaged with a holder handle to deflenhthéessure

posts” and “a holder having a holder body with a central portion that is connected to a holder

2 The parties agredat the valve body includes commissure posts and a stent. Contrary to

the Court’s plain reading of the claim language, however, they also both adrbe thalve

body doeshotinclude a sewing ring. Since there is no dispute about the sewing ring, the Court
need not address it now. The Court only notes thgiahees interpretation of the claim,

excluding the sewing ring from the valve body, appears to be belied by the laragehg

structure of the claim itselfin particular, the claim’s use of conasiand the word “and” before

“a sewing ring.”



handle to deflect the commissure posts.” Medtronic contends that no construthieseotlaim
terms is required.

The main dispute is Edwards’ assertion that these claim terms require that #re hold
body not only be engaged or connected to the holder handle, but that the holder body also be able
to deflect the commissure postsanguage concerning deflection is notably absent from the
claims themselvesFor support, Edwards points to language in the specification, which provides
that the holdeis able to inwardly deflect the stent pos&ee, e.qg.’073 Patent, lastract;id. col.
1 ll. 48-67. The specification explains that the invention provides two distinct benefitsitfirst,
provides inward deflection of the stent posts, and second, it wepesurgeon’s access by
attaching to the valve body in the valleys between the commissure pbstslaims expressly
recite a holder that is “releasably coupled to the valve body intermediate thessomeposts.”
Id., claim 1. But éspite the speftcation’s repeated disclosure of a holder that inwardly deflects
the stent posts, conspicuously absent from the '073 Patent is any claim thy alztumas such
a deflection device. At first glance, this omission seems rather odd. But thea@r3 iB only
one of a family of related patertdhe '929 Patent also claims priority to the same provisional
application. The 929 Patent, which will be discussed in greater detail belows @aleflection
device for inwardly deflecting the stent posts. Jhtibecomes clear that the claims of the '073
Patent are directed only at a holder that attaches to the valve body somewhehaotaethe
commissure posts, and the claims of the '929 Patent are directed at a holder tiay inwa
deflects the commisise posts. This construction is supported by the specification of the '073
Patent, which provides:

It should be noted that while the preferred embodiment of the valve holder

according to the present invention includes a mechanism for producing inward

deflection of the commissure posts, it is believed that a holder having the general
configuration illustrated, e.g. a central portion having three downwardly



extending legs adapted to engage the valve between the commissure posts is also

useful in the context of a holder which does not include a mechanism for inward

deflection of the commissure posts. Such a design retains the compact overall
configuration of the holder as illustrated in the present application, improving the
surgeon’s access as compared holder mounted to the tips of the commissure

posts as in the [prior art]. The placement of the downwardly extending legs

between the commissure posts, even without inward deflection, also still gerves t

provide additional protection of the leaflets of the valve against inadvertent

damage....”
'073 Patent col. 5 Il. 26-42.

The file history of the '073 Patent confirms that the invention is directed only ati@rhol
that attaches to the valve body in a location between the stent posts. “[T]he presation is
directed to the provision of a holder that releasably connects between comipastaref a
stented valve . . .. The novel and unobvious holder and heart valve combination of the present
invention further facilitates implantation of a heart valve of the claimed tythewt the holder
being engaged with the commuss post tips.” Hannah Decl. Ex. 22, at 8 (ECF No. 89-22).
Edwardsasserts thatther language in the file history constitutes a clear intention by the inventor
for the holder of the '073 Patent to itself be able to deflect the stent posts. “Byshet pr
amendment, independent claims 38 [claim 1 as issued], 43, 45, and 46 are amended to emphasize
the valve construction of the present invention as such heart valve is provided witHieadiyeci
designed holder to facilitate implantation of the heart valve with commissure ptstdet
inwardly.” Id. “While releasably engaging the heart valve body in the valleys between
commissure posts, the commissure posts can still be effectively deflechegbfantation.” Id.
Contrary to Edwards’ beliefs, this language does not require that the holder eddfledt the
commissure posts. Rath#rese statemently emphasize the benefits of having a holder that

attaches in the valleysetween the posts, rather than to the tips of the commissure posts.

holder attached to the tips of the commissure posts does not allow those posts to be inwardly



deflected. In contrast, a holder attached in the valleys between the corempsstgrallows for
those posts to be inwardly deflected while still attachebedlder. By connecting to the valve
body in this novel manner, the holddlows forthe deflection of the commissure posts—ibut
need noprovidethe deflection.

The construction requested by Edwards would add limitations not found in the claims
themelves. There is nothing in the intrinsic record that constitutes a clear disavowal of the
broackr claim scopenor is there any other evidence tlsatggests it is appropriate for the Court
to import a deflection limitation from the specification into th@m language:‘Absent a clear
disavowal or contrary definition in the specification or the prosecution history, #eteais
entitled to the full scope of its claim languagddme Diagnostics, Inc. v. LifeScan, |ig81
F.3d 1352, 1358 (Fed. Cir. 2004). Neither the specification nor the file history supports
Edwards’ proposed construction. Thus, the Court concludes that “a holder having a holder body
comprising a central portion engagable with a holder handle” and “a holder having a holder body
comprising a central portion coupled to a holder handle” do not require that the holder inwardly
deflect the commissure posté/ith that understandingihe claim language is clear and
further construction is necessary.

B. '929 Patent

The '929 Patent, titletProsthetic Heart Valve System,” claims and discloses a prosthetic
heart valve system comprising a prosthetic heart valve, a deflection daviceérdly
deflecting the stent posts of the heart valve, and a holder for the heart valeed teflection
of the stent posts is particularly important when performing a mitral vaplagement, because
during the surgical procedure, the mitral valve is implanted by placing tethests “with the

stent posts projecting blindly deep into the pateeldft ventricle.” '929 Patent col. [l 63-64.



“Due to a lack of visibility through the prosthetic valve, a surgeon can inad\eiiteog sutures
around the stent posts,” and the “stent posts may undesirably ‘snag’ on chordae or trabeculae
inside the left vetmicular cavity.” Id. col. 1I. 64-col. 2 |. 2. Inward deflection is also important
when performing aortic valve replacement, because during this procedure,éarsisrgften
faced with little room to maneuver,” and ndaeflected stent posts can interfere with the
surgeon’s ability to perform the maneuvers requidedcol. 2 Il. 39-61.Prior art deflection
devices and holders, however, were poorly suited for aortic valve replacendert. 2 |. 64-
col. 31. 41. The invention of the '929 Patent sought to improve upon the prior art by disclosing a
“preassembled stent post deflection device that is safe, simple in form andooperad
appropriate for any heart valve location, including the aortic valice.tol. 3 Il. 38-14.

Medtronic has assted independent claim 1 and dependent claims 2-5 and 19 against
Edwards. Claim 1 recites:

1. A prosthetic heart valve system comprising: a prosthetic heart.valve

and a deflection device for inwardly deflecting the stent,gbstdeflection

device including: a line interconnecting and passing through free ends of a

plurality of the stent posts, a tensioning component that is movably disposed

relative to free ends of the stent posts and having an end that is transitional

relative to the free endx the stent posts to a tensioning state in which the end of

the tensioning component transitions the line to create tension within the line and

thus to inwardly deflect at least one of the stent posts.
Claim 4 recites:

4. The prosthetic heart valve system of claim 3, wherein the tensioning

component includestabular body slidably connected to the line, and further

wherein the holder body defines an aperture sized to selectively retain treg tubul

body.

The parties request that the Court construedhewing claim terms: “a deflection

device for inwardly deflecting the stent posts,” “a line interconnecting assingpthrough free

ends of a plurality of the stent posts,” “a tensioning component . . . to create tensiarthveithi
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line and thus to inwardly deflect at least one of the stent posts,” “movably displadee te
free ends of the stent posts,” “an end that is transitional relative to thexfleefethe stent
posts,” and “tubular body slidably connected to the line.”

1. “A deflection device for inwally deflecting the stent posts

Edwards contends that “a deflection device for inwardly deflecting the stest [@oat
meansplus-function claim under 35 U.S.C. § 112, 1 6 because the language is purely functional.
Alternatively, if the term is not construed as a means-plus-function term, then Edwards gropose
the following construction: “A single line and a connector assembly (housingsiorég
component and locking element) that bends the stent posts inward a desired amount.” dMedtroni
argues that the claim term requires no constructiortteatts not a meanplusfunction claim.

“[A] claim term that does not use ‘means’ will trigger the rebuttable presumpadf3h
U.S.C.] § 112 ] 6 does not appl£CS Fitness Brunswick Corp.288 F.3d 1359, 1369 (Fed.
Cir. 2002). “The presumption that a limitation lacking the term ‘means’ is not $tdbjsection
112 9 6 can be overcome if it is demonstrated that ‘the claim term fails to “reciteesify
definite structure” or else recites “function without reciting sufficient stredir performing
that function.”” Lighting World, Inc. v. Birchwood Lighting, In882 F.3d 1354, 1358 (Fed.
Cir. 2004) (citation omitted). “[T]he presumption flowing from the absentkeoferm ‘means’
is a strong one that is not readily overcomiel”

In arguing that the claim language is purely functional, Edwards foculeds @o the
narrow phrase “deflection device for inwardly deflecting the stent postdwaifls contends that
this language is entirely functional, and that no structure for performing thictumrecited.
Edwards fails, however, to consider any of the words that immediately folloptttase. The

claim itself provides that the “deflection device” includedifia interconnecting and passing
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through free ends of a plurality of the stent posts” and “a tensioning componeatrtttatably
disposed relative to free ends of the stent posts and having an end that is transliaitvelto
the free ends of the stent posts.” The claim itself provides sufficientsgdot performing the
function of inwardly deflecting the stent posts, and so Edwards has failed to overcome the
presumption that section 112, { 6 does not apply.

The Court also rejects Edwards’ proposéidrnativeconstruction for this claim term.
The claim itself recites the components of the deflection deviee, a line and a tensioning
component. Edwards seeks to substitute “connector assembly” (consisting of a housing or
tensioning componemindlocking element) for “tensioning component,” a substitution which is
not supported by the specification. Notably, throughout the specification of the 929, Brate
“locking element” is treated as distinct from the “tensioning componesgg, e.g 929 Patent
figs.1-18B;id. col. 6 ll. 12-14;d. col. 11 IIl. 47-49jd. col. 14ll. 11-13;id. col. 15 11.9-11;id. col.
17 1l. 3-5. Edwards’ proposed inclusion of the word “bends” woulgprmtide any assistance to
a jury, and Edwards’ requirement that the deflection be of “a desired amount” woy kol
more ambiguity to the claimThere is no evidence that the term “deflection device for inwardly
deflecting the stent posts,” when read along with the remainder of thelategoage, would be
unclear to a person having ordinary skill in the art. The claim language alezaghgsithe
structural components of the deflection device along with the function of the nefldevice.
No further construction of this claim term by the Court is necessary

2. “Aline interconnecting and passing through free ends @fplurality of the stent
posts”

Edwards proposes that this term, found in claim 1 of the '929 Patent, be construed as: “a
single line passing through and connecting each of the free ends of the stentighotte

others.” Medtronic argues that the claim term requires no construatiatiernatively, that it be
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construed as “one or more lines passing through and interconnecting free ends dityagdlura
the stent posts.”

Edwards first notes that the patent claims and specification repeatedisingidarly to
“a line” or “the ling” and thus contends that the line must be limited to “a single line.” Edwards
also cites to the figures of the '929 Patent, which depict a single line passinglt all of the
stent posts. Buds Medtronic argue§als a general rule, the words ‘a’ or ‘an’ in a patent claim
carry the meaning of ‘one or more.01 Communique Lab., Inc. v. LogMeln, [ri887 F.3d
1292, 1297 (Fed. Cir. 2012) (internal quotation marks and citations omitted).

The exceptions to this rule are extremely limited: a patentest evince a clear

intent to limit“a” or “an” to “one.” The subsequent use of definite articles “the”

or “said’ in a claim to refer back to the same claim term does not change the

general plural rule, but simply reinvokes that non-singular meaning. An

exception to the general rule arisedy “where the language of the claims

themselves, the specification, or the prosecution history neatessitieparture

from the rule.”
Id. (internal quotation marks and citations omitteBurther, “[a]patent thadescribes only a
single embodiment is not necessarily limited to that embodim&aunders Grp., Inc. v.
Comfortrac, Inc. 492 F.3d 1326, 1332 (Fed. Cir. 2007Tteven where a patent describes only a
single embodiment, claims will not be read restredy unless the patentee has demonstrated a
clear intention to limit the claim scope . 1d.; see also Phillips415 F.3dat 1323 (“[A]lthough
the specification often describes very specific embodiments of the inventibvveeepeatedly
warned agaist confining the claims to those embodimentspdrticular, we have expressly
rejected the contention that if a patent describes only a single embodiment,nisectithe
patent must be construed as being limited to that embodinfeitationsomitted));Nazomi

Commc’nsinc. v. ARM Holdings, PLG103 F.3d 1364, 1369 (Fed. Cir. 2005) (noting that

claims may embrace “different subject matter than is illustrated in the specific iemebtslin
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the specification”). Where the specification des@ibely a single embodiment, the claims will
be read restrictively only if “the patentee has demonstrated a clearant® limit the claim
scope using ‘words or expressions of manifest exclusion or restrictibietielFlarsheim Co.
v. Medrad, InG.358 F.3d 898, 906 (Fed. Cir. 2004) (quofireeflex, Inc. v. Ficosa N. Am.
Corp., 299 F.3d 1313, 1327 (Fed. Cir. 2002)). Here, there has been no such demonstration.
Edwards also points to the prosecution history of a related patent in support of its
construction. During the prosecution of Application No. 10/336,622, which ultimately issued as
U.S. Patent No. 7,033,39ahe inventor stated:
“In particular, claim 35 provides that the tensioning component is coupled to the
prosthetic heart valve via a limeterconnecting the free end of each of the stent
posts. Similar limitations have previously been presented in at least claim 1.
Nguyen Pub. No. '686 specifically teaches at paragraph 0033 that there are at
least three sutures 60 extending from the three posts 26. For at least this reason, it
is respectfully submitted that newly presented dependent claim 35 recites
patentable subject matter of Nguyen Pub. No. '686.”
Hannah DeclEx. 23 at 9-10 (ECF No. 89-23). Claim 35 of the '390 Patent recited: “The
prosthetic heart valve system of claim 19, wherein the tensioning component is coupked t
prosthetic heart valve via a line interconnecting the free end of each ofrthpcsts.”
According to Medtronic, and undisputed by Edwards, claim 35 was never allowed byethte pat
examiner, despite the inventor's arguments. Moreover, the language of claims 19 arfte35 of t

'390 Patent is different than the language at issue in the '929 Pdtent390 Patent language

related to how the tensioning component is coupled to the valve, whereas the '929 Pég¢ant is si

3 The '929 Patent is a continuation of the '390 Patent.
4 Claim 19 recited:
A prosthetic heart valve system comprising: a prosthetic heart valve . . . ; a holde

including a holder body coupled to thesthetic heart valve; and a deflection
device including a tensioning component coupled to the prosthetic heart valve
apart from the holder body.
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regarding how the tensioning component is coupled to the valve. Thus, the prosecution history
statements upon which Edwards relies were not only made during the prosecutioievéatdif
patent application, but were not critical to the issuance of any claims in ang; patéthe claim
language discussed during the prosecution of the '390 Patent is different thantHarejuage
involved in the '929 Patent.

Statements made during the prosecution of a related patent may be relevartheher
claim language at issue is present in both the related patent and the pateat 8eisssaunders
Grp., Inc, 492 F.3cat 1333(“The fact that the prosecution history relied upon was created in
connection with the parent application would be unimportant if the claim language avesue
present in both patent applications.But “[w] hen the purported disclaimers are directed to
specific claim terms that have been omitted or materially altered in subseqpiesatams
(rather than to the invention itself), those disclaimers do not dpfuy.see also Ventana Med.
Sys. v. Biogenex Lab4$73 F.3d 1173, 1182 (Fed. Cir. 2006) (“[T]he doctrine of prosecution
disclaimer generally does not apply when the claim term in the descendant pasetiffierent
language.”) Here, the statements made during the prosecution of an unissued claim in a
different patent that utilized differefenguage than the patent at issue here does not demonstrate
aclear intention to lint the claim scopef the '929 Patent claims to only devices that utilize a
single line. Where there are “no words of manifest exclusion or clear disavowals of-Jmalti
devices,” but instead “only preferred embodiments and goals of the inventions thatbetter
met by single [line] devices,” then the Court will not limit the device to a single [line]
component.In re Rambus In¢c694 F.3d 42, 47 (Fed. Cir. 2012

The “line,” as claimed in the '929 Patent, may be constructed of multiple lifogs—

example, perhaps it is desirable for two or more sutures to be twisted or braidedrttméirm
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the “line.” However the line is created, it must “pass[] through free ends ofaifyl of the
stent posts” and be able to “inwardly deflect at least one of the stent posts.” 9219 Eaita 1.
Absent any clear intent by the inventor to limit the claim scope to a single line, thtedGesir
not construe “a line"d be “a single line.”

During oral argument, the Court addressed the question of whether the “line,” however
that line is constructed, must go through all of the stent posts or just some ohtlposts.
Edwards argued that the same line must go through all of the stent posts. Medtronic, lngr the ot
hand, asserted that while some line must to go through all of the stent posts, it neetiaot be t
same line. Thus, Medtronic seems take the positionttisagufficient if the line goes through
two of the three stent posts, as long as some other line goes through the remenhiposst
The claim requirethat the line pass through the free endsagdlurality of the stent posts.lt
does not sathat the line mugpass throughthe plurality of the stent posts,” or in other words,
all of the stent postd-urther, the claim language clearly requires that the line only must be able
to deflect “at least one of the stent postst’'is unclear how it could deflect fewer than all of the
stent posts if it were required to pass through all of the stent posts, sinceasagpthough in
that configuration, any tension applied to the line would inwardly deflect all of the past
while the figures of the '929 Patent depict the samegdassing through all of the stent posts, it
is inappropriate for the Court to import such a limitation into the claim languaget abdear
demonstration that the inventor so intended. The Court therefore rejects Edwardsnargum
Edwardsseemdo suggest that if the “line” may be comprised of more than one line, #rel if
samédine need not go through all of the stent posts, then the invention is anticipated by the prior
art. If that is the case, then that mayabguestion for another day. But ftbemoment, based

on the record before the Court, no construction of this claim term is required.
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3. “Atensioning component . . . to create tension within the line and thus teardly
deflectat least one of the stent posts

Claim 1 recites “a tensioningbmponent that is movably disposed relative to free ends of
the stent posts and having an end that is transitional relative to the free ends@ittpests to a
tensioning state in which the end of the tensioning component transitions the lirego cre
tension within the line and thus to inwardly deflect at least one of the stent postsatd&dw
argues that section 112, 1 6 applies because the language is purely functional andlthat the
does not recite sufficient structure to perform the functidbiternatively, if the Court determines
that section 112, 1 6 does not apply, Edwards proposes the following construction: “a component
that can create tension in a line where previously there was none such that at least postst
bends inwards a desired amount.” Medtronic asserts that the claim termseguo@struction
and that it is not a meamus-function term.Because the claim term does not use the word
“means,” there is a strong rebuttable presumption that section 112, 1 6 doedyoC&h
Fitness 288 F.3cat 1369. As previously stated, this presumption can be overcome if the claim
fails to recite sufficiently definite structure, or does not recite sufficiemttsire for performing
the stated functionSeelighting World 382 F.3dat 1358

There is no evidence that the term “tensioning component” has a generallyamdiers
structural meaning in the arln the absence of any other claim language providing structure, this
would weigh in favor of applying section 11%%5. See MasHamilton Group v. LaGard, In¢.
156 F.3d 1206 (Fed. Cir. 1998). But other claim language that provides the necessang structu
will save the claim from application section112,  6.1d. at 1213;see also Mass. Inst. of Tech.
& Elec. for Imaging, Inc. v. Abacus Softwadé2 F.3d 1344, 1354 (Fed. Cir. 2006) (“Claim
language that further defines a generic term like ‘mechanism’ can somatichesfficient

structure to avoid 112 § 6.”Here, the claim does not merely recite “a tensioning component”
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that performs the function of creating tension on the line. Rather, the claim prowvatdeet
tensioning component “is movably disposed relative to free ends of the stent posts” amd has “a
end that is transitional relative to tiiee ends of the stent pdss® that“the tensioning
component transitions the line to create tension within the line and thus to inwardty defle
least one of the stent posts.” This is more than purely functional language and provides
sufficient structure to avoid ¢happlication of section 112,  6ee, e.gLighting World 382
F.3d at 1359-63 (finding that the claim language “a connector assembly for coneectingair
of adjacent support members, said connector assembly being pivotally conneatd@#or b
adjacent support members” provided sufficient structure to avoid applicatectainll12,9 6);
DePuy Spine, Inc. v. Medtronic Sofamor Danek,, &9 F.3d 1005, 1023 (Fed. Cir. 2006)
(finding that “a compression member for exerting a force ontoh&sid such that said head is
pressed against the hollow sphericalhaped portion” recited sufficient structure because the
claim language “demonstrates that the compression member must fit inside theaa}lindri
opening and be of sufficient size to ex@force on the screw head, which implies structute”).
Further, it is clear from the specification that the term “tensioning componerttesea
structure, rather than just a functioBee Lighting World382 F.3d 1354, 1361 (Fed. Cir. 2004)
(relyingin part on the fact that the written description used the term “connector &gsasaiihne
name for a structure, and did not use the term in a purely functional manner, to hthld that
claim was not subject to § 112, 1 BePuy Sping469 F.3d at 1023 xplaining that the
specification made “clear that the term ‘compression member’ refers to a paxtidirdrical

insert and is not simply a general reference to any structure that wiltipeafparticular

> Additional structure for the “tensioning component” is recited in other dependéenscl

See, €.9.929 Patent, claim 4 (“The prosthetic heart valve system of claim 3, wherein the
tensioning component includes a tubular body slidably connected to the line id., clgim 8
(“wherein the tensioning component includes a rotatable spool including”a post
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function”). Throughout the '929 Patent, the phrase “tensioning component” is used to denote
structure. See, e.9/929 Patentol. 3 Il. 49-53 (stating that the connector assembly includes “a
tensioning component” and that the lthatinterconnects and passes through the stent posts is
connected to the tensioning component). Moreover, gate depicts the “tensioning
component” as a definite structar@s an identifiabl@art of the connector assembly. Notably,
in relation to somembodiments, the '929 Patent repeatedly uses the phrases “housing” and
“tensioning component” synonymousl$ee, e.gid. col. 6 Il. 13 (“housing or tensioning
component 607)id. col. 11 Il. 48 (*housing or tensioning component 126”). The word
“housing” has a structural meaning, i.e., “something that covers or pra@satsa case or
enclosurgas for a mechanical part or an instrumémntx casing (as an enclosed bearing) in
which a shaft revolves: a support (as a frame) for mechanical parts.” MerVdabster’s
Collegiate Dictionary 562 (10th ed. 2001).islhot a generic term such as “mechanism,”
“means,” element,” or “device.Cf. Mass. Inst. of Tech. & Elec. for Imaging, Inc. v. Abacus
Software 462 F.3d 1344, 1354 (Fed. Cir. 2006) (notirgt tuch generic terms “typically do not
connote sufficiently definite structure”).

This case is unlikélas-Hamilton Group v. LaGard, Inc156 F.3d 1206 (Fed. Cir. 1998),
the case upon which Edwards relies, because “[i]n that case, no other clairatteooted
structural significance to the elements at issue, and there was no evidetice thah at issue
had an understood structural meaning in the @&ePuy Spingd69 F.3d at 1024ee also
Lighting World 382 F.3d at 1362 (describips-Hamiltonas an “exceptional case” and stating
that “we have seldom held that a limitation not using the term ‘means’ must be cedsalbe

in meansplus-function form”). Here, the claim language itself provides strucamekthe
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specification makes clear thattensioning component” is some definite structtaher than
just any structure that will create tension.

Having found that “tensioning component” is not subject to section 112, { 6, the Court
next considers whether any construction of this claim temmecessaryEdwards argues that
there must be no preexisting tension in the line in order for the tensioning componeeaate’cr
tension. Edwards focuses on the figures in the '929 Patent, which depict some dladinm t
when the device is in thentensioned state. But the fact that the figures depict slack does not
mean that there must always be slack prior to the creation of tension by tbeitgns
component. As previously explained, “[a] patent that describes only a single embadinnt
necessarily limited to that embodimenSaunders Grp.492 F.3catl332. “Even where a patent
describes only a single embodiment, claims will not be read restrictivelysuhkepatentee has
demonstrated a clear intention toilinte claim scope . ..” 1d. Nothing in the claim language,
specification, or file history precludes preexisting tension in the line, arglitheertainly no
demonstration of a clear intention to limit the claim scope to devices that creata tanyg in
lines where ther was no preexisting tension.

Edwards next points to a dictionary definition of “create,” which define=ate” as “to
cause to come into beingHannah DeclEx. 24 at 472 (ECF No. 89-24). Edwards argues that
to give effect to the word “create,” the device must cause something to comeisteo@xthat
previously did not exist—thus, according to Edwards, there must be no preexisting tefon. T
Court disagrees. It is true that the ienghg component must “create” tensiothat is, it must
createnewtension, where said newly created tension did not previously exist. And the newly
created tension must be sufficient “to inwardly deflect at least one of titgpets.” '929

Patent, dim 1. But the fact that the tensioning component must bring abauension says
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nothing about what tensipif any, already existed in the lind=or example, there may be some
preexisting tensioon the line if the surgeon sututée line tightly sahat there is no slack in

the line, but not tightly enough to produce sufficient tension to inwardly deflect thiepsts.

In that scenario, the tensioning component may still create sufficient new tenseurse the

stent posts to inwardly deflect. The Court is not persuaded that in order for the tensioni
component to “create” tension within the line, there must be no preexisting tensiantigthi

line. Also, as previously explained, Edwards’ proposed inclusion of the word “bends” would not
provide any assistance to a jury and Edwards’ requirement that the deflectibfalzkesired

amount” would only add more ambiguity to the claim. The Court therefore rejecer@&iw
proposed construction in its entirety.

This claim term is not construed asneangplus-function claim term and it does not
preclude the presence of preexisting tension within the line. As cleaigd in the claim itself,
the tensioning component must be able to create tension within the line to inwardty atefle
least ofthe stent posts. No further construction of this claim term is required.

4. *“Movably disposed relativeo free ends of the stent postnd “an end that is
transitional relative to the free ends of the stent posts”

Edwards proposes that the Court construe the claim term “movably disposed relative t
free ends of the stent posts” to mean “capable of moving to a different positioationéb the
free ends of the stent posts.” Edwards also proposes that the @wirtie the claim term “an
end that is transitional relative to the free ends of the stent posts” to mean “anténddpable
of being moved to a different position in relation to the free ends of the stent posts.’brivedtr
asserts that inclusion of the words “to a different position” would only create aitybidhere
previously there was none, and that the claim terms require no construction. Edwaads t@ppe

believe that the word “relative” requires construction because a jury would ble tma
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understand what it means for something to be capable of movement relative to sorabjetier
The Court disagrees. There is nothing to suggest that a jury cannot understand the word
“relative,” and so no construction of these claim terms is necessary.

5. “Tubular body slidably connectedtthe line

Claim 4 recites a tensioning component that “incluaiedular body slidably connected
to the line” Edwards’ revised construction for the claim term “tubular body slidably corthecte
to the line” is “tubulabody through which the line can move along the inside of the tube in
continuous contact.” The main dispute between the parties is Edwards’ contentibe that t
tubular body must be hollow, and that the line must pass through the tubular body.

Although the parties disagree about whether or not the “tubular body” must be hollow,
they do not argue that construction of the word “tubular” is nece8siligdtronic asserts that
“tubular” simply means “tube-like,” and has a definition broader than “tube” bedaces® i
encompass something thmerelyresembles tube. Because there is no indication that the word
“tubular” would be unclear to the jury, and because the word “tubular” is used in the '988 Pate
in a way consistent with its plain and ordinary meaning, no construction of this word redequi

Edwads points to the figures in the '929 Patent, which each depict a line that passes
through the tubular body. Edwards thus contends that for the line and tubular body to be
“slidably connected,” the line must move along the inside of the tube in conticooiast.

First, the Court notes that there is nothing in the claims, specification, or foeytisat suggest
that the line and tubular body must be in “continuous contact.” Even if the line did pass through
the tubular body, it is unclear why the two must be in continuous contact in order to beyslidabl

connected.”This additional language is entirely unsupported by the intrinsic evidence.

6 Edwards initially argued that “tubular” should be construed as “cylindricagviatlibe,”

but has since abandoned that construction.
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Second, the Court acknowledges that perhaps the most obvious way to slidably connect
the line and the tubular body is for the line to pass through and move along the inside of the
tubular body. But here, Edwards is again attempting to read limitations fraspehbigication
into the broader claim language. While the figures depicting preferred emintslienesala
line passing through the tubular body, the Court has already explained/¢hiagve expressly
rejected the contention that if a patent describes only a single embodiment,niseotltie
patent must be construed as being limited to that embodinimtlips, 415 F.3d at 1323'lt is
the claims that define the metes and bounds of the patentee’s invention” and 4t} alot
specification embodiments, define the scope of patent protecti@ard Tech. Inc. v.

Stamps.com, Inc582 F.3d 1341, 1347-48 (Fed. Cir. 2009). “The patentee is entitled to the full
scope of his claims, and we will not limit him to his preferred embodiment or import a limitatio
from the specification into the claimsld. at 1348. Here, the claims require that the tabul

body be “slidably connected to the lineThislanguage only requires that the tubular body be
connected to the line in such a way that permits sliding between the tubular body amel the |
There is no clear disavowal of this broader claim scopeasrbere any demonstration that the
inventor intended to limit the invention to tubular bodies through which the line passed. The
Court therefore rejects Edwards’ proposed construction and concludes that no additional
constructio of the claim term is gpuired as the claim language itself can be readily understood.
C. '395 Patent

The '395 Patenis titled “Valve Holder for Tricuspid Heart Valvé. The patent initially
issued as U.S. Patent No. 7,018,407 (407 Patent) on March 28, 2006. On October 12, 2007,
Medtronic filed a reissue application, seeking to broaden certain claims’40thPatent. Of

relevancehere, Medtronic amended claino®the '407 Patent, which reissued as claim 9 of the
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'395 Patent—the claim asserted by Medtronic in this litigatiofhe patent was reissued on May
24, 2011, with the broadening amendments. Claim 9 of the 395 Patent is directed toward a
valve holder for use during implantation of a prosthetic heart valve. The claimed dltdder

the surgeon to deflect the commissure posts of the valve, thus reducing the possibility of
inadvertently looping a suture around a commissure post or snagging and damagihgethe va
tissue during implantationClaim 9 recites"

9. A valve holder comprising a centrally positioned cylindrical support
element having one open end, a coaxial hub extending from the other end of said
cylindrical support element anoined together by a radial flange

coaxial threadcollecting mearjsholding surfacesncircled by said cylindrical
support element and rotatably secured thereto;

at least three circumferentially spaced valve support legs extending radially
from said cylindricabupportelement, each of said legs including thread
guiding and attaching means at a distal end thereof; and

thread passage mesain said cylindrical element in registry with each of said

valve support legs.

The parties request construction of the following claim terms: “joined togeyteeradial
flange” and “coaxial thread holding surface.”
1. “Joined together by a radial flange”
Edwards proposes that the above claim term be construed as “fastened togather by
raised or projected edge, rib, or rim for strength that spreads or brantiesalbdirections

from a common center.” Medtronic proposes that the term be construed as “to loricaniaict

by a radial flange.”

! “Matter enclosed in heavy brackétsappears in the original patent but forms no part of

th[e] reissuespecification; matter printed in italics indicates the additrnage by reissue.”
'395 Patent col. 1. 5-9.

8 The parties also initially requested construction of the claim terms &lyg@ding and
attaching means” and “thread passage means.” figng since indicated, however, that there is
nolonger anydisagreement regarding the function or structure for these claim tedntisadrhe
Court’s assistance is no longer required.
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The first issue is whether the word “radial” requires construction. Edwardssss¢joet
radial means “branches out in all directions from a common center.” Medtropiagas no
construction for “radial.” The specification of the '395 Patent does not use the woial,“raut
repeatedly refers to an “annular flang&ee, e.qg. 395 Patent col. 3. Il. 25-29 (“Central support
member 15 consists of a cylindrical structure having one open end facing stent 12 and
terminating at the other end on coaxial hub 18 extending outward from annular flange 19.”)

Figure 1 of the 395 Patent is provided below:

The '395 Patent’s Figure 1 (adapted).

The “radial” or “annular” flange is the structure denoted as 19 in the above figsithe
figure depics, the “flange” branches out in a ritige fashion, extending radially within a plane.
Edwards’ suggested construction of radial as “branches out in all directions d@mmaon
center” could introduce unnecessaonfusion because it might inject a thisimensional
element into the minds of the jurorshey might believe that the flange must also branch
upwards or downwards out of the plane, which it clearly need not do. To require such three-
dimensional expansion would read out the preferred embodiments disclosed in the '39&Patent
construction which is disfavoredseeOatey Co. v. IPS Corp514 F.3d 1271, 1276 (Fed. Cir.

2008). Edwards’ proposed construction for “radial” is therefore rejected. Fuhirerjg no
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indication that the word “radial,” when given its plain and ordinary meaning, regunyes
additional construction.

Edwards also proposes a construction for the word “flange,” based only on a dyctiona
definition, but provides no evidence or argument that a jury would be unable to unddrstand
word “flange; or that the word has no commonly understood meaning in thalasent any
indication that the word “flange” would be confusing to a jury, and given the fact thatséed
in the '395 Patent in a manner consistent with its plain and ordinary meaning, the Court does not
see the need to construe this claim term.

The primary dispute between the parties is the meaning of the words “joindtetdget
Edwards suggests that the coaxial huth @ylindrical support element must be fasted together by
the flange, whereas Medtronic argues that the two structures need onbygkthinto contact
by the flange.Each party points to their own dictionary definitions of “join.” Edwards provides
the cefinition “to connect or bring together; to fasten; to couple; to combine”; Medtronic
provides the definition “to be contiguous, close or in contact; to come together; to meet.”
Edwards’selection of one definition (“to fasten”) among many possible definitions isus,r
given that Edwards’ own dictionary provides that “join” may also mean “to coonécing
together.” A court should not rely on “a single dictionary definition to the exclusiothef
dictionary definitions’ Ultimax Cement Mfg. Corp. v. CTS Cement Mfg. C&®7 F.3d 1339,

1347 (Fed. Cir. 2009). “Join” has a plain and ordinary meaning that is broader than “fasten,” and

there is no clear disavowal in the patent or file history that suggests thabwerazonstruction
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of “join” is appropriate’ The Court is not persuaded that a jury would be unable to understand
the phrase “joined together,” and so the Court declines to construe this claim term.

In sum, the Court concludes that the phrase “jointed together by a radial flang&f s
be given its plain and ordinary meaning, and the parties have failed to demdhstratey
construction by the Court woubtksista juryin understandinghis claim term.

2. “Coaxial thread holding surface”

Edwards proposes that the Court construe “coaxial thread holding surface” data sur
having an axis in common with the cylindrical support element that, by rotatagpsy retains,
or collects threads or sutures.” Medtronic asserts that this claim termesegaiconstruction,
and alternatively, proposes that the term be construed as “a holding surfacg altainmon
axis with the cylindrical support element.”

The paties agree that for the “thre&lding suface” to be “coaxial,” it must have an
axis in common with the cylindrical support element. This aspect of the claim term is
undisputed and requires no assistance from the Court. The real dispute here is whether th
surface must “collect” threads, rathtban simply “hold” threads. Medtronic emphasizes the
specification of the 395 Patent, which repeatedly refers to the threagl foeilected” by the
valve holder, and even refers to a “thread collection deviSeé, e.q. 395 Patent col. 4 Il. 25-
26, 32. In fact, the specification states that “[t]he key element of therpresention resides in
the combination of the valve holder and the attaching threads which permit the threads to be

collected by the valve holder . . . 1d. col. 4 Il. 47-52. Edwards therefore contends that the

o Edwards argues that if the coaxial hub and cylindrical support rmearéaot fastened

together, then the valve holder would fall apart during use and the device would be inoperable.
There is no evidenda the recorgdhowever, to support this argument.
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specification supports only the “collection” of thread, and so “this concept mustdataefin
the construction of this term.” Edwards’ Rebuttal Br. 48 (ECF No. 88).

The prosecution history, however, belies Edwaadgument. As evident from the
reissued patent claim itself, the origipaltent (the '407 Patent) recited a “coaxial thread
collecting means.” The reissue application was filed in order to broaden thianguage, and
the claim that ultimately issued the '395 Patent recites a “coaxial thread holding surface.” In
requesting the reissued patent, the applicant stated that “the scope of the @msethaly not
be sufficient to cover the full scope of the inventive valve holder, as presented inttie w
description and the drawings. As such, the patented claims are defective inytlaaé the
narrower than the written description of the invention.” Hannah Decl. Ex. 28, at 1 (ECF No. 89-
28). Other statements made during prosecution of the '395 Patent confirm that thenbpplica
intended to claim a device that held, and not merely collected, thr8adse.gid. at 2 (“Claim
9 as amended clearly defines over th& Aublication at least because thdAublication fails
to disclose a thread holding surface rotatably mounted and centrally disposed path tesaid
central support member aadapted to hold threads(emphasis added)ix. at 4 (“As is clear
from the patent disclosure, threads 22ratained or helcbn groove 29 on the surfackaxle
28.” (emphasis added)).

Moreover, this issue was addressed during the prosecution of the amended Claims
9 of the '395 Patent was initially rejected by the patent examiner, who believachémeled
claim to be “an improper recapture of broael claim subject matter surrendered in the
application for the patent upon whithe present reissue is basetll’S. Pat. App. No.
11/907,535, Examiner’s Action (Non-Final Rejection), at 2 (mailed June 22, 2Gith)g

portions of the original patent prosecution history, the examiner statédoadening aspect is
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present in the reissue and was not present in the application for patent. Thefrdword o
application for the patent shows that the broadening aspect (in the reisstes) teetlaim
subject matter that applicant previously surrendered during the prosecutiorapptication.”
Id. at 3. The examiner therefore found that “the narrow scope of the claims in the patemtwas n
an error” and rejected thwoaderamended claimsld. In response to the NdRmal Rejection
Medtronicargued that the amendments were not recapturing surrendered subject matser becau
claim 9 (filed in theoriginal patenapplication as claim 12) wasitially allowed without
comment by the examinet).S. Pat. App. No. 11/907,535, Amendment and Remarks After
Non-Final Rejection, at 12 (filed July 20, 2010). “Plainly, therefore, no surrender otsubje
matter occurred.ld. The examiner rejected Medtronic’s argumentsiasdeda Final
Rejection on September 16, 2010. ditenic appealed the FinakRction on November 16,
2010, and presented the same arguments as it had previously presented to the examiner. Thi
time, however, Medtronic succeedeédhe arguments presented in the Appeal Brief of
November 16, 2010, have been consideredaaagersuasivé U.S. Pat. App. No. 11/907,535,
Examiner’s Action Final Office Action), at 2 (mailedDec. 10, 2010) (emphasis added).

Claim 9 of the reissued '395 patgnainly revealghatthe phrase “collecting means” was
replaced with “holding surface,” and the prosecution history evinces a clear inbenatly
claim a “holding surfacefather than a “collecting meansEdwards, focusing on only the
specification and extrinsic dictionary defiitis of “hold” and “holding,” basically asks the
Court to overlook relevant prosecution history, and ignores Medtronic’s successadytias

of the broader claims as amendédn.essence, Edwards wants the Court to act as if the '407

10 The claims were again rejected as being based upon a defective reissue oath/declaration

but “[r]eceipt of an appropriate supplemental oath/declaration . . . will overconrejdtdson.”
Id. Medtronic filed the supplemental declaration on March 3, 2011 and the notice of allowance
of the reissued patent was issued on March 23, 2011.
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Patent is the opelige patent, and as if the claims were not amended and reissued in the 395
Patent. But in light of thatrinsicrecord a “thread holding surface” smethingoroader than
a surface thanerelycollects threads. The Court therefore rejects Edwardgosed
construction and concludes that “coaxial thread holding surface” should be givemitnpola
ordinary meaning. No construction is required.
D. '330 Patent
The '330 Patent, titled “Device or Apparatus for Manipulating Matter,” isctied toward
a cevice for manipulating matter gonfinedor inaccessible spaces in the body. For example, i
one embodimenthe device is a surgical instrument that “enables the passage of a ligature
around a bone, blood vessel, or other such body member, or the grasping of such a body
member, without requiring the surgical instrument to be swept over a wide anghéi@i.imn
'330 Patent col. 5 ll. 14-18. In another embodiment, the surgical device is used tddacilita
tissue collection.ld. col. 25Il. 1-14. In yet another embodiment, the device includes a surgical
screen that is expanded at or near a surgicalgiteh can be used t@apture oblock the
passagef certainmaterialsor to hold a tissue mass in a localized ardelacol. 33 II. 16-34.
Medtronic has asserted claims 1, 4, 7, 8, 10, 15, and 17-19 of the '330 Patent against
Edwards. The parties have requested construction of the following claim terms:
“pseudoelasticity/pseudoelasticafigeudoelastic,”alloy member bend(s) or twist(s)
pseudosddstically in a lateral or helical sense to manipulate the matter on extending érom th
housing,” “contain more martensite phase,” “includes stress induced siafefdistal segment
assuming a first shape when extended from said bore and its allay ssilrstantially austenitic
phase, and assuming a second shape when withdrawn into said bore and its allogdststress

contain more martensite phase,” “means for moving,” “means for expandablyidgplaynd
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“handle means . . . for manually inserting said member through said cannula to distaity e
said distal segment from said bore, and for withdrawing said distal segnzesaihtbore.”

1. “Pseudoelasticity/pseudoelasticalpgeudoelastic”

Numerous claims of the '330 Patent contain language regarding pseudoelaéticrigf
background of the relevant scierao®d prior aris helpful in understanding the meaning of these
claim terms. Duringertainsurgical procedures, it may be necessary to manipulate matter within
a confined or inaccessible spasech asvithin a very deep wound or through a small incisson
body aperture. '330 Patent col. 1. ll. 24-35. When introducing a surgical device into such a
confined or inaccessible spadenay bedesirable to compress the device in such a way that it
can access the confined space, and then expand the device to its intended shape vesait arri
the surgical siteThe device’s ability to be compressed and then re-expanded often depends on
the elastic properties of the materials used in that deitenaterials are able to elastically, or
reversibly, deform to some degreeseaning that if subjected to some external force or stress,
the material can undergo a certain amount of strain and still be able to refkito kia original
form.’ When materials are stressed beyond their elastic capabilities, they undatgs wh
known as plastic deformation, which is irreversiblies— the material will be unable to fully
return back to its original form. Each material has a different elastic abibtyexample, a
rubber band can elastically deform to a much greater degree than a paper clip.

Prior art devices usédlexible steel wires which spring apart when extended from the
distal end of a tube and which can be brought together again on withdrawal back into the tube.”
Id. col. 1 Il. 36-41. The materials used in those devices, however, could suffer frame ttiey

repeated use or long storadd. col. 1 Il. 45-48. Other devices came into tiss utilized shape

1 Strain is the extent to which the material deforms in response to the stressemégd as

a percent change in length of the material.
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memory metals. Metals exhibitingshape memory effect are able to “remember” their original
shape, even after deformation. Shape memory metals, however, are often dependent on
temperature change in order to accomplish their shape change. For examplaytihegdito
be cooled while positioned in the body so that body heat thereafter actuates theeshapg m
effect. Alternatively, the metal may need to be heated above body tempearaitderito
actuate it after positioning. Use of these materials within the human body colddleausge to
living tissues resulting from the dramatic temperature changes reqldrexbl. 1 . 49-55.

Someshape memory metals, such as trersgloyed in the '330 Patent, possass
property known as “pseudoelasticity,” which allows for greater eldsbormationwhen
subjected to stressThrough the use of pseudoelasticity, the metals calefoemedo a greater
degree when subjected to an external stress (for exawtp@compressetb fit within a small
cannula that can be inserted intpadient), et still retain their ability taecovertheir original
form when the stress is removed (e.g., when deployed from the canniilpetidoelastic alloy
is capable of being elastically deformed far beyond the elastic limits of doynedmmetals.”
'330 paentcol. 1 Il. 20-22. Thus, like other shape memory metals, pseudoelastic metals can
revert back to their original form even after deformation. Unlike other shapemenetals,
however, they are not dependent upon temperature ch&egel. col. 3Il. 18-20 (“Under
certain conditions, shape memory alloys exhibit pseudoelasticity, whicmdbesly on
temperature change in order to accomplish shape change.”).

There are two types of pseudoelasticity: linear pseudoelasticity anthean-
pseudoelastity (also known as “superelasticity’5ee330 Patent col. 3 Il. 33-63Non-linear
pseudoelasticity, or superelasticity, involves a phase change betweeiffénenticrystalline

structures—these two crystal forms are known as “austenite” and “martensite.” Within ancertai
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temperature range, metals possessingline@ar pseudoelastic properties are able to undergo a
change from their stable austenitic phase to a martensitic phase when subjstres$s{This
martensitic phase is also known as “stiesiticed martensite.When the stress is removed, the
metal is able to revert back to its austenitic phase, and thus recover itsl shgima. Thus,

while in its austenitic phase, the metal is capabkxbfbiting conventional elastic deformation,
but then when stressed beyond a certain point, the metal begins to transform tterisiticar
phase, allowing for even further elastic—or reversible—deformation. Sup®iglasan be
created through spemfannealing processes, or through methods such as “solution treating and
aging, or alloying.”ld. col. 3 Il. 42-47. Linear pseudoelasticity, on the other hand, is not
accompanied by a phase chabgéveen austenite and martenstgeed. col. 3 . 53-60.

Rather, “[i]t is exhibited by shape memory alloys which have been cold orkeradiated to
stabilize the martensite, but have not been annealed in the manner discussedldbadve.”
material exhibiting linear pseudoelasticity is capable oftamiisl reversible deformation, but
not as much deformation as nlbmear pseudoelastic materialSeed.

Edwards proposes that “pseudoelasticity/pseudoelastically/pseudddiastonstrued as
“elastically, isothermally deformed with an austenite artensite phase transformation.”
Medtronic proposes that the term be construed as “(a material that is capaidstar)
deformation beyond the limits of conventional metals.” First, with respect to Bsivpsoposed
insertion of the word “isothermalliyEdwards appears to be arguing ths¢udoelastic
deformation does not rely on a temperature change—something with which Medtromotoes
disagree For a process to be isothermal, however, the temperature of the entireraystem
remain constant. Ehparties here agree that when a metal undergoes a phase transformation

between austenite and martensite, there is some inherent heat transfer thatestdting in
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some temperature change associated with the transformation. Thus, the proaiess is
“isothermal,” and insertion of this word is inaccurate. In Edwards’ Rebuttd] Bdevards
clarifies its position, stating that while there may be some inherent temperainge ¢hat

occurs during the phase transformation, the transformation does not involve any outgide hea
or cooling. It therefore revised its proposed construction, arguing that “psetida#idsneans
“elastically deformed with an austenite to martensite phase transformattmuithe

application of external heating or cooling.” Edwards’ Rebuttal Br. 57 (ECF No. 88). This
revision, while improved, is still somewhat inaccurate. When the device isl plaiten the

human body during the surgical procedure, there may in fact &epdicationof external

heating or cooling-fer example, the temperature of the human body itself may operate so as to
apply external heat to the device. The specification of the '330 Patent stafesetidoelasticity
“does notrely on temperature change in order to accomplish shape change.” '330d@at8nt

Il. 19-20 (emphasis added). The parties do dispute that pseudoelasticity does not rely on
temperature change, and so language to this effect is appropriate and accuatele $&eof
whether or not external heat or cooling is applied, the pseudoelastic propettiesmtal do

not rely on any such external application in order to accomplish shape change.

The real heart of this dispute lies in whether or not pseudoelasticity reguieestenite
to martensite phase transformation, as Edwards proposatiscissedbove, there are two
types of pseudoelasticity, and only one of those typesl{near pseudoelasticityr
“superelasticit) involves a phase transformatifnom austenite to martensit@ he patent
specification could not be more clear on this point, and the various references incdrimboate
the specification also provide such an explanation of pseudoelas8eigyidcol. 31l. 33-60.

Edwards basically asserts that “pseudoelasticity” actually means “sugeitglds construction
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utterly unsupported by the specification. Moreover, the specification repeakgiyns that
either type of pseudoelastic material can be used in the disclosed invention, bupénatastic
materials are preferredsee idcol. 2 Il. 56-59;d. col. 2 I. 67-col. 3 1. 2id. col. 3 1. 33-col. 4 I.
3;id. col. 4 1I. 43-46;d. col. 5 Il. 19-22.1t is evident that superelasticityn®tthe same as
pseudoelasticity, but rather, is a prefemgueof pseudoelasticity.

Edwards relis in part on the following language found in the 330 specification:

“Although pseudoelasticity is exhibited in both linear and ho@ar variations,

the present invention deals preferably with superelasticity, and furthezrreés

to materials havingte property will simply be designated as being

‘pseudoelastic’ or having shape memory. It will be understood, however, that the

present invention may employ any appropriate elastic material, prefetrepye

memory alloy, whether linearly or ndimearly pseudoelastic.”
'330 Patent, col. 16, Il. 9-17. Edwards asserts that this passage indicates that the inventor
defined “pseudoelastic” to meé&superelastic.” The fact that materials having superelastic
properties are referred to in the patent as peeladtic doesot mean that all references to
pseudoelasticity require superelasticity. This passage merely says itbatuplerelasticity is
preferred, any pseudoelastic material will suffice, and so the patemivdistinguish between
the broaderategory of pseudoelastic materials and the narrower, preferred category of
superelastic materials. By way of analogy, the Court reads this passagdaraventor’s
statement that while squares are preferred to rectangles, all rectangles arglgeramd so the
inventor will simply call squaresectangles. Edwards mistakenly interprets this passage as
saying that if the inventor is calling a square a “rectangle,” then all referenmgangles must
mean squares. But not all rectangles are sguangl this language in the specification does not
suggest that they are.

Further, there are some claims in the '330 Patent which specificallyegequaustenite

to martensite phase chandgee, e.q. 330 Patent, claim.4If “pseudoelastic” already required
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such a phase change, then this language would be superfluous in claim 4, which uses both the
word “pseudoelastic” and alsefers toanaustenite to martensite phase change. The Coust aim
to construe claims to giveffect to each word in the claim, and should not construe claim terms
So as to render other language in the claim superfludeaDigital-Vending Servs. Int'l, LLC v.
Univ. of Phoenix, In¢.671 F.3d 1270, 1275 (Fed. Cir. 2012) (stating that a construction which
renders claim language superfluous “is contrary to theaegtdiblished rule that ‘claims are
interpreted with an eye toward giving effect to all terms in the claim™ (citagroitted)). Thus,
“pseudoelastic” must not already incluale austené to martensite phase change

Edwards contends that various statements in the file history signify that theomoelyt
intended to claim an invention utilizing superelasticity. During prosecution &330epatent, it
appears as though the examiner initially rejected some of the patent claims lagparssn
skilled in the art would have found it obvious to substitute a pseudoelastic materiagetisal
a piece of prior arinto adifferentprior art device in order to provide a stronger, more elastic
device. In response to the rejection, Medtt@mgued that the invention of the '330 Patent was
“not about a mere substitution of one material for another but rather that theanveqtiires
that the device have a construction which utilizes the pseudoelasticityroftbgal duringts
operaton.” Hannah Decl. Ex. 30, at 5 (ECF No. 89-30) (emphasis in original). In contrast, the
prior art device was not designed to utilize pseudoelasticity, but ratheonstsucted such that
the ordinary elastic properties of a metal spring would suffideat 6. Medtronic emphasized
that the '330 invention required a high degree of elasticity, and argued that thetprior ar
references were “not properly combinable” and “even if combined, they do not ctwetain t
elements requisite to make the applicamgéntion.” Id. Medtronic also referred to a figure

depicting superelasticity, emphasizing the high degree of elasticity imvimi\te materials used
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in the '330 inventiort? There is nothing in these statements which constitute a clear disclaimer
or dsavowal of linear pseudoelastic materials that do not involve an austenite tosimarte
phase change, especially in light of the clear specification language tatheg.o

The patent specification states that “[a] pseudoelastic alloy is capablie@ietestically
deformed far beyond the elastic limits of gentional metals.” '330 Patent col. 3 Il. 20-22. The
file history states that “[p]seudoelasticity is a special property of shapem alloys” and that
“[i]t is by definition a material state that is beyond the normal elasticerahg material.”
Hannah DeclEx. 30, at 5 (ECF No. 89-30). While pseudoelasticity does not rely on a
temperature change, it does not necessarily require a phase transformuatean lzetstenite and
martensite.Only “superelasticity,” a preferred type of pseudoelasticity, involves suchseph
transformation. Me Court therefore construes “pseudoelasticity” as follows: “a property of a
shape memory alloy in which its ability to elastically, or reversibly, defayes dot rely on
temperature change.”

2. “Alloy member bend(s) or twist(s) pseudoelastically in a lateral or heliese to
manipulate the matter on extending from the housiiigc ontain more martensite
phase,” “includes stress induced martensite,” and &l segment assuming a first
shape when extended from said bore and its alloy is in a substantially austenitic
phase, and assuming a second shape when withdrawn into said bore and its alloy is
stressed to contain more martensite phase”

Edwards requests construction of the above claim terms. Edwards’ proposed

constructions are provided in the table below:

12 During prosecution, Medtronic quoted a portion of the Jervis patent, whiefelised to

in the 330 specification. That passage states that “[t]he reversible detorrassociated with
the formation and reversion of stresduced martensite has been referred to as
pseudoelasticity.”ld. But as stated above with respect to a similar passabe 1830
specification, the fact that superelasticity is referred to as “pseudoejdstmasnot mean that
all references to pseudoelasticity actually mean superelasticity.
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Claim Term

Edwards’ Proposed Construction

“alloy member bend(s) or twist(s)

pseudoelastically in a lateral or helical sense Eo .
spontaneously and fully open using a phase

transformation from martensite, caused by 6

manipulate the mattenaextending from the
housing”

Alloy member pseudoelastically bends or
| twists laterally or helically springing

or greater strain, to austenite

%

“contain more martensitghase”

Pseudoelastic distal alloy segment, wire or
basket sufficiently constrained, with 6% or

“includes stress induced martensite”

greater strain, to cause an austenite to
martensite phase change.

“distal segment assuming a first shape wher
extended fom said bore and its alloy is in a
substantially austenitic phase, and assuming
second shape when withdrawn into said bor
and its alloy is stressed to contain more

Distal alloy segment expands by
pseudoelastically springing spontandgusd
y &lly open into a first shape from a second
eshape using a phase transformation from
martensite, caused by 6% or greater strain,

martensite phase”

austenite

[0

Edwards’ proposed constructions for these claim terms share manyisigsjlthe frst

of which is the inclusion of a 6% or greater strain limitation. Edwards indicatedlat or

argument, however, that it was no longer pu
not address it further. The next notable simi
language regarding a transformation, or pha

1 of the '330 Patent recites:

rsuing that particular limitation, andGotttievill
larity betwhkervarious constructions is the

se change, between austemtatansite Claim

1. A device or apparatus for manipulating matter . . . comprising: (i)
manipulator means at legsrtially constructed of at least one bent or twisted
elongated shape memory alloy member having pseudoelasticity at the intended

manipulation temperature, and (i) a b

arrier material . . . ; (iii) a hollow housing or

cannula . . . ., and (iv) actuatingeans for extending the at least one alloy
member with said barrier member from the housing to manipulate matter within

said space and for withdrawing the at least one alloy member into the housing, the

arrangement being such that the at le

astatlog menber bend(s) or twist(s)

pseudoelastically in a lateral or helical sense to manipulate the matter on
extending from the housirg} said manipulation temperature and the at least one
alloy member becomes relatively straightened on withdrawal into the haising

said temperature.

This claim requires that the shape memory alloy member have pseudoe]asiititlyat it

“bend(s) or twist(s) pseudoelastically.” Nowhere does this claim reguiegistenite to

3
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martensite phase transformation. For the reagmmgusly discussed,pseudoelasticity” does

not necessarily involve a phase chariggrause there is also a form of pseudoelastidibear
pseudoelasticity-which is not accompanied by a phase change. The Court rejected Edwards’
proposed insertion of that unsupported limitation in the Court’s construction of the term
“pseudoelasticity” above, and it similarly refuses to insert the same limitaren fhis claim
language merely requires that a pseudoelastic material behave pseudoelastically.

Claim 4recites that “said distal segment assuming a first shape when extended from said
bore and its alloy is in a substantially austenitic phase, and assuming a $egedisen
withdrawn into said bore and its alloy is stressed to contain more martensgé phais claim
language already clearly requires that the alloy used in the distal segmergaia
transformation from beingstibstantially austenitico a form that, when stressed, “contain[s]
more martensite phase.” Edwards’ proposed construction adds nothing to a jury’samaldeys
of this claim.

Claims 10 and 19 recite the claim term “includes stress induced martensite.” For
example, claim 10 recites:

10. A surgical device comprising . . . a shape memory alloy wire . . . [and]
means for moving the ive between a first position wherein the wire is

constrained within the housing such that the wire includes stress induced

martensiteand a second position wherein the wire is unconstrained by the

housing and assumes an expanded memory shape . . .

Claim 19 recites: “A surgical device comprising . . . a basket comprising at leasteomeem
comprising a shape memory alloy . . . the basket being constrained within ttiesslotathat
the shape memory membeacludes stress induced martensite . . . .” iAgiis clear from the

claim language itself that when in a constrained configuration, the wire l@thasludes stress

induced martensite+e., martensite that is caused by the application of external.siress
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stress, in this context, is the ssegplied by the constraining of the wire or basket within the
housing or sheath. When that external stress is removed, such as when the wire @& basket
moved into an unconstrained position outside of the housing or stieatiloy in the wire or
baslet will undergo some transformation back to its austenitic phBse.claims’ use of the
phrase “stress induced martensite,” especially when read in light of the imehediatounding
claim language, indicates that the material must undergo some traagsém from stress
induced martensite to austenite. The Court perceives no need to adopt Edwards’ mnssuct
the claim language is clear on its own.

Finally, with respect to Edwards’ assertion that the alloy member or segmsn
“spring[] spontaneously and fully open,” the Court finds no support for this argument in the
intrinsic record. Edwards relies on two figures in the '330 specification, whicht@depasket
fully opening. Edwards states that “if the loop did not spring fully open, it is not cleait how
could capture the target matter.” Edwards’ Rebuttal Br. 62 (ECF No. 88). Timerevidence
that the invention would be inoperable if it only sprung partially open, and the Court cgn easil
imagine situations in which the alloy segrhemuld not spring fully open—for example, if the
device were deployed in a very confined spaose to a bonayhere the immediate presence of
the bone prevented the alloy segment from fully opening. It is unclear to the Courbhskea
that was 99% open would fail to capture target matter. Edwards notes that during mosdcut
the 330 Patent, Medtronic asserted that a high degree of elasticity wasdequwrder to allow
the metals to spring fully operSeeHannah DeclEx. 30, at 6 (ECF No. 89-30). These
statements, however, merely explain the importance of pseudoelasticitytgghtan—that it
allows for the full opening of the metal without causing plastic deformattbas distinguishing

the invention from the prior arfThese stateents do not suggest that the '330 Patdaitms read
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only ondevicesthat spring fully open. The ability to spring fully open may be desirable, but
there is nothing in the intrinsic record to suggest that it is a required limitation citdre’'s
claims. Further, there is nothing in the intrinsic record, nor is there even attoguenent, to
support insertion of the word “spontaneously.” The Court therefore rejects Edwanpesals.

Edwards’ primary conceranderlying its proposed construani of these claim terms, as
well as of the claim terms addressed belappears to be that the claims do not require that the
device actually utilize the pseudoelastic properties of the metal(s) from whidomised.
This concern, while earnestlhyifand fervently urged, is not supported by the claim language—
which explicitly requires that the pseudoelastic materials behave pseuda#iasthe Court
finds that the claims themselves are sufficiently clear, and that Edwangssed constructions
are either inaccurate or unhelpful. No construction of these claim ternogiisece

3. “Means for moving”

Claims 8, 10, and 16f the '330 Patent claims recite a “means for movingldim 8
recites:

8. A surgical device comprising: (a) a housing; (b) a barrier member . . .

and (c)means for moving said barrier member between a first position wherein

the barrier membrane and said loop are constrained within the housing, and a

second position whereindtbarrier membrane and said loop are is [sic]

unconstrained by the housing such that said loop expands pseudoelastically when

moved between the first position and the second position.
Claim 10 recites:

10. A surgical device comprising: (a) a housing;glshape memory alloy

wire having a barrier material disposed thereonmeans for movinghe wire

between a first position wherein the wire is constrained within the housing such

that the wire includes stress induced martensite, and a second positremwie

wire is unconstrained by the housing and assumes an expanded memory shape;
and (d) means for withdrawing the barrier member.
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Claim 15 recites:
15. A remotely operated surgical device comprising: (a) an elongated

housing; (b) a surgical screen gonsing at least one member comprising a

pseudoelastically deformable material; f@@ans for movinghe surgical screen

between a first position wherein the surgical screen is constrained within the

housing, and a second position wherein the surgical screen is deployed from the

housing such that said pseudoelastically deformable member is constraimad wit

the housing and expands pseudoelastically into an expanded shape when the

surgical screen is moved between the first position and the second position.

The parties agree that the “means for moving” is recited in rq@daagunction form.
Medtronic argues that the function of the “means for moving” is recited in timescla
themselves-for example, the function of the “means for moving” in claim 8 is ngatbarrier
member between a constrained first position within the housing and an unconstrained second
position outside of the housing. Edwards, on the other hand, argues that the function of the
“means for moving” is not only moving the barrier memberewr surgical screetut also
pseudoelastically expanding the barrier member, wire or surgical s&derards then identifies
as corresponding structures the pseudoelastic portions of the device itself, thech as
“pseudoelastically deformable loop.”

As Medtronic correctly notes, the “means for moving” serves to move the psesiitoela
member from one position to another. By moving it from a constrained (or stress&dhfosi
an unconstrained (or unstressed) position, it allows the pseudoelastibente behave
pseudoelasticallyi.e., to undergo a shape change when no longer subjected to the stress of
confinement within the housing. The “means for moving” does not itself have to beecapabl
pseudoelastic expansiontmust only make it possibleif the pseudoelastic member to behave
pseudoelastically, by moving the member from a constrained position to an uncodstraine

position. Thus, Edwards’ proposed function is incorrect, as are the correspondingestructur

Edwards identifies. The function thfe “means for moving” is the function clearly recited in
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each of the claims. The corresponding structure that performs these furscasridedtronic
suggests—slider mechanisms, pistol grip or thumb actuated mechanisms, beisdtes, and
syringeplunger mechanisms. The Court therefore adopts Medtronic’s proposed construction of
the “means for moving” limitations.

4. “Means for expandably deploying”

Claim 19 recites:

19. A surgical device comprising a sheath; a basket comprising at least

one member comprising a shape memory alloy, and a barrier material gpannin

said shape memory alloy, the basket being constrained within the sheath such that

the shape memory member includes stress induced martensiteteans for

expandably deploying said basket freaid sheath
The parties agree that the “means for expandably deploying” is a 1plegHanction claim
term, and that the function is “expandably deploying the basket from the sheathith Alsew
“means for moving” limitations, Edwards asserts that'theans for expandably deploying”
must itself pseudoelastically expand, and thus points to corresponding structucessis of
pseudoelastic shape memory alloys. It is clear, howdween,the claim language itsdliat the
“means for expandably deploying” the basket does not itself have to psetidakyasxpand—
it must only deploy the basket in such a way that permitbabketto pseudoelastically expand.

At oral argument, Edwards appeared to have conceded this point, arguing not that the
deploying means itself had to be pseudoelastic, but instead emphasizing ita toaictre
claim must be reanh a way that requires thabmethingoehave pseudoelastically to cause the
expansion.The claim already requires that the basket include a shape memory alloy and that

when constrained within a sheath, the shape memory alloy includes stresd imdwEnsite. It

is evident, therefore, that when the basket is deployed from the sheath, theslzagiaaision
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would be due, at least in part, to the removal of the stress and the reversion ofshedicesl
martensite to austenitei.e., pseudoelds behavior.

The Court adopts Medtronic’s proposed construction of the “means for expandably
deploying.” The function is expandably deploying the basket from the sheath, and the
corresponding structures are the slider mechanisms, pistol grip or thumlecdcheghanisms,
scissors handles, and syringe-plunger mechanisms. The structure of the ‘oneapamdably
deploying doesnotitself have to consist of a shape memory alloy with pseudoelasticity.

5. “Handle means . .. for manually inserting said member through said cannula to
distally extend said distal segment from said bore, and for withdrawing said distal
segment intcsaid bore”

In each of their memoranda, the parties argued about whether or not thisschajm t
recited in claim 4 of the 330 Patent, is recited in mgaans-function form—Medtronic argued
that section 112, 1 6 does not apply because the word “hatsdlé’recited sufficient structure,
and Edwards asserted that section 112, 1 6 did in fact apply. At oral argument, howewer, th
was very little discussion about this claim term, and Edwards did not rebut Medtronic’
argument. In fact, Edwards explaththat its position with respect to this claim term was the
same as its position with respect to the “means for moving” and “meangdably
deploying” claim terms.Edwards’ only concern was that the claim be read so as to require that
the inventiors pseudoelastic properties actually be taken advantageeof that something in
the device must be required to actually behave pseudoelastically, ratheretieynmave the
ability to behave pseudoelastically. As explained above, the claim langselfjalieady
requires an austenite to martensite phase transformation, and so Edwardsisctiratehe

claims may be read in a way so as to eliminate this requirement are unfounded.
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Once the Court’s understanding of the pseudoelasticity requiremenkplamedto the
parties Edwards seemed content with no further construction of this claim term. The Court
therefore finds that while the words “means for” were used, the claim #gsels sufficient
structure—i.e., a “handle”™—to overcome the presumption that section 112, 6 apfpéese.q.
TriMed, Inc. v. Stryker Corp514 F.3d 1256, 1259-60 (Fed. Cir. 2008) (finding the presumption
overcome)Cole v. KimberlyClark Corp, 102 F.3d 524, 531-3Fed.Cir. 1996)(same). Given
the nature of the parties’ concerns, no additional construetitims claim term is required.

E. '630, '155 and '800 Patents

Edwards accuses Medtronic of infringing three related patents (the “MgQatants”):
the 630 Patent, the '155 Patent and the '800 Patent. Pla¢sits generally relate to
annuloplasty, a surgical procedure used to repair the mitral and tricuspid wvalheseart.

During annuloplasty, an artificial ring is sewn onto the natural annulus of thetegivevide

support to the valve. The '630 and '155 Patents relate to the annuloplasty rings; the '800 Patent
relates to the template used to deliver the annuloplasty ring to the suntgicdtdwards asserts
claims 1, 10 and 11 of the '630 Patent, claims 1-4, 9, 11-14, 16, 19, 21-22 and 27 of the '155
Patent, and claims 1, 4-8, 10-12, 15-19, 21 and 22 of the '800 Patent.

The three McCarthy Patents are members of the same patent family. The '155sRatent i
continuation U.S. Patent No. 7,367,991 (not asserted in this litigation), which in turn is a
continuationin-part of the '630 Patent and U.S. Patent No. 6,908,482 (not asserted in this
litigation). The '800 Patent is a divisional of the '482 Paterie three patents share the same
inventors, and the specifications of the patents are veryasiand at times, identical.

Some of the claim terms for which the parties have requested constructioniapgpea

or more of the patents. The parties agree that the claim terms appearirigthred680 Patent
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and 155 Patent should be construed togettWhere the same claim term appears in the '800
Patent, however, the parties disagree regarding the proper method of constructidinenid
asserts that the terms in the '800 Patent should be construed along with those in tlage'®30 P
and '155 Patent; Edwards contends that because the ‘800 Patent is directed at the stynulopla
template, whereas the '630 and '155 Patents are directed at the annulopiasheralaim terms
appearing in the '800 Patent should be construed separately. Despite Etbveeds
assertions, Edwards actually proposes nearly identical constructiohe $anteclaim terms
across the various patents. For example, with respect to the claim term “geareaaiged
about an axis,” Edwards’ proposed construction for this term in the '630 and '155 Patents is
“generally arranged about the imaginary line through the center ahthm the direction of the
blood flow.” Edwards’ proposed construction for this same term appearing in the '880iPate
“generally arranged abottie imaginary line through the center of the templatée direction
of the blood flow.” Thus, with the exception of the substitution of the word “template” for
“ring,” Edwards’ proposed construction is identiCilThe Court therefore fails to understand
why it should construe the same claim terms appearing in all three patemttelgpvhen even
the party advocating such a position cannot demonstrate a meaningful reason to do so. The
Court will therefore address the claim terms appearitigarnthre McCarthy Patents together.

1. “Generally arranged about an axis”

Medtronic argues that this phrase means “arranged about the line running perpendicul
to, and through the center of, the reference plane within which a majority of thedpdies.”
Edwards contends that, with respect to the '630 and '155 Patemfshrase means “generally

arranged about the imaginary line through the center afrtgeén the direction of the blood

13 Further, for reasons to be discussed below, use of the word “ring” is actually agropri

for all three patents, and so Edwards’ one minor distinction is actually intcorrec
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flow,” and that with respect to the ‘800 Patent, the phrase mgangfally arranged about the
imaginary line through the center of the templatéhe direction of the blood flow.The parties
do not appear to dispute the meaning of the phrase “generally arranged.” Rayidisphie
the construction of the word “ex” Claim 1 of the '630 Patent recites:

1. An annuloplasty ring, comprising: a ring bagBnerally arranged about
an axisand being discontinuous so as to define two free ends, wherein the ring
body has a relaxed configuration following a three-dimensional path such that the
free ends are axially offset from each other a distance of between aboutra.

Claim 1 of the '155 Patent recites:

A C-shaped annuloplasty ring sized and configured for attaching within a valve
annulus, comprising: a relatively rigid inner body defining an elongated Cehape
path, the inner bodgenerally arranged about an aarsd being discontinuous so

as to define two free ends with a break therebetween at the opening of the C-
shaped path . . ..

Claim 1 of the '800 Patent rees:

An annuloplasty ring template for holding a tricuspid annuloplasty ring during
implantation against a tricuspid annulus, comprising: a body defined by a
peripheral mounting ringenerally arranged about an aaisd being
discontinuous so as to define two free ends . . . .

The Court first turns to thegatents’specificatiors for insight as to the meaning of the
word “axis” as used in these patent claims. The specification of the '630 Patest st

The term “axis,” in reference to the illustratedg; and other non-circular or non-
planar rings, refers the line through the ring that passes through the area moment
of inertia of the ring when viewed in plan view. This “axis” can also be viewed as
imaginary line of blood flow within the valve orifice and thus within the ring

when implanted therein.

'600 Patentol. 4 1. 23-29. The specifications of the '155 and ‘800 Patents state:

The term “axis,” in reference to the illustrated ring, and otheran@alar or non-
planar rings, refers the line through the ring that passes through the areml cent
of the ring when viewed in plan view. This “axis” can also be viewed as
imaginary lire of blood flow within the valve orifice and thus within the ring
when implanted therein.

a7



155 Patent col. 4 Il. 35-41; '800 Patent col. 4 Il. 54-60. Both of these specifications further state
that “[a]gain, the axis 44 in FIG. 2 lies at the centroid of the ring or along okihefeblood
flow through the ring 40 when implanted.” '155 Patent col. 5 ll. 1-3; '800 Patent col. 5 Il. 24-26.
The '800 Paters specification confirms that the “axis” for the template is the same as the “axis”
for the annuloplasty ring: “In this regard, the template 90 includes a peripheraimgaumg 94
generally arranged about an axis coincident with the 4#xof the ring 40.” "800 Patent col.ll7
7-10;see alsodl55 Patent col. 6 Il. 49-5Z&me¢. Thus, the “axis” for the annuloplasty ring and
the “axis” for the template are the same axis, however that axis is determined.

The Court first notes that both Medtronic and Edwards suggest that the axis is a line
running through the “center” of something. The patent specifications, howetethsiathe
axis passes through the centrofdhe ring Thecenterof the ring is not necessarily the same as
the centroidof the ring—and the centroid has a definite, calculable posit©ampareMerriam:
Webster’s Collegiate Dictionary 186 (10th ed. 2001) (defining “centrondth id. at 185
(defining “center”). While neither party notethis distinction, the Gurt cannot accept a
construction that is inaccurate amdodds with the specificatiorHere, the inventor acted as his
own lexicographer, defining the location of the axis, and the Courhatiktray from the
inventor’s definition without any explanation as to why “centroid” is eitheoilirect or too
difficult to understand.

Medtronic also contends that the claim term requires that the axis run “petgantb,
and through the center of, the reference plane within which a majority of theodyges.”
Thus, Medtronic asserts that fach otthe claimsn which the phrasggenerally arranged about
an axi$ appearsa majority of the ring body must lie within a particular plaiéis assertion is

unsupported by the claim language, and becomess legs convincing whehe variousclaims
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within the patentgare compared to each other. Claim 1 of the 155 Patent, for example, requires
that the ring body be “generally arranged about an axis,aadequires that a “majority of

[the inner body ofhe ring] lieswithin a reference plane.” Claim 4, on the other hand, only
requires that the ring bodge “generally arranged about an axist doesnotinclude language
requiring that a majority of the ring body lie within a particular pladader Medtonic’s

proposed construction, both claim 1 and claim 4 would contain a limitation requiring that a
majority of the ring lie within a plane, despite the fact that there is a ¢fésaedce between the
language othese two claims. Medtronic’s construction, therefore, ignores the differences
between the different claims and renders the additional language in claim flusuigera
construction that is disfavore&eeDigital-Vending Servs. Int'l671 F.3d at 1275.

Further, the patent specifications explain that the invention “providesa-planaror
threedimensional (3Dannuloplasty ring that is shaped to conform to a 3D annulus.” '630
Patentcol. 4 Il. 6-8 (emphasis added); 155 Patent col. 4 IIl. 1¢eBiphass added); ‘800 Patent
col. 4 1. 38-40 (emphasis added). “In the context of the present invention, a non-planar or three-
dimensional annuloplasty ring has a nominal ceesional centerline that assumes a three
dimensional shape, or in other words doeslie in a single plané '155 Patent col. 4 Il. 28-32
'800 Patent col. 4 Il. 47-51. The specificati@sodiscuss the disadvantages of planar rings.
See, e.g.155 Patent col. 4 Il. 48-55. This evidence further undsriglddtronic’s argumerthat
for all of the patent claims, majority of the ring bogdmust lie within a single plane. Rather,
where such a limitation is required, the claims themselves clearly provide it.

Medtronic argues that “every illustration of the axis in the specificalgpicts a line
perpendicular to the main reference plane of the annuloplasty ring.” Medtronimigd&&r. 14

(ECF No. 86). Medtronic then points to Figure 2, which is included in all three McCarthy
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Patents. Medtronic contends that this figure shivesaxis as “generally perpendicular to the

plane of the ring.ld.

The 155 Patent’s Figure 2.

This figure, however, does not illustrate any “reference plane.” It is atsteetonclude that
this figure is depicting an axis perpendicular to the main reference plame arinuloplasty ring
when the figure does not purport to depict any such plane, nor does it demonstrate the angular
relationship between that ndiustratedplane and the axistdwards then points to Figure 7C,
which does depict a more planar ring. But that figure, too, does not purport to depict a
“reference plane.” In fact, trenly figure which depicts the “reference plane” is Figure 8D.
When viewing figures 8A and 8D together, one can see that this embodiment’s $axis” i
perpendtular to the reference plane. But the Court will not limit the claims to a preferred
embodiment. This is not even a case where the patent describes only a singlenemtsedi
other embodiments of the claimed inventiomadinclude a reference plaméthin which a
majority of the ring body liesThere is no indication that the inventor intended to limit thenclai

scope to only mostly planar ring%.In light of the claim language itself, the specification

14 Medtronic cites language from the prosecution history in which the inventor ddsaribe

prior art rirg as not lying in any onegme. SeeSpecht Aff. Ex. 2, at Edwards0003579 (ECF No.
87-2). The inventor did so to distinguish the prior art from Claim 1 of the '155 Patent, which
explicitly requires that a majority of the ring lie within a reference pldins. not disputed that
Claim 1 contains this express limitation in the claim language it3&l& citedprosecution

history discussion is irrelevant to a construction argrally arranged about an axighe

Court therefore finds Medtronic’s argument unpersuasive.
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language discussing the benefits of pdamar rngs, and figures within the specification
depicting non-planar rings (or failing to illustrate any reference plans)jnappropriate for the
Court to insert a limitation which is plainly absentthoutany evidence that the inventor so
intended.

Another defect in Medtronic’s constructionNtedtronic’sto define the axis in relation to
the reference plarei.e., one must first determine the relevant reference plane, and then
determine the axis that is perpendicular tdMiedtronic’s procedures backwards—the axis is
not defined with respect to the reference plane, but indteadeference plane is defined in
relation to the axis. The axis idia@e that passes through the centroid of the ring, in the direction
of blood flow within the valve dfice. The reference plane is “defined as the plane that is
perpendicular to the axis 152 at the elevation of the tricuspid annulus.” '155 Patent col. 8 Il. 19-
21. Thus, the axis is to be determined first, and once the axis is establishibgnpcssible to
determine the reference plar@ot vice versa.

Medtronic’s primary argument appears to be that if the axis is defined onty as a
imaginary line running through the center of the ring in the direction of blood flow,ben t
could be multiple axes because the direction of blood flow may vary between individesatyat
Medtronic assertthateven a variation by a few degrees could have a significant impact on
whether or not the ends of the ring are “axially offset,” as required by thesclehim may very
well be a true statement. With no evidence to support it however, the Court is hard-fmesse
make any conclusions about the direction of blood flow through heart valve orificelssotesly
on attorney argument. Medtronic’s argument regeydhe possibility of multiple axes is better
suited for a validity challenge—not claim construction. And perhaps, with the suppd¢ioent

of attorney argument by actual evidence, Medtronic’s argument may eVgbigersuasive.
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The Court thereforeejects Medtronic’s proposed construction in toto. Turning now to
Edwards’ proposed construction, Edwards argues that the axis recited in the ‘630 andeétb5 Pa
claims runs through the center of the “ring,” whereas the axis recited inOb@&ent clians
runs through the center of the “template.” But the ‘800 Patent itself dé¢fie€axis” as “the
line through theing that passes through the area centroid of the ring when viewed in plan view.”
'800 Patent col. 4 Il. 54-60 (emphasis added). Tawss” is “in reference to the illustrated ring,
and other non-circular or ngelanar rings.”ld. The template in the 800 Patent also contains a
“ring"—the “peripheral mounting ring.” It is this ring that is “generaltyaaged about an axis.”
Thus, tkere is nothing to suggest that use of the word “ring” in construing this clamirehe
'800 Patent is incorrect. The “axis” does not run through the center, or centroid, of the
“template,” as Edwards suggests. Rather, it runs through the centtbetiofy, as clearly
explained by the '800 Patent’s specification.

The Court therefore construes “generally arranged about an axis” as fdly@nerally
arranged about an axis, the axis being an imaginary line that passes through tenaoid of
the ring, in the direction of blood flow.” This construction provides both a fixed point through
which the axis runs, as well as a direction in which that axis runs.

2. “Being discontinuous so as to define two free ends”

This claim term also appears in all tafglcCarthy Patents. As recited above, claim 1 of
the 630 Patent provides that the annuloplasty ring have “a ring body generailyeaii@bout an
axis and being discontinuous so as to define two free ends,” where the free enddlpreffaet
from ead other. Claim 1 of the '155 Patent provides that the C-shaped annuloplasty ring have
“a relatively rigid inner body defining an elongated C-shaped path, the innegbodsally

arranged about an axasd being discontinuous so as to define two free ertisa break
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therebetween at the opening of thasl@aped path.” Claim 1 of the '800 Patent recites an
annuloplasty ring template having “a body defined by a peripheral mountingenegally
arranged about an axasd being discontinuous so as to defime free ends.”"Medtronic
contends that this claim term should be construed as “the two free ends areerioletthan the
body of the ring and both ends point in the downward (or outflow) direction.” Edwards opposes
this construction, asserting tithe claim term requires no constructieit simply means that the
ring body has a break or gap so as to create two free ends with no ring bodywesrebet

The '155 Patent’s claims explicitly provide that the ring ishaped” or “split.” See
155 Patent, claims 1, 11, 2Many of the claimsn that patenalso explicitly provide that there
be noring body in between the free endSee’'155 Patent, claim 1 (“with a break tlebetween
at the opening of the C-shaped patid); claim 11 (“with a beak therebetween and no inner
body therebetween”)d., claim 21 (“with a break therebetween at the opening of the C-shaped
path”). The shape of thgeripheral mounting ring of trennuloplasty template mimics the shape
of the ring. See’'800 Patent, absict (“A deliver [sic] template having a mounting ring with
about the same shape as the ring . . id’)xol. 7 ll. 13-15 (“Desirably, the three-dimensional
path of the peripheral mounting ring 94 is the same as that of the annuloplasty )ng 4e.”
patent specifications provide even more claagyto what is meant by a “discontinuous” ring.
Every figure in each of the three patethigtdepicts the “discontinuous” ring having “two free
ends reveals thathere is no ring body present in the area between the two free ends. Further,
al three patent specifications discuss the important@awahg a discontinuousng thatdoes not
interferewith the atrioventricular node (“AV node”), an important part of the electricataont
system of the heart. Each patent describes the placement of the free endsgfaheither

side of the AV node to minimize the risk of damaging “the sensitive conduction system.” '630
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Patent col. @l. 7-9; '155 Patent col. 6 Il. 18-42; '800 Patent col. 6 Il. 64-67. Moreover, in
response to the patent examiner’s rejection of some of the claims in the '&#&bdBanhg
prosecution, Edwards emphasized the “break in continuity” in the ring body, whicled stat
“important so that when the ring is structured into the tricuspid annulus no suturpassill
through the important conduction system at the AV node.” Chung Decl. BxX9@&CF No.
82); see also idEx. 5 at 1:12. The Court therefore finds it clear what is meant by the claim
term “discontinuous,” and finds that no construction of this word is necessary.

Medtronic asserts that the “two free ends” must be more flexible than the tiestrofg
body, and that both free ends must point in the downward direction. There is nothing in the
claim language itself to indicate the relative flexibility of the two free ends waffect to the
remainder of the ring body. There is also nothing in any of the patent spmifcto suggest
that such a limitation should be imported into the claims. In one preferred embqdimadrge
ends are constructed to be more flexible than the rest of the ring Bed\{L55 Patent col. 8.
38-58 (describing an embodiment in whick tirosssectional shape of the structural support is
designed to provide more flexibility at the free end3)it the specificatios repeatedly provide
that theentirering is flexible,referring on numerous occasions to the “elastic” or “pliable”
materialused to create the ring, and the ability to bend the ring to conform to an individual
patient’s annulusSee, e.g. 630 Patent col. 2 Il. 43-54q. col. 3 Il. 2-11; '155 Patent col.IR
52-62;id. col. 5 . 25-46jd. col. 6 Il. 29-33; "800 Patent col. 2 Il. 51-61. The fact that the ring is
more flexible in one direction that another (i.e., that it is more flexibteending up and down
about the radial axes thaboutthe central axisdoes not provide any information regarding the
relative flexiblity of the free ends compared to the middle portions of the ring b&be, e.g.

'630 Patent, abstract (“The ring is more flexible in bending about radialiyéixig axes than
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about the central axis;”id. col. 2 1. 67-col. 3 1. 2; 155 Patent colll38-10; id. col. 5 Il. 42-44
(explaining that the ring is formed in such a way that the free ends can be “sityél@eed up
and down parallel to the axis than toward or away from one angtl&90) Patent col. 3 Il. 26-
28. For example, the middle portion of the ring could be flexed in such a way that thedee e
point up or down, without the free ends themselves being flexible at all.

Further, there are narrower dependent claims that expressly claim an astyldph
with free ends that afenore flexible” than the annuloplasty ring bod8ee’'155 Patent, claim
18 (reciting a ring “wherein the cresgction changes such that the inner body is more flexible in
bending at the two free ends than in a midpoint thereiof’)claim 26 (same)lf “free ends”
were already construed to require this limitation, then these narrower depeladaeatwould be
redundant. “[T]he presence of a dependent claim that adds a particular limasesa
presumption that the limitation in question is natrfd in the independent claimPhillips, 415
F.3d at 1314. Medtronic’s proposed construction is especially incorrect for the icldhas
'800 Patent that describe a rigid template. The ends of the peripheral mourgiogtha
template ar@ot moreflexible, in any embodiment of the invention.

The Court also finds Medtronic’s reliance on the prosecution history unavaiimgng
prosecution of the '155 Patent, Edwards distinguished the invention froior @ coilshaped
ring thatincluded “free ends,” but did not provide for a discontinuous ring with no ring body in
the area between the free ends. The patent examiner rejected some of thbatasds) part
upon the examiner’s understanding of how the prior art coiled structure would be pidced w
the tricuspid annulus. Specht Aff. Ex. 2, at Edwards 0003592 (ECF No. 87-2). The patent
examiner believed thdfi]t would have been obvious to one having ordinary skill in the art at

the time the invention was made to have the free ends (thus break in continuity and support)
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located at the anterior and septal sides since this is common sense as it is an ag¢heeedin
least support . . . one would not want the break at the other side (posterior side) semfethe |
is the smallest in shaphus requires more supportd. In response, Edwards argued that there
was no reason to believe that the size of the leaflet should “determine[] thetehafahe
adjacent ring structure.ld. at 0003581. Edwards stated that it was “not certain that the point
where the ends of the coil structures terminate is any more flexible, at laagtsignificant

way so as to affect the support of one or other leaflet. This statement simply challenged the
patent examiner’s belief that the portion of the prior art coiled ring betwedreéhends would
provide less support for the valve leaflet and thus would have obviously necessitateniapar
orientation within the valve annulus. This statement says nothing about the strudter& 66t
ring, nor doa it constitute a disavowal ofshaped or split rings in which the free ends are not
more flexible than the rest of the ring body. Other statements made duriegyti@s of the

155 Patent referred to the narrower dependent claims, andddisclaim the broader claim

scope of the independent clainBee id"

15 Medtront also relies upon statements made during prosecution of a later, unrelated

patent (the '184 Patent). Assuming this is admissible extravsiience, the Court is still not
persuaded. The '184 Patent disclosed a ring with one free end that was stifféretiother free
end. The applicant distinguished the invention from the McC&#tgnts’ ringsexplaining that
McCarthydisclosed a ring with two free endk“apparently equal stiffnessahd thait did “not
disclose or suggest a ring body thattifes adjacent the first free end than adjacent the second
free end.” These statements do not suggest that the free ends of the McGgsthyust be

more flexible than the rest of the ring body. Other statements made duringgbeypion of the
184 Patent related to whether the addition of a hinge point to an already flexgleould

have been obvious to a person having skill in the art. The applicant argued that the McCarthy
rings already provided varying flexibility, noting that while the nivas relatively stiff around
most of the ring, it was “more radially flexible at the free ends.” Becaused@anthy rings, or

at least an embodiment of those rings, already allowed for flexibility, arpbhesang skill in the
art would not have found the addition of a hinge-point to such a ring obvious or bendificial.
light of the fact that these statements are, at best, only extrinsic evideshae tta& context of

the strong intrinsic evidence to the contrary, the Court does not view these statasne clear
disclaimer of the broad scope of the McCarthy Patetasns.
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There is also nothing in the claim language to support Medtronic’s argument that both
ends of the ring must point downwar@lhe specifications of all three patents actually contradict
such a narrowing limitatianThe specification of the '630 Patent provides that because of the
ring’s flexibility, the free ends may be “more easily flexgrland dowrparallel to the axis than
toward or away from one another.” '630 Patent cdll. 10 (emphasis added). The’155 and
'800 Patentsspecificationsexpressly provide that the free ends need not be axially offset in the
same direction from the reference plane, and that “one or both may even curve upwartleabove t
reference plane.”155 Patent col. 8 ll. 29-33ge alsd800 Patentol. 8 Il. 54-58 (“Of course,
the free ends 124 154 need not be axially offset from each other as is shown . . . [flor
instance, one or both of the free endsal 344 may even curve upward above tleé&erence
plane 151.”). Althouglpreferred embodiment of the McCarthy ritiges includéwo free ends
that both point downwardee'155 Patent col. 8 Il. 38-41d. figs.8A-8D; '800 Patentigs.8A-
8D, itisimproper for the Court to import such a limitation without a clear disclaimer or
disavowal of the broader claim scope. Moreover, there are dependent claimMecCarthy
Patents which expressly recite an annuloplasty ring with free endsinfteetsame direction.

155 Patent, claims 5, 15These dependent claims would be meaningless if the Court adopted

Medtronic’s constructior®

16 During prosecution of the 184 Patent, Edwards sought to claim a ring in which both ends

pointed upward. Edwards argued that the McCarthy Patents did not disclose vihgshiboth

free ends pointed upward, and discusseel of the illustrateémbodiments of the '155 Patent in
which both of the free ends pointed downwaithese statements, however, were made only in
relation to one of the preferred embodiments disclosed in the McCarthy Patents, and do not
constitute a disavowal of the broad claim scope of those patents’ independest dfdhmase
statements constituted any kind of disavowal of claim scope, they only disclaigiia which

both ends point upwardthey d not require that the free ends of the McCarthy rings both point
downward. Moreover, this weaker extrinsic evidence fails to overcome the stnomgjent
evidence that the free ends may point either up or down.
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The Court therefore rejects Medtronic’s proposal that the free ends be requbeed t
more flexible than the rest of the ring body and that they both point in the downward direction.
Having rejected this construction, the Court finds that no other construction isamgcess

3. “Athree dimensional path such that the free ends are axially offset” and “axially
offset”

Claim 1 of the '630 Patent claims an annuloplasty ring having a ring body “follaving
threedimensional path such that the free ends are axially offset from each otbEmaeliof
between about 25 mm.” Claim 1 of the 155 Patent claims &Raped ring having an inner
body that “curves such that the two free ends are dadily offsetfrom the reference plane and
from each other when in a relaxed configuratibhClaim 1 of the '800 Patent claims an
annuloplasty ring template having a peripheral ntimg ring followinga threedimensional path
such that the free ends are axially offsetn each other.” Medtronic argues that “a three
dimensional path such that the free ends are axially offset” should be consttaedagsrity of
the ring lies in aingle plane with only the free ends in a non-planar position.” Edwards
contends that the phrase means only that the positions of the free ends are spaa#ti apart
respect to the central axis.

As explained aboveith respect to the claim term “generally arranged about an axis,” it
is improper for the Court to import a limitation that the majority of the ring must lie within a
single plane. Claisi1 and 21 of the 155 Patent, for exde) already explicitly requira
majority of the inner body of thengyto “lie[] within a reference plane through a midpoint of the
inner body.” There is no need for the Court to repeat this limitation by importing & into

construction of “axially offset~doing so would render this claim language superflu@ison,

17 Claims 11 and 14 of the '155 patentoat®ntain the claim term “axially offset,” but it is

unnecessary hefer the Court to recite every claim containing the disputed language.
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Inc. v. Straumann Cp441 F.3d 945, 950 (Fed. Cir. 2006) (“[C]laims are interpreted with an eye
toward giving effect to all terms in the claim."Elaim 11 of the '155 Patent, on the other hand,
does not contain the “reference plane” limitation, yet Medtrarges the Court to impose it
despite this conspicuoadsence Notably, claim 14, which depends from claim ddesinclude

a “reference plane” limitatieathus differentiating dependent claim 14 from independent claim
11. And as discussed above, the patent specifications describe the disadvantagesrofgdanar
see, e.g.’155 Patent col. 4 |l. 48-55, and explain the non-planar or three-dimensional shape of
the patentsannuloplasty ring, explicitly stating that the ring “does not lie in a sirlgleeg’

See, e.¢.630 Patent col. 4 Il. 6-8; '155 Patent col. 4 II. 19-32; ‘800 Patent col. 4 Il. 38-51.
Additionally, only Figures 8A-8D of the patents depict a ring in which the majoirithe ring

body lies within a reference plangaus, this is nba case where all of the figures in the patent
depict only a single embodiment—rather, only one of many figures depict theuctiost that
Medtronic urges. The Court therefore concludesylingre the patents require that a majority of
the ring lies ima single plane, such a limitation is already explicitly stated in the claims
themselvesand the Court will not impose it elsewhere.

There is also nothing that supports Medtronic’s argument that only the free ends of the
ring may be in a non-planar position. In fact, in one of the embodiments of the invention, one of
the free ends is, in fact, in a planar positi@ee' 155 Patent col. 5 Il. 13-18 (“In this
embodiment, the curvilinear anterior sidecti@s generally in a plane all the way to the fred en
46a. Therefore, because the second free ebdld@ps below the main part of the anterior side
50c, which generally defines an annulus reference plane for the ring and host atemuisist
axially offset from the first free end d6). As previousy discussed, the specifications describe

how the ring is flexible such that the ends can be flexed up and down parallel to tiseaxis.
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e.g, id. col. 5 1I. 40-44;d. col. 6 Il. 2933 (“[T]he oriented flexibility of the ring 40 facilitates the
3-D shape matching, between ring and tissue because the free andi@4Bay be easily flexed
with respect to one another along arcs that are generally parallel to the.§xidfathe ring
itself isasflexible as it is described to be in the specifications, then it is possible that portions
other than the free ends may be non-planar. Further, the “ends” are simplynihaltpoints of
the ring. For the “ends” to be axially offset, some portion of the ring adjacdm émtls would
also have to be non-planar. Even in Figures 8A-8D, the only figures depicting a ringln whi
the majority of the ring body lies within a plane and the ends point dowrivean that plane,
the portions of the ring immediately adjacent to the free ends are also non-plaaroni¢
does not explain how much of the adjacent ring structure could be non-planar and stithconfor
to its requirement that only the “ends” be in a non-planar position. Thus, Medtronic’s
construction only introduces more uncertainty.

Finally, claim 14 of the '155 Patent, which depends from claim 11, requires the two free
ends to be “axially offset from a reference plane.” If claim 11, which provdshe ring body
“Is threedimensional such that the two free ends are axially offset from each otheadalr
required that the free ends be non-planar (thus offset from the plane), then themarrowe
dependent claim requiring that the free ends be offset from the plane wauitdrbe

meaningless.

The '155 Patent’s Figure 2.
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Figure 2, included in each of the patent specifications and reproduced abovetaustra
the “preferred axial offset” or an “exemplary axial offset” of the two free ef@adial lines are
shown from eeh free end 4& 46b to the central axis 44.” '155 Patent coll.5¥-12. “The
distance A between the intersections of these radial lines and the axis 44 rephesaxial
offset. The distance A may vary depending on the patient, but is typically betveet 2.0 and
15.0 mm.” Id. It is evidentthat the phrase “axially offset” has nothing to do with whether or not
there is a reference plane within which a majority of the ring body lies, anchdbégtate
which portions of the ring may or maytri@ within a particular plane. Rather, the axial offset
pertains to the free ends’ relative location along the central axis. Thusteohsiith the patent
specifications and figures, the Court finds that “axially offset” meansthiae drawn fronone
free end to the axis, with the line being perpendicular to the axis, will noteicténg axis at the
same point at which a similar line drawn to the axis from the other free enddtgdhseaxis.

In other words, the free ends are offset as oreasby the distance along the axis between the
points where a perpendicular line drawn from each of the free ends to the agecistéhe axis.

4. "A relaxed configuration”

Claim 1 of the '630 Patent describes the three-dimensional path of the ring body when in
a “relaxed configuration.” Claims 1, 11 and 21 of the '155 Patenthdsa a ring wherein the
free ends of the ring body are axially offset when the ring is ielaXed configuration.”
Edwards asserts that “relaxed configuration” means “the configuratiost gri@ to
implantation.” Medtronic contends that no construction of this claim term is necd3seause
the specification simply mimics the claim langaaand there is no guidance within the patent
itself as to the meaning of this claim tertime Court finds that some construction of this claim

term is warranted During prosecution of the 155 Patent, the patent examiner noted that
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“[a]lthough some prior art tricuspid annuloplasty bands disclose bands that conform to the
tricuspid annulus, it is impossible to determine if these bands have offset ends . . hamgifurt
the offset ipresent in a relaxed configuration prior to implgnbt just forced into an offset
configuration by the annulus when placed in the body under stress).” ChungReétht 23
(ECF No. 82) (emphasis added). In the Examingiated Interview Summary, the file states:

[S]incethe claims, although having a relaxed configuration, no longer required a

particular shape including offset ends to be present in the relaxed configurati

this opened the claims up to be potentially rejectable overshamed or split

planar ring thats capable of conforming to the offset non-planar tricuspid

annulus (thus capable of having offset ends when implanted . . . ) or if stressed or

held in such a conformation outside the body. Thus the examiner suggested

moving the “relaxed configuration” to an end portion of the claim such that it is
clear that the ends are offset in a relaxed configuration and thus avoiding any
possible interpretations as discussed above.
Id. at 1. Edwards also cites to dictionary definitions of “relaxed,” definingetine &s “being
free of tension.” The Court finds Edwards’ arguments persuasiveoamtldes that “selaxed
configuration” means the configuration at rest, when not stressed, prior to iatiplant

5. “A majority of which lies within a reference plane”

Medtronic argues that “a majority of which lies within a reference plane” means “a
majority of the ring lies in a single plane with only the free ends in a non-glas#ion.”
Edwards contends that the words should be given their plain and ordinary meaning, and that no
construction is required. This claim term appears in claims 1 and 21 of the '155 Paaemt1 Cl
of the "155 Patent recite

A C-shaped annuloplasty ring . . . comprising: a relatively rigid inner body

defining an elongated C-shaped patle, itiner body generally arranged about an

axis and being discontinuous so as to define two free ends with a break

therebetween at the opening of thsltaped path, wherein the inner body is sized

to extend within and around the valve annulusanahjority of which lies within

a reference plantirough a midpoint of the inner body and wherein the inner

body curves such that the two free ends are both axially offset from the ceferen
plane and from each other when in a relaxed configuration . . .
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Similarly, claim 21 of the '155 Patent recites a-8Gaped annuloplasty ring” having an inner
body wherein “a majority of which lies within a reference plane througidpoint of the inner
body” and wherein “at least one of the two free ends is axially offsettiremeference plane
when in a relaxed configuration.”

Medtronic contends that for a “majority” of the ring to lie in a plane, only theside
may be non-planar. For support, Medtronic points to a description of a preferred embadiment i
the *155 specification, in which a majority of the structural support of the ring ietboathe
annulus reference plane and the two free ends both curve away from theSe#eié5 Patent
col. 8 1l. 14-17;d. figs.8A-8D. Figure 2 of the '155 Patent, however, describes a ring in which
one of the free ends within the same plane as the adjacent ring bc&@e155 Patent col. §.
13-18 (“In this embodiment, the curvilinear anterior side ls¥ generally in a plane all the way
to the free end 46”). As discussed above, there is no support for the assertion that only the free
ends may be noplanar. Rather, the entire ring is designed to be flexiBbe a “majority” of
the ring to be planar, more than fifpgrcent of the ring must lie within a plarep © forty-nine
percent of the ring may be nghanar and still conform to the requirement that a majority of the
ring lie within a plane.There is nothing in the claims or specification @@cifieswhich
portions of the ring may comprise that forty-npercent, or that limit that fortgine percent to
only the free ends. Further, as previously explained, the “ends” are only thealgroints of
the ring, and for the “ends” to be non-planar, some portion of the ring body adjacent to the ends
must alsde non-planar. Medtronic’s construction does not allow for this practical ngcessit

Claims 1 and 21 provide that the reference plane be “through a midpoint of the inner
body.” See alsol55 Patent col. 2 11.40-43 (“The ring body has a relaxed configuration

following a threedimensional path such that the free ends are axially offset franranus
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reference plantghrough a midpoint of the ring body.”). Further, the specification is clear, and
the parties do not dispute, that the reference planepsmdicular to the axisSeed. col. 8
I1.14-19 (defining the annulus reference plane as perpendicular to theBakasy. are the figures

from the '155 Patent that depict the reference plane:

Fig.8C .
1540
The '155 Patent’s Figure 8C The '155 Patent’s Figure 8D
The '155 Patent defines the annulus reference plane as follows:

“The annulus reference plane 151 is defined as the plane that is perpendicular to
the axis 152 at the elevation of the tricuspid annulus. That elevation, in turn, is
represented in the dramgs by the midpoint of the anterior side &56r at least
the midpoint of the larger cross-section portion thereof (as detailed below). FIG.
8C illustrates a midpoint M in the anterior side @ 8tat represents the nominal
elevation of the host annulus. A perpendicular line to the axis 152 intersects point
R. Thereference planes thus perpendicular to the axis 152 through R.”
Id. col. 81l. 18-28.
The Court concludes that for a “majority” of the inner body of the ring to lie “wahi
referenceplane,” portions other than only the free ends of the ring may lie in a non-planar
position. As long as more than fifty percent of the body lies within a planejdhslonitation

is met. The reference plane is simply a plane that is perpendicular to the atkiataguks

through a midpoint of the inner body.

18 The Court also notes that there may be several “midpoints” of the inner body. The

“midpoint” is notdepicted ashe circumferential midpoint of the ring, but is rather the midpoint
of a crosssection of some segmenttbe ring. See’155 Patent fig.8C. Thu#, appears as
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6. “Peripheral mounting ring”

Both parties agree that the “peripheral mounting ring,” as recited in claifr® 21 and
22 of the 800 Patent, is the outermost part of, or on the perimeter of, the template. Tdfe crux
the dispute regarding construction of the “peripheral mounting ring” is that bedkrdsic and
Edwards are concerned that titherparty is trying to restrict this claim term to encompass only
the “outwardly facing groove” disclosed as a preferred embodiment within tiénet p&ee’800
Patentcol. 7 11.49-55 (describing the “radially outwardly opening channel or groove” that
“retains the [annuloplasty] ring 40 in place around the template 8¥%h parties agree that
such a construction iacorrect and that the “peripheral mounting ring” is not synonymous with
the “outwardly opening channel or groove.” The Court agrees that this clamnsteuld not be
so restricted. There does not appear to be any other dispute regarding thisrataiand so no
construction is necessaty.

7. “Annulus reference plane through a midpoint of the rigid body”

This claim term appears in claims 21 and 22 of the '800 Patent. Claim 21, for example,

recites:

though the “midpoint” can be anywhere along the ring, and there may be more than one
referene plane in which a majority of the ring body lieSee idcol. 8 11.24-26 (describingd'
midpoint M,” suggesting that there may be more than one midpoint” (emphasis added).

19 To the extent that Medtronic does, in fadhtend that the “peripheral motimg ring”
should be construed as a “circular band,” the Court rejects such a construction. Etemikle
agrees that the peripheral mounting ring need not be “perfectly circtias,talling into
guestion Medtronic’s suggested insertion of the wonattitar” to begin with. SeeMedtronic’s
Rebuttal Br. 50 (ECF No. 86)[he patent specification states thatpleepheral mounting ring
is “about the sameéhape as the [annuloplasty] ring,” which may be “macular.” '800 Patent,
abstract& col. 4 |. 55;see also idcol. 7 Il. 1245 (describing the “thredimensional path of the
peripheral mounting ring” as “the same as that of the annuloplasty ndgépl. 7 Il. 45-48
(describing an exemplary embodiment in which the mounting ring extendthoadguarters
around the axis). It is clear that the peripheral mounting ring, like the anniyajhasto which
it is secured, need not be circular. The Court also fails to see how insertienwafrtd “band”
would make the claim term any cleareatfury.

65



An annuloplasty ring template, comprising: a rigid body defined by a peripheral

mounting ring generally arranged about an axis and being discontinuous so as to

define two free ends, the mounting ring following a three-dimensional path such

that the free ends aaxially offset from arannulus reference plane through a

midpoint of the rigid body, wherein the peripheral mounting ring extends about

threequarters circumferentially about the axis.
Medtronic asserts that tligsputedclaim term means “the plane thatperpendicular to the axis
and contains a majority of the ring body.” Edwards proposes that the claim teondteied as
“a reference plane that passes through the center of the template and ttpendipelar to the
axis.” Both parties agree thidie annulus reference plane is perpendicular to the axis.

Medtronic contends that the reference plane must contain a majority of thedypng
Unlike some of the claims in the '155 Patent, however, claims 21 and 22 of the '800 Patent do
not expressly mguire that a majority of the rigid body of the template lie within a pl@taer
claims within the "800 Patent, such as claims 9 and 2@xgdbcitly require that “the majority of
the peripheral mounting ring lies within a plane.” While claims 9 and 20 do not depend from
independent claims 21 and 22, the fact that the inventor specifically requireésathanha
majority of the ring lie in a plane, and at other times did not include similar langiemggly
suggests that importation of such a lirtida into claims 21 and 22 would be improper. In the
preferred embodiment of the peripheral mounting ring, as depicted in Figure &' 80®
Patent, “a majority of the mounting ring 112 lies in a plane.” '800 Patent t08-&82. There is
no disawwal or disclaimemn the specification or prosecution history, however, that suggests
that the Court limit the broad claim language to only the depicted preferred embbdibhsent
any such disclaimer, the inventor is entitled to the full scope otdims

Edwardsargueghat the claim language “through a midpoint of the rigid body” suggests

that the plane passes through “the center of the template.” This is not an adescafion of

the reference plane. As explained above, the “midpoint” girevhich the plane passes is a
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midpoint of a cross-section of the body. There may be numerous midpoints, depending on where
the body is transected. The word “center,” as proposed by Edwards, does na&rglyficcinvey

this location. Further, the plane does not go through a midpoint of the “template,” but rather

goes through a midpoint of the “rigid body” of the peripheral mounting ring of the templa

The "800 specification describes the “annulus reference plane” of the annulojrigsty
Se€800 Patent col. H. 37-41 (describing the “main part of the anterior side’®3% “generally
defin[ing] an annulus reference plane for the ring and host anjullisis annulus reference
plane is the plane that is perpendicular to the axis 152 at the elevation of the tricuspid annulus.”
Id. col. 8ll.42-44. “That elevation, in turn, is represented in the drawings by the midpoint of the
anterior side 156 or at the least the midpoint of the larger cross-section portion thereof . . . .”

Id. col. 8ll. 44-46. There is no particular description, however, of the “annulus reference plane”
of the template. The '800 specification states that it is desirable for thedihrersional path of

the peripheral mounting ring of the template to be the same as the path of the anguiaplast
which is attached to the templat®ee800 Patent col. 7 Il. 13-15. As previously explained, not

all annuloplasty rings must be mostly planar. Thus, there does not appear to lwpimagnent

that all peripheral mounting rings be mostly planar either.

Based on the claim language, the “annulus reference plane” appears to serve as a point
against which to measure the axial offset of the free ends of the peripheralngaoungfiof the
template. But there is no requiremanteither the claims or the specification, that a majority of
the peripheral mounting ring must within that reference plane (except wheilaithe
themselves otherwise so require, as in claims 9 and\afY)hasMedtronic pointed t@anything

in the prosecution history that would support sutmaation. The Court therefore construes

67



“annulus reference plane through a midpoint of the rigid body” as “a referkmeethat passes
through a cross-sectional midpoint of the rigid body and that is pegoéardo the axis.”
[l. CONCLUSION
Based on the files, records, and proceedings herein, and for the reasons stated above, IT
IS ORDERED THAT the disputed claim terms and phrases are construedathsetthis
Order.
Dated: Mayl16, 2013
s/Joan N. Ericksen

JOAN N. ERICKSEN
United States District Judge
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