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THE PETITION

Petitioner, real party-in-interest MedShape, Irereby petitions the Patent
Trial and Appeal Board (the “Board” or the “PTABS) the United States Patent
and Trademark Office (“PTQ"), pursuant to 35 U.$§€.311-319 and 37 C.F.R. §
42.1et seq, to institute annter partesreview and to find and cancel Claims 12-18
of U.S. Patent No. 7,651,528, entitled “Devicesst&yns and Methods for
Material Fixation,” issued January 26, 2010 (Sexial 11/281,566, filed
November 18, 2005) (“the ‘528 patent”), assigne@&yenne Medical, Inc. The
‘628 patent is submitted herewith as Exhibit 100here is a reasonable
likelihood that Petitioner will prevail with respeo at least one claim challenged
in this petition.

. MANDATORY NOTICES
As set forth below and pursuant to 37 C.F.R. §(@2(8), the following

mandatory notices are provided as part of thidipati

A. Real party-in-interest

Pursuant to 37 C.F.R. § 42.8(b)(1) Petitioner, Mg, Inc.
(“MedShape”), a corporation, organized and existinder the laws of the State of

Georgia, is the sole real party-in-interest.
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B. Related matters (37 C.F.R. § 42.8(b)(2))

Cayenne has asserted two patents — U.S. Paten8M@3%,294 and
7,651,528 in a lawsuit caption€hyenne Medical, Inc. v. MedShape, IGese
No. 2:14-CV-00451 (HRH) (D. Ariz.). The litigatias presently ongoing. In
addition to the instant Petition relating to th@85atent, Petitioner also
concurrently submits a Petition fbrter PartesReview of 8,435,294 (*294”

patent”) owned by Cayenne Medical, Inc.

C. Counsel (37 C.F.R. 88 42.8(b)(3) and 42.10(a))

Petitioner designates the following individualgtadead counsel and back-

up lead counsel:

Lead Counsel Back-up Lead Counsel
Anthony E. Bennett James F. Harrington
Reg. No. 40,910 Reg. No. 44,741
Hoffmann & Baron, LLP Hoffmann & Baron, LLP
aebdocket@hbiplaw.com jfhdocket@hbiplaw.com
(516) 822-3550 (516) 822-3550

D. Service information (37 C.F.R. §42.8(b)(4))

Service on Petitioner may be made electronicallydéing all the following
two email addresses together in providing senaeddocket@hbiplaw.com and

jfhdocket@hbiplaw.com. Service on Petitioner mayntade by Postal Mailing or
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or Hand-delivery addressed to Lead and Back-up IGachsel at the following
address, but electronic service above is requested:

Hoffmann & Baron, LLP

6900 Jericho Turnpike

Syosset, New York 11791

This document, together with all exhibits referahberein, has been served

on the patent owner at its principal place of besinat 16597 North ¥Street,
Suite 101, Scottsdale, Arizona 85260 as well astineespondence address of
record for the ‘528 patent: Donald E. Stout, ESgout, Axa & Buyan, LLP, 4
Venture, Suite 300, Irvine, CA 92618.

lll.  PAYMENT OF FEES
Pursuant to 37 C.F.R. 88 42.103 and 42.15(a) ateisite filing fee of

$23,000 (request fee of $9,000 and post-instituigenof $14,000) for a Petition
for Inter PartesReview is submitted herewith. Claims 12-18 of ‘628 patent
are being reviewed as part of this Petition. Theeusigned further authorizes
payment from Deposit Account No. 08-2461 for anglindnal fees or refund that

may be due in connection with the Petition.
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V. ADDITIONAL REQUIREMENTS FOR INTER PARTES REVIEW

A.  Grounds for Standing (37 C.F.R. § 42.104(a))

Petitioner hereby certifies that the ‘528 pateravailable fornter Partes
Review and that Petitioner is not barred or estddpmm requestingnter Partes
Review challenging the claims of ‘528 patent onghgunds identified herein.
This Petition is timely filed under 35 U.S.C. 83lipbecause it is filed within one
year of the service of the Complaint alleging imigment of the ‘528 patent by

CayenneSeeExs. 1002-1003.

B. Level of Ordinary Skill in the Art

The ‘528 patent claims priority to a provisionapégation filed on
November 18, 2004. A person of ordinary skilllwe tart in November 2004
would be a person with a Bachelor of Science degregechanical engineering
with at least two years of practical or post-gradwaork in the area of
implantable orthopaedic medical devices, or a peh&wving graduated with a
medical degree from an accredited medical schabl @iperience in using anchor

devices for attaching soft tissue to bone.
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C. Identification of Challenge and Relief Requested
(37 C.F.R. 8 42.104(b) and 37 C.F.R. § 42.22(a)(1))

The precise relief requested by Petitioner is @latms 12-18 are found
unpatentable and cancelled from the ‘528 patent.

1. Claims for which Inter Partes Review
is Requested(37 C.F.R. §42.104(b)(2))

Petitioner requestsiter PartesReview of claims 12-18 of the ‘528 patent.

2.  Specific Statutory Grounds on which the
Challenge is Based (37 C.F.R. § 42.104(b)(2))

The specific statutory grounds for the challengeaa follows:

Ground | Reference(s) Basis Claims Challenged
1 EP 1 066 805 A2 35 U.S.C. § 102(m)2-18
2 U.S. Patent No. 6,887,271 35U.S.C. § 102(b) 42-1
3 WO 02/32345 A3 35 U.S.C. §102(b)2-18
4 WO ‘345 in view of 35U.S.C. §103(a) 12-18
EP ‘805 or US 271

Petitioner contends that Claims 12-18 are unpabéntander 35 U.S.C. 88
102 and/or 103, with the following prior art refeces being cited in support of

the challenge: EP 1 066 805 A2 (EP '805), U.S. matm. 6,887,271 (“the Justin
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‘271 patent”), and WO 02/32345 A3 (WO ‘345). Al foregoing art qualify as
prior art against the ‘528 patent under 35 U.S.COZ3.

The references set forth in the table below wdrpudilished before
November 18, 2003, which is more than one year poithe earliest possible

priority date of November 18, 2004 of the ‘528 pdte

8 102(b) Reference Publication Date Exhibit No.
EP 1 066 805 A2 January 10, 2001 1005
U.S. Patent No. 6,887,271 April 3, 2003 1006
WO 02/32345 April 25, 2002 1007

None of the references forming the basis for tleistidn were relied on by

the examiner during the prosecution of the ‘52&pht

D. Claim Construction - Broadest Reasonable Interpretdon
(“BRI”) (37 C.F.R. § 42.104(b)(3))

In aninter partesreview, claim terms are interpreted according tarth
broadest reasonable construction in light of thecEzation of the patent in which
they appear. 37 C.F.R. § 42.100(b); Office Pateiatl Practice Guide, 77 Fed.

Reg. 48756, 48766 (Aug. 14, 2012). The patenbhttarms are also given their
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ordinary and customary meaning as would be undmadby one of ordinary skill
in the art in the context of the entire disclosurere Translogic Tech., Inc504
F.3d 1249, 1257 (Fed. Cir. 2007). Therefore, tharcterms in the ‘528 patent
should be interpreted according to their broades$eonable construction in light
of the specification and should also be given thaiinary and customary
meaning as would be understood by one of ordinaltyiis the art in the context
of the entire disclosure.

The following discussion proposes constructiongeaohs in the challenged
claims under the broadest reasonable construdiamaard. Any claim terms not
included in the following discussion are to be givkeir broadest reasonable
interpretation in light of the specification as coonly understood by those of
ordinary skill in the art. (M.P.E.P. § 2111.01(Ihould the patent owner, in
order to avoid the prior art, contend that themtahave a construction different
from their broadest reasonable interpretation aghy@opriate course is for the
patent owner to seek to amend the claims to exgresgespond to its

contentions in this proceedingee’/7 Fed. Reg. 48764 (Aug. 14, 2012). Any
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such amendment would only be permissible if th@psed amended claims
comply with 35 U.S.C. § 112.

Also, for the ‘528 patent inventors to act as tlosin lexicographer, the
definition must be set forth in the specificatiothareasonable clarity,
deliberateness, and precisiodRenishaw PLC v. Marposs Societa’ per Azidai8
F.3d 1243, 1249 (Fed. Cir. 1998). If a featureasnecessary to give meaning to
what the ‘528 patent inventors mean by a claim térmould be “extraneous” and
should not be read into the claiRenishaw PLC158 F.3d at 124%.1. du Pont
de Nemours & Co. v. Phillips Petroleum C849 F.2d 1430, 1433 (Fed. Cir.
1988). The construction that stays true to themclanguage and most naturally
aligns with the inventors’ description is likelyetlcorrect interpretationSee
Renishaw PLC158 F.3d at 1250.

Petitioner’s position regarding the scope of ‘528t claims should not be
taken as an assertion regarding the appropriaita sleope in other adjudicative
forums where a different claim interpretation stdmay applye.g, in a patent
infringement action. Moreover, Petitioner reserak®f its rights to further

challenge any of the claim terms herein under 3 C.. 8§ 112, including by
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arguing that the terms are not definite, suppdbotethe written description, and/or
enabled. Further, as Petitioner is precluded fpoesenting challenges under 35
U.S.C. § 112 in amter partesreview, Petitioner’'s arguments in this Petition, or
lack of arguments on any of these grounds, shoatidb@ interpreted as waiving or
conflicting with arguments available in other forsiomder 35 U.S.C. § 112.
Petitioner notes that the interpretation recommeénde&ection V
subsection C is at times similar to the construrctiee patent holder Cayenne
proposed in its Opening Claim Construction Briethe corresponding litigation.
(Exhibit 1009). The claim construction in a littgan can be narrower than in an
inter partesreview because it is performed in view of bothititensic and
extrinsic record.Philips v. AWH Corp.415 F.3d, 1303 (Fed. Cir. 2005). In
addition, if the claim is still ambiguous in vieWthe relevant evidence during a
litigation, it should construed to preserve thadigf. Id. at p. 1327. This
standard does not apply to tier partesreview. See generallyn re Cuozzo
Speed Techs, LLGlo. 2014-1301 (Fed. Cir. Feb. 4, 2015). Thudg|evh
Petitioner’s proposed claim construction in theregponding litigation can be

more narrow than recommended herein, Cayenne’peagpclaim construction in
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connection with this Petition should not be moreoa than what is proposed in
its Opening Claim Construction Brief. (Exhibit )0

V. SUMMARY OF THE ‘528 PATENT (EX 1001)

A. Background of ‘528 Patent

The ‘528 patent generally relates to devices, syst@nd methods for
material fixation (Ex. 1001). (Col. 1, lines 14)19More specifically, the
purported invention relates to techniques thatlmansed to firmly hold a soft
tissue or graft against bone tissue within a boneel. (Col. 1, lines 15-18). In
the specification of the ‘528 patent, Patenteesasgby state that, although the
tendon to bone example is used throughout theadisot for the sake of
simplicity, the invention is applicable to any sofaterial to hard material fixation.
(Col. 2, line 65 - Col. 3 line 11). The varioustadiments disclosed in the ‘528
patent enable compression of the graft directlyresjahe bone and securing the
anchor within the bone tunnel. In addition, theteor embodiments urge the graft
directly against the bone tissue while engagingbttree tissue directly to prevent

dislodgment of the anchor relevant to the bonel.(& lines 40-52).

10
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According to the Patentees, the embodiments ohtlention allow direct
fixation of the tendon within the bone tunnel with@ pull-through stitch needed
to seat the tendon in the bone tunnel and holddertkiring fixation. Patentees
also assert that the invention provides directdartd bone compression, which
facilitates healing, and provides a single poinfixdtion which allows for more
iIsometric graft positioning. (Col. 3, line 65 -IC4 line 11) Patentees also state
that there is no tendon compromise because thaedsitting of the graft with
screw threads, and no cutting of the sutures vaitevg threads as is seen with

methods of the prior art. (Col. 4, lines 23-25).

B.  Prosecution History of the ‘528 Patent

The file history of the ‘528 patent, as obtainedAgfitioner from the
USPTO PAIR database, is found at Exhibit 1008.

The ‘528 patent issued from Application No. 11/Z86 (“ the ‘566
application”), filed on November 18, 2005. The65&pplication claims priority
to Provisional Application No. 60/628,774 filed blovember 18, 2004 and

Provisional Application No. 60/671,510 filed on A5, 2005.

11
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The ‘566 application was originally filed with 2@agns. The original
claims broadly related to a device for connectirsgpth material to a hard material,
the device comprising a substantially non-cylindri@nchor that secures the soft
material thereto, the anchor adapted to stablglatiaa hard material.
Corresponding system and method claims were atsaged. (Exhibit 1008, pp.
64-67).

On July 17, 2007, the Examiner rejected all ofgbading claimsi.e.,
Claims 1-20. (Exhibit 1008, pp. 145-149). Claiin%0, 12-17, 19, and 20 were
rejected under 35 U.S.C. § 102(b) as being antetphy Colleran et al.
(6,656,183). The Examiner asserted that Collaaaiest seen in Fig. 1, discloses
an anchor that secures soft tissue to the bone.ambhor includes a wall (31) that
moves from an initial to a secondary configuratidren the anchor is wedged
within the bone. The device further includes avedalge (2). The Examiner
further asserted that the functional language us#uke claims fails to overcome
the Colleran device.

Claims 11 and 18 were rejected under 35 U.S.C.38a)@s being

unpatenable over Colleran et al. in view of Bonij2€03/0204204). The

12
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Examiner acknowledged that Colleran did not teadblavery device. However,
the Examiner asserted that Bonnuti, in a similgrdascloses the use of a delivery
instrument to insert and anchor into bone.

In response to the Office Action, Patentees caadelll of the pending
claims,i.e., Claims 1-20, and provided new Claims 21-41 thilongw counsel. In
the Remarks section of the Amendment, it was gdgestated, “Patentees
respectfully submit that new Claims 21-41 are adbie over the prior art of
record.” No further argument was made as to hangwly submitted claims
avoided the cited art. (Exhibit 1008, pp. 155-160)

A final Office Action was issued on May 5, 2008 emgeejecting all of the
pending claimsi.e., Claims 21-41 (Exhibit 1008, pp. 199-206). Clai?is41
were rejected under 35 U.S.C. 8102(b) as beingipated by McDeuvitt et al.
(5,935,129). With respect to Claim 21 and 28,Eraminer asserted that
McDevitt et al. disclosed a material fixation systeomprising an implant
placeable in a space defined by bone having firdtssecond members as set forth
in the claims, wherein proximal movement of theosetmember actuates the first

member to expand outwardly to engage the boneghlgesecuring the implant in

13
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place. The Examiner further asserted that depér€lamms 2-27 and 29-36 were
also disclosed by McDeuvitt et al. With respectite method Claims 37-41, the
Examiner asserted that the steps as set forth wawd been inherently carried
out in operation of the disclosed device.

Claims 21-41 were also rejected under 35 U.S.QZ&H) as being
anticipated by Lee et al. (5,480,403). The Exammade the same rejection as
set forth in connection with McDeuvitt et al.

Claims 21-41 were further rejected under 35 U.§.002(e) as being
anticipated by Stewart et al. (7,201,754) makirgdimilar argument as that in
connection with McDevitt and Lee.

Patentees filed a Response amending Claim 21 ameltiag Claims 24,
37, and 38 (Exhibit 1008, pp. 217-224). Claim®8ijch ultimately issued as
Claim 12 in the ‘528 patent was not amended.

In the Remarks section, with regard to Claim 39¢eR&es argued that the
claim was not anticipated by McDeuvitt et al. be@atke claim recited the steps of
deploying a first member on an implant outwardletmage adjacent bone and

deploying a second member disposed on the implaallyafrom the first member

14
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outwardly to engage adjacent bone. The Patenssestad that the Examiner
ignored the limitation that the second member, el ag the first member, is
expandable outwardly. Patentees argued that thi®oche@vas neither taught or
suggested by McDevitt which only disclosed engaggrogadjacent bone by
member 4. Patentees similarly argued that theréfeeence did not anticipate
Claim 39 since it failed to disclose that the secorember 110 is expandable
outwardly to engage bone. Patentees made theaguwaent with regard to the
Stewart reference.

A non-final Office Action was mailed on SeptembefQ08 rejecting all of
the pending claims,e., Claims 21-23, 25-36, and 39-41 (Exhibit 1008, 228-
232). The claims were rejected under 35 U.S.MZAW) as being anticipated by
Curtis et al. (5,464,427). The Examiner argued thatis et al. disclosed all of
the elements of the material fixation system sghfom independent Claims 21 and
28. With regard to Claims 37-41, the Examiner degethat the method steps, as
set forth, would have inherently been carried auhe operation of the device of

Claims 21 and 28.

15
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In response, Patentees filed a third Amendmentitiixt008, pp. 241-250)
amending Claims 21, 28 and 39. Patentees alsaade Claims 42-46 which
depend from Claim 39. Claim 39 was amended théurtiefine the implant as
“having a longitudinal axis extending from a distald of the implant to a
proximal end of the implant.” Claim 39 was alsodmiened to refer to the
engagement of “material” instead of “bone.”

In the Remarks section of the Amendment, with régarClaim 39, the
Patentees asserted that Curtis failed to disclosaggest placing soft tissue on
the implant 11, 14. Rather, Curtis only discloaesiture anchoring method.
Patentees argued that a suture cannot be consiswsdt tissue. Patentees further
further argued that Claim 39 recites a step of@gpg a first member on said
implant outward to engage adjacent material. Re¢smacknowledged the
outward deployment of legs 21, 22 of Curtis by pmed movement of the conical
body 14 could be construed as meeting this linmtatiHowever, Patentees argued
argued that a further step is recited of “deployangecond member, disposed on

said implant in axially spaced relationship frora tlrst member, outwardly to

16
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engage adjacent material’, and maintained thatuoh second member is
disclosed in Curtis.

On June 9, 2009, the Examiner issued a final Officeon rejecting Claims
28-36 and 39-46 (Exhibit 1008, pp. 256-262). Ckaii-23 and 27 were deemed
allowable. Claims 28-36 were rejected under 35C.§ 102(b) as being
anticipated by Li (5,702,215). Claims 39-41 andd®dwere rejected under 35
U.S.C. § 102(b) as being anticipated by Adams &Aa9).

The Examiner asserted that Adams disclosed a methadichoring soft
tissue to bone by placing the soft tissue on adantgaving a longitudinal axis
extending from a distal end of the implant to axgr@l end of the implant, and
disposing the implant within a space at a desioedtion within a patient’s body;
deploying a first member (40), disposed on the anpbutwardly to engage
adjacent material; and deploying a second memi@grdi8posed on the implant in
axially spaced relationship from the first membetwardly to engage adjacent
material; wherein each of the deploying steps areopmed by moving a

deployment device (54) in generally axially directj the soft tissue comprising a

17
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tendon, a graph and the first member comprisinpged arm and a wedge is
moved axially to pivot the hinged arm outwardly.

In response, Patentees filed a fourth Amendmenhdmg independent
Claim 28 directed to a material fixation systent ardependent Claim 39, which
ultimately issued as Claim 12 (Exhibit 1008, pp4281). Claim 39 was
amended to again specify that the first and secosmhbers engage bone. In
addition, Claim 39 was amended to add the phrasergn the outward
deploying of one of said first and second membemspresses the soft tissue
between said one of said first and second memineradacent bone.” This
element was incorporated from dependent Claim 4i8wivas cancelled.

In the Remarks section of the Amendment, with régarClaim 39,
Patentees noted that Claim 39 had been amendedite that the outward
deployment of one of the first and second membemgocesses the soft tissue
between the said one of the first and second menaret adjacent bone.
Patentees argued that Adams discloses a whollyatedemplantable fastening
system for securing layers of tissue togetherdattGERD. Patentees concluded

that, since Claim 39 has been amended to cleariterthat the method is for

18
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anchoring soft tissue to bone, it is clear thatiAdalid not disclose or suggest the
claimed method. Notably, Patentees did not argaeAdams failed to disclose a
first and second member which are expandable odtyar

A Notice of Allowance was mailed on November 23020 (Exhibit 1008,
pp. 374-380). The Notice of Allowability indicatéaat Claims 21-23, 27, 28, 30-
35, 39-42 and 44-46 were allowed, correspondirglamms 1-18 of the ‘528
patent. The Notice of Allowability also included BExaminer's Amendment in
which Claim 28 was amended to specify that botlfitseand second members
have “a substantially outermost contacting portmen said [first or second]
member is expanded outwardly for contacting adjaseft tissue or bone.” Claim
28 was also amended to specify that the wedge v@dm an axial direction
“relative to said first and second members.” bagsillaim 28 was amended to add
the phrase “wherein the substantially outermostasiimg portion of the first
member and the substantially outmost contacting@oof the second member
are at axially different locations along said bddy.

Claim 39, which issued as Claim 12, was amendegé¢acify that the first

member on the implant is deployed outwardly to gegadjacent bone “with a

19



Inter Partes Review Case No. Unassigned U.S. PEtent, 651,528

substantially outermost contacting portion of tinetfmember at a first axial
location.” The second member was amended to spiGif it is deployed
outwardly to engage adjacent bone “with a subsafiptbutermost contacting
portion of the second member at a second axiatlgtion which is different than
said first axially location.” Accordingly, Pateetewere able to gain allowance of
the claims simply by specifying that the first asetond members engage the bone
at different locations. This element, however, disglosed in the prior art.

The Issue Fee was timely paid on December 9, 2BgBiljit 1008, pp. 407-
409) and the patent issued on January 26, 2010Saddtent No. 7,651,528.

(Exhibit 1008, pp. 412).

C. Construction of the ‘528 patent Claim Terms

As discussed above, a claimiimer partesreview is given the “broadest
reasonable construction in light of the specifimatSee37 C.F.R. § 42.100(b).
Petitioner sets forth herein its recommended im&tgtion of certain claim

terms, the scope of which are unclear on their.face
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1. Claim 12 - “implant”

The term “implant” is used in independent Claim IThe term “implant” is
not expressly defined in the ‘528 patent. Howetlex,'528 patent does disclose
“implant embodiments of the present invention.” (&) lines 18-19). The
specification then further describes “[d]irect aockmbodiments [that] include
uniquely shaped implants that hold a tendon orratbé tissue, and fix it directly
to the bone.” (Col. 8, lines 23-25). In additidiigs. 48A to 48D are described as
disclosing an “implant.” (Col. 22 line 66). Thubgtproper construction of
“implant” is “an object surgically placed in thedo”

2. Claim 12 - “having a longitudinal axis extendingrr a distal
end of the implant to a proximal end of the implant

The element of “having a longitudinal axis extemgirom a distal end of
the implant to a proximal end of the implant” satth in Claim 12 of the ‘528
patent is not expressly defined in the specificati®eferring to Figs. 11A - 11C,
the specification does refer to the ACL graph stsahl3 being “looped around
the distal end of the direct anchor 71 and insdtiealigh the bone hold 112 of the
femur 111.” (Col. 15, lines 29-31). Thus, thetali€nd, is generally referred to as

as the lead end being inserted into the bone. |&imireferring to Figs. 17A -
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17C, the specification refers to the tendon segréBtiooping around “the distal
end of the substantially non-cylindrical direct hac71.” (Col. 16, lines 56-57).
Thus, the proper construction for “a body havidgragitudinal axis extending
from a distal end of the implant to a proximal efdhe implant” is “a structure
having an axis along its length having a first lagdend opposed to a second
end.”

3. Claim 12 - “deploying”

The specification does not specifically refer tpldging the first and
second members as set forth in Claim 12. The Spa&tton does, however, refer
generally to the deployment of the implant deviEer example, the specification
states: “Anchor deployment results in compressiaih® anchor against the
surrounding bone, and also compresses the tendonsaghe bone.” (Col. 10,
lines 25-27). Claim 12 refers to deploying boté finst and second members.
Thus, the proper construction of the term “deplgyiis “causing the first and

second member to move away from the longitudinad akthe body.”
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4. Claim 12 - “a first member on said implant”

The term “member” is not defined or referred toahgre in the
specification, only the claims. However, the sfieation broadly refers to
different portions of the body. For example, rafeg to Figs. 3A-3C, patentees
describe clover leaf extensions having one endh8eis flared to engage bone,
and a mid-section 33 that is not flared to enslieedody is able to radially expand
during deployment thereby compressing the tendamagthe bone. (Col. 13,
lines 36-45). Thus, “a first member on said implamould be construed as “a
distinct portion of the implant.”

5. Claim 12 - “outwardly to engage adjacent bone”

Throughout the specification, the patent owner diees extensions or arms
that expand radially outward to engage the surédtke bone thereby anchoring
to the bone. For example, in describing Figs. Z2Ahe patent owners describe
“butterfly” extensions 224 being “expanded radialytward into engagement
with this bone surface thereby securing the diaechor 221 to the bone.” (Col.
18, lines 13-16). The specification also disclases “the direct anchor can

incorporate expandable arms that compress the memdother soft tissue directly
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against the bone while directly contacting the btmnerovide anchoring of the
implant.” (Col. 8, lines 32-36). Thus, the progenstruction of the phrase
“outwardly to engage adjacent bone” is “in an outhvdirection away from the
longitudinal axis of the implant to press agaihst bone.”

6. Claim 12 - “substantially outermost contacting pmort

The phrase “substantially outermost contactingipoitas used in Claim 12
Is not set forth in the specification. In desandpiFig. 39A - 39F, the specification
states that “[t]he lateral arms 397 directly cohthe bone surface and can have
various protrusions or extensions 398 that andimirhplant 391 into the bone.”
(Col. 21, lines 33-36). Similarly, in describinggg. 49A - 49B, the specification
explains the “arms 494 may include tabs 495 theisas the securing of the
anchor portion 492 within a bone hole.” Thus, pheper construction of
“substantially outermost contacting portion” isétbxterior surface of the implant
that contacts the bone.”

7. Claim 12 - “a second member disposed on said imiplan
in axially spaced relationship from the first memibe

The term “a second member disposed on said implaatially spaced

relationship from the first member” is not definedreferred to anywhere in the
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specification. However, in describing Figs. 14M4B, the specification describes
describes “the expansion shaft 144 continues toenaaially further expanding
the direct anchor 143.” (Col. 16, lines 19-20hu$, the proper construction of “a
“a second member disposed on said implant in gxsgldced relationship from the
first member” is “a second portion of the implarttieh is located at a different
position from the first member in a direction defihby the longitudinal axis of
the implant.”

8. Claim 18 - “hinged arm”

The term “hinged arm” is not defined in the spe&afion. The specification
does describe, however, “pivoting.” The specifmaistates, “Some classes of
anchors are substantially symmetrical but havetiagacteristic of expanding
wall portions or pivoting arms that aid in the s of the anchor within a hole
in a bone.” (Col. 8, lines 42-45). In describifigs. 49A and 49B, the
specification describes “a pair of pivoting armgl48nd that such arms “may
include tabs 495 that assist in the securing oftiahor portion 492 within a
hole.” (Col. 23, lines 9-12). Thus, the propenstouction of the phrase “hinged

arm” is “an element attached to one end that caot @ibout the attachment.”
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9. Claim 18 - “wedge”

The term “wedge” is described in the specificatima number of different
embodiments. For example, in describing Figs. 388F, Patentees refer to a
“wedge piece component 395 of the implant” thatliides a taper design.” (Col.
21, lines 40-41). The wedge expands the outer ararinas radially as it is
advanced distally. (Col. 21, lines 40-44). Inaésng Figs. 49A and 49B,
Patentees refer to a “separating wedge 496. pesht fit and separate the pair of
pivoting arms 494...." (Col. 23, lines 11-12). Thtlse proper construction of the
term “wedge” is “an object that tapers from a thpaktion to a thinner portion.”

VI. EACH GROUND PROVIDES MORE THAN A

REASONABLE LIKELIHOOD THAT EACH
CLAIM OF THE ‘528 PATENT IS UNPATENTABLE

Provided below are detailed discussions of eachrgidor claim
invalidation, with relevant figures from the priant, and claim charts for Grounds
1-4. In support of the invalidity arguments sultedtherewith, Petitioner relies
upon the Declaration of Dr. Geoffrey Higgs (Exhibt04) and the opinions and

analysis set forth therein.
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Petitioner notes that all the prior art cited hemiay be combined with each
other, and should not be limited by the way Pet#iohas organized the grounds
and prior art citations herein. Thus, absencenddrary in any claim chart is not
an admission that the particular prior art doesdmetlose and/or possess that
element. Petitioner expressly reserves the rigptésent arguments, if

applicable, that the particular prior art does ldise and possess same.

A.  Ground 1: §102(b) — EP 1 066 805 A2 to
EP ‘805 [Claims 12-18]

EP 1 066 805 A2 to Gerke et al. (“EP ‘805”) incladeach of the elements

in Claims 12-18 and, therefore, anticipates thémens under 35 U.S.C. § 102(b).
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FIG. 3

With regard to claim 12, EP ‘805 is directed tooaé anchor insertable into
a bore hole formed in the bone for attaching anhigiat or tendon secure thereto.
EP ‘805 explicitly discloses a material fixatiorsgym comprising bone anchor 2,
76 which is placeable in a hole 70 formed in a boffreg. 3; Col. 2, lines 19-26;

Col. 7, lines 52-56; Col. 9, lines 9-14).
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The bone anchor has a longitudinal axis as shovngs. 1(c) and 3 with a
distal end 4 and a proximal end 6. (Col. 7, lihgsl8). Soft tissue such as
ligaments or tendons may be positioned crosswise thne distal end of the anchor
as described in EP ‘805 (Col. 7, lines 52-56).

EP ‘805 discloses that the anchor is placed wighiore hole formed in the
bone and mounted on the inside surface of thecadtbhone. (Fig. 3; Col. 6, lines
2-6).

The anchor 2, 76 has a first member which is andisportion of the anchor
including the bottom portions of legs 20, 22, 2@, idcluding the thickened
radially outermost portions 32 and bottom surfageup to medially disposed

notches.Seeannotated Fig. 1(c) above; Figs. 1(c) and 1(d). ‘805 discloses
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that the legs 20-26, which include the first memdoersplayed outwardly away
from the longitudinal axis to urge the legs intorfiengagement against the bone
at a first axial location. (Fig. 3; Col. 6, lin2%-30; Col. 8, lines 7-18 and Col. 9,
lines 27-32). This also causes an outermost sirfatuding the bottom surface
of the legs to come into plane of the inside sw@faicthe cortical bone providing a
flat base for anchoring against the bone. Id.

EP ‘805 also discloses a second member includiagdintion of the legs
20-26 between the medially disposed notch andtallyisocated second notch
formed on the legsSeeannotated Fig. 1(c) above. This second member is
disposed at a different axial location than thstfimember. The second member is
a separate and distinct portion of the anchor. sSde®nd member is deployed
outwardly away from the longitudinal axis of thechar when the peg 50 is
inserted in the peg receiving cavity 10. (Collitgs 22-30; Fig. 3. Col. 8, lines 7-
11; and Col. 8, lines 34-49). The outermost s@rfaicthe second member will
engage adjacent bone at an axial location diffdrem the first axial location

contacted by the first portion. (Fig. 3; Col. 8gs 7-11).
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EP ‘805 discloses that it as advantageous to @sartbhor to compress the
soft tissue and the bone. This reference furtiemlakes that tendon profile 40
may be urged radially outwardly into the bore hextel cortical bone at the outlet
causing a greater likelihood of graft fixation.o{C4, lines 44-47; Col. 8, lines 19-
27 and 30-34). The first and second members ilechide walls that guide the
soft tissue and urge it against the wall of theebbale. (Col. 2, line 54, Col. 3,
lines 1).

With regard to claim 13, EP ‘805 discloses usimgeg 50 which widens as
it extends from the distal to proximal end as shawfig. 2(a). The peg is
insertable into a cavity 10 which extends alongldmgitudinal axis of the anchor.
Insertion of the peg into the cavity along the hgigection causes the first and
second members to move outwardly away from theitodgal axis of the anchor.
The peg forces the legs including the first andbadanembers outwardly to the
radial extent to which they were designed. (Cplires 47-49).

With regard to claim 14, the second member is disdaloser to the distal

end than the first member, as shown in Fig. 1(c).
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With regard to claim 15, the adjacent materialaedas shown in Fig. 3 of
EP ‘805.

With regard to claim 16, EP ‘805 discloses thatsb tissue is tendon
material. (Col. 5, line 58 through Col. 6, line 1)

With regard to claim 17, EP ‘805 discloses thatsb tissue is a gratft.
(Col. 5, line 58 through Col. 6, line 1).

With regard to claim 18, the distal end of oneh#f kegs constitutes an arm
in that is extends outwardly and has an unsuppdetecinal end. The arm can
pivot outwardly to engage bone as set forth, f@anagle, in EP ‘805 at Col. 8,
lines 10-15 and 46-49. The peg 50 is a taperedi@emhich forms a wedge to
force the legs outwardly. At Col. 8, lines 10-1f1a16-49, EP ‘805 describes the
peg as a wedge means or expansion tool that givetegs radially outwardly.

Accordingly, claims 12-18 are invalid under 35 WCS§ 102(b) in view of

EP ‘805.
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B. Ground 2: 8102(b) — U.S. Patent No. 6,887,271 [Chas 12-18]

Fixation
Member

4

Soft AO

Tissue

FI1G. 71 “

With regard to claim 12, the Justin ‘271 paterdirected to an expanding
ligament graft fixation system and method. Theickeincludes a fixation
member 20 and an expansion plug 21 positionegetxamal end of the fixation
member. The Justin ‘271 patent discloses thatdesirable to firmly press graft
material against the walls of the bone tunnel oheoto enhance the fixation of the
material to the bone. (Col. 5, lines 4-8).

The Justin ‘271 patent discloses a method of amep@oft tissue to bone
using the fixation member 20. (Col. 2, lines 24a2@ Col. 3, lines 52-55).

The Justin ‘271 patent further discloses placirgggbft tissue on an implant

as shown in Fig. 1 and set forth in Col. 3, [in@s5@. A graft material holding
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element in the form of an eyelet 24 is located pnate to a distal end 112 of the
fixation member. The graft material 200 can bespdgshrough the eyelet 24 so
that two ends 201 of the graft trail fixation memB8 proximally. (Col. 3, lines
60-64).

The fixation member 20 of the Justin ‘271 paters &dongitudinal axis
extending from a distal end 112 to a proximal eh@d 4s shown in Figs. 2 and 3.
(Col. 3, lines 56-61).

The fixation member of the Justin ‘271 patent salisposed in a space
located within a bone tunnel of a patient’s bod set forth in Col. 3, lines 52-
55, the implant of the Justin ‘271 patent is uséulfixing soft tissue graft
material within a bone tunnel to replace damaggahtientary material and to
restore function to a portion of a patient’s bo@ol. 6, line 61 through Col. 7,
line 12. The Justin ‘271 patent further describe® the device is placed within a

patient’s body.
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The fixation member has a first member which inelithe distinct
proximal portion including the flat end surface dms$ 11 and 12 located on the
extremity of the anchor as shown in Figs. 2 andBese fins are moved
outwardly away from the longitudinal axis of thedyaand into engagement with
the adjacent bone. (Fig. 2; Col. 4, lines 37-4B)e bone engaging elements or
fins 11 and 12 dig into the walls of the bone turafer expansion of the fixation
element. Id.

The first member extends axially from the flat esoiface to a second

member. With further reference to annotated Figusbown above, the first
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member extends axially from the flat end surface st proximal set of fins
11/12 of the fixation member to the beginning &f f8cond member. The second
member is the portion of the fixation member thegibs at the second set of fins
11/12 located distally from the first set of fins/12. The second member is a
distinct portion of the fixation member. The sedenember is located on the
body closer to the distal end than the first meml¢Erg. 2). The second member
includes fins 11 and 12, as well as a portion efghlooves 23 which are displaced
axially from the first member. (Col. 5, lines 4-8)he second member, including
including the grooves, is expandable outwardly afwam the longitudinal axis of
the body (Col. 4, lines 2-6; Col. 5, lines 4-8 &&52). The fins portion of the
second member constitutes an outermost contactirtgpp of the second member,
and it engages bone. (Fig. 2; Col. 4, lines 40€4; 4, line 60 through Col. 5,

line 8.)
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An expansion plug 21 is insertable into the fixatmember resulting in the
movement of both the first and second members adtywaway from the
longitudinal axis, thereby deploying the first asetond members. (Fig. 3, Col. 4,
lines 1-7; Col. 4, line 60 through Col. 5, line 8).

When the fixation member 20 is expanded, the gnaferial is pressed
between grooves 23 and the bone tunnel into evea mbmate contact therewith
as described in Col. 5, lines 4-8. Accordinglyleaist one of the first and second
members compresses the soft tissue against theeatljaone.

With regard to claim 13, the expansion plug 21hef dustin ‘271 patent

forms a deployment device which upon movementénatkial direction causes the
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first and second members to expand radially outlyanda direction away from
the longitudinal axis. (Fig. 3; Col. 5, lines 42:%nd Col. 7, lines 2-7.)

With regard to claim 14, the second member of tietid ‘271 patent is
disposed distally to the first member as shownigs 2, 2B and 3.

With regard to claim 15, in the Justin ‘271 patéhg adjacent material
includes bone as set forth in Col. 4, lines 37-43.

Claim 16 requires that the soft tissue comprisedda. The Justin ‘271
patent describes ligaments, tendons and othetissfies as ligamentary material
referred to as grafts. (Col. 1, lines 30-35.)

With regard to claim 17, this claim defines thetsisSue as a graft. The
Justin ‘271 patent discloses that the soft tissag be a graft. (Col. 1, lines 30-
35).

With regard to claim 18, the Justin ‘271 patenthtises the first member
includes the distal end of the anchor extend extgniilom the body and
unsupported at one end. (Fig. 2). Thereforefitekmember comprises an arm.
(See annotated Fig. 2 above). The expansion @sa@luistal tapered region 128,

Col. 6, line 48 which engages the opening 22 orfidaion element. (Fig. 3, Col.
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Col. 6, lines 45-51). When the expansion plugihserted axially into the
opening 22, the expansion plug acts as a wedgenands the arm radially
outwardly. (Col. 4, line 65 through Col. 5, ling 5

Accordingly, claims 12-18 are invalid under 35 WCS§ 102(b) in view of

the Justin ‘271 patent.

C. Ground 3: 8102(b) — WO ‘345 [Claims 12-18]

With regard to claim 12, WO ‘345 discloses an iagseous anchor and
method for securing soft tissue such as a tendarcawity formed in a bone.
(Page 1, lines 4-7). The device presses theissitd against the bone to
accelerate growth by the soft tissue. (Page é&slit9). The anchor 180 has a

body and a longitudinal axis with a distal and pneed end. (Fig. 4A).
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The anchor 180 has a cross passageway 184 foviregéne soft tissue
therethrough. (Page 11, lines 14-15). The anishplaced within a bone opening.
(Page 2, lines 7-8).

The anchor body includes a first member in the fofmrotating barbs 182
which are extendable outwardly away from the landjital axis of the anchor
body. The barbs form outermost contacting portiofsg. 4A). The barbs are
hinged so that they rotate away from the longitatlaxis of the body and the
outermost portions dig into the bone at a firsahbacation. (Fig. 4D; Page 11,

lines 11-13; and Page 11 line 26 through pageii2 3).
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The body has a second member including a distimitigm having a
plurality of soft tissue barbs 188 disposed in e or cavity 186. $ee
annotated Fig. 4A above). The soft tissue barlgsat8 spaced axially from the

first member.

Soft Tissue Barb

Side Wall S

As shown in Fig. 4C, the body has two body portibimged at a distal end.
Each portion of the body has the soft tissue ba8ts Seeannotated Fig. 4B
above. When a pin 184 is inserted into the bduy tiwvo body portions would
expand outwardly away from the longitudinal axi®mder engage bone and to
compress the soft tissue against the bone. (EigP4ge 1, lines 6-10). WO ‘345
‘345 teaches that it is desirable to compress dfieissue against the bone, and
outward deployment of the two body portions wouttliave this. Upstanding

walls defining the recess 186 will engage bonédnaswo body portions expand
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outwardly. Fig. 4B. The engagement of the bonaryputermost contacting
portion of the second member occurs at an axiatioc different than the first
axial location. (Fig. 4A).

Pin 184 is axially insertable into the anchor bo&uch movement drives
the body portions apart and compresses the sstigisetween the second member
and the adjacent bone. (Fig. 4D; Page 11, lines3tnd Page 11 line 26

through page 12, line 3).

Arm First Member

With regard to claim 13, the movement of the pithie axial direction into
the body caused the first member rotating barbsanaly away from the
longitudinal axis of the body. It also deploys #esond member by moving the
body portions apart. (Page 11, lines 11-13, Aly.ahd Page 11 line 26 through

page 12, line 3, Fig. 4C). This outward deployn@drthe soft tissue barbs
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compresses the soft tissue between at least tbad@rember and the adjacent
bone.

With regard to claim 14, the second member of W&b'® disposed
distally to the first member as shown in Fig. 4A.

With regard to claim 15, WO ‘345 teaches that tti@eent material
includes bone. (Page 11, line 24 through pagérie 3).

Challenged claim 16 requires that the soft tissaraprises tendon. WO
‘345 describes soft tissue as tendon or ligam@age 6, lines 10-11; Page 8 lines
1-3).

With regard to claim 17, this claim defines thet$isue as a graft. WO
‘345 describes the tissue as a soft tissue g(Rfige 8, lines 10-12).

With regard to claim 18, WO ‘345 the first membecludes rotating barbs
forming arms that are pivotally secured to the bofhig. 4A). The movement of
of the pin 184 having a tapered front end intolibdy acts as a wedge to drive the
arms outwardly away from the longitudinal axisloé¢ body. (Fig. 4D; Page 11,

line 26 through Page 12, line 3). The pin alsdaepthe second member by
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moving the two body portions apart. (Figs. 4C 4bq Page 11, lines 11-13, Fig.

4D; page 11 line 26 through page 12, line 3).

D. Ground 4: 8103(a) - WO ‘345 in View of
Either EP ‘805 or the Justin ‘271 Patent [Claims 1218]

Section VI. C. is incorporated by reference to slioat each of the
elements of claims 12-18 is found in WO ‘345. Hewe should the pin 184 of
WO ‘345 be found not to deploy the second membéwvaully as set forth in
claim 12, both EP ‘805 and the Justin ‘271 pateath the use of a tapered
member for deploying first and second members outhya Thus, the claims are
obvious over the combination of references.

WO ‘345 teaches that it is desirable for the seanedhber to be deployed
or expanded outwardly. In WO ‘345, outward depleytiexpansion is used to
press the soft tissue against the bone to accelesatie growth, WO ‘345 Page 1,
lines 7-9; Page 9, lines 13-16, and also to engdgeeent bone, Page 11 line 25 to
Page 12, line 3. This teaching is also found itk ‘805 and Justin ‘271. EP

‘805 at Col. 8, lines 28-34 teaches that the termtofile is urged radially
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outwardly into the bone hole and cortical bonéhatdutlet causing greater
likelihood of graft fixation. See also, Fig. 3;C6l lines 22-30; Col. 8, lines 7-11.

EP ‘805 further teaches that the deployed firstsgmbnd members engage
adjacent bone. Col. 8 lines 34-49 for engagernmeatijacent bone. Justin ‘271
teaches that the fixation member expands to fixgtiaét material to the interior of
the bone tunnel. Justin ‘271 Col. 4, lines 4-&ig&gement with the adjacent bone
by the first and second members is also taughistin‘271. Fig. 2; Col. 4, lines
40-42; Col. 4, line 60 to Col. 5, line 8.

EP ‘805 teaches using a tapered peg 50 insertafol@ipeg receiving
cavity. The peg helps to force the legs outwatdlthe radial extent to which they
were designed. EP ‘805 Col. 8, lines 46-49. lulddoe obvious to one skilled in
the art at the time of the invention to modify W85 to use a tapered member as
in EP ‘805 in order to force the hinged body por§@part to press the soft tissue
against the bone to accelerate tissue growth aadgage the bone to fix the
anchor in place.

Justin teaches inserting an expansion plug 21 gaajpered end into a plug

receiving opening 22 to expand the fixation mengser Col. 5, lines 42-53.
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It would be obvious to one skilled in the art & thme of the invention to

modify the WO ‘345 anchor 180 of to use a taperqzhasion member as in Justin

‘271 in order to force the hinged body portionsrapapress the soft tissue

against the bone to accelerate tissue growth aedgage bone to fix the anchor

in place.

Therefore, Claims 12-18 are invalid under § 108{@r WO ‘345 in view

of either EP ‘805 or the Justin ‘271 patent.

E. CLAIM CHART

CLAIM LANGUAGE EP 1 066 805 6,887,271 WO 02/032345
CLAIM 12

A method of anchoring | Fig. 3; Col. 2, Col. 2, lines 24- | Page 1, lines 4-7

soft tissue to bone, lines 19-26; Col. | 26 and Col. 3,

comprising placing the | 7, lines 52-56; | lines 52-55 and
soft tissue on an implant:Col. 9, lines 9-14| 60-64.

having a longitudinal Fig. 1(c) and 3; | Figs. 2 and 3;
axis extending froma | Col. 7, lines 14- | Col. 3, lines 56-
distal end of the implant 18. 61.

to a proximal end of the
implant

Fig. 4A.
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deploying a first membefrFigs. 1 (c), 1(d), | Figs. 2 and 3; Fig. 4D; Page 11
on said implant and 3; Col. 6, Col. 4, lines 37- | lines 11-13; and
outwardly lines 21-30; Col. | 43; Col. 5, lines | Page 11 line 26
8, lines 17-18, |4-8. through page 12,
Fig.3. Fig. 3, line 3.
Col. 9, lines 27-
32.
to engage adjacent bongFig., 3; Col. 6, Fig. 2; Col. 4, Page 11, lines 11
with a substantially lines 21-30; Col. | lines 37-43. 13; and Page 11
outermost contacting | 8, lines 7-18 and line 26 through
portion of the first Col. 9, lines 27- page 12, line 3
member at a first axial | 32.
location
deploying a second Fig. 3; Col. 6, Fig. 2; Col. 4, Fig. 4C; Page 1,
member, disposed on | lines 22-30; Col. | lines 40-42; Col. | lines 6-10.
said implant in axially |8, lines 7-11; and 4, line 60 through
spaced relationship fromcCol. 8 lines 34- | Col. 8.
the first member, 49.
outwardly to engage
adjacent bone
with a substantially Fig. 3; Col. 8, Col. 4, lines 40- | Fig. 4B
outermost contacting | lines 7-11. 42; Figs. 1 and 2
portion of the second
member
at a second axial locatiarFig. 3. Figs. 1 and 2. Fig. 4A

which is different than
said first axial location;
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CLAIM LANGUAGE EP 1 066 805 6,887,271 WO 02/032345
wherein the outward Col. 4, lines 44- | Fig. 3, Col. 4, Col. 5, lines 4-8.
deployment of one of |47, and Col. 8, |lines 1-7; Col. 4,
said first and second | lines 19-27 and | line 60 through
members compresses th80-34; Col. 2, Col. 5 line 8; Col.
soft tissue between said line 54 and Col. |5, lines 4-8
one of said first and 3, lines 1.
second members and
adjacent bone.
CLAIM 13
wherein each of said Fig. 2(a); Col. 8, | Fig. 3; Col. 5, Page 11, lines 11
deploying steps are lines 47-49 lines 42-52; and | 13, Fig. 4D; and
performed by moving a Col. 7, lines 2-7 | Page 11 line 26
deployment device in a through page 12,
generally axial direction line 3, Fig. 4C.
CLAIM 14
wherein said second Fig. 1(c). Figs. 2, 2B and 3| Fig. 4A.
member is disposed
distally of said first
member.
CLAIM 15
wherein said adjacent | Fig. 3 Col. 4, lines 37- | Page 11, line 24
material comprises bone. 43 through page 12,

line 3
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CLAIM 16
wherein the soft tissue | Col. 5, line 58 Col. 1, lines 30- | Page 6, lines 10-
comprises a tendon. through Col. 9, |35 11; Page 8 lines
line 1. 1-3.
CLAIM 17
wherein the soft tissue | Col. 5, line 58 Col. 1, lines 30- | Page 8, lines 10-
comprises a gratft. through Col. 6, |35 12
line 1.
CLAIM 18
wherein the first memberCol. 8, lines 10- | Fig. 3, Col. 6, Page 11, lines 11
comprises a hinged arm,15 and 46-49; lines 45-51; Col. | 13, Fig. 4D; and
and a wedge is moved | Col. 8, lines 10- | 4, line 65 through Page 11 line 26
axially to pivot the 15 and 46-49. Col. 5, line 5 through page 12,

hinged arm outwardly.

line 3, Fig. 4C.
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VIl. CONCLUSION

For the above reasons, Petitioner respectfullyestpunstitution ofnter
PartesReview of Claims 12-18 of U.S. 7,651,528, followsda grant of this
Petition rejecting Claims 12-18 of the ‘528 patentthe grounds detailed herein.
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