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l. INTRODUCTION

Globus Medical, Inc. (“Globus” or “Petitioner”) pgons for inter partes
review (“IPR”) of claims 1, 3, 5, 7-11, and 21-2B64 “Challenged Claims”) of U.S.
Patent No. 10,307,268, titled “Intervertebral Exgalle Implant” (“the ‘268
patent”), issued to Ahmnon D. Moskowitz, et al. asdigned to Moskowitz Family
LLC (“Moskowitz”) according to the USPTO record$he ‘268 patent is attached
as EX1001.

The Challenged Claims are directed to an interbesteexpandable implant
and a tool for positioning and expanding the implaburing prosecution the
examiner steadfastly rejected all pending claimsatiedsolelyto anintervertebral
expandable implant In response, the applicant never amended teevertebral
expandable implant claims. Rather, the applicdaled new claims directed to a
tool, that were objected to and rewritten in indepehderm to gain allowance.
There is nothing new about the tool or using th@ to position and expand an
intervertebral expandable implant.

For the reasons set forth herein, Petitioner sadksal written decision that
the Challenged Claims of the ‘268 patent are umpabde as obvious pursuant to 35

U.S.C. § 103.



.  MANDATORY NOTICES - 37 C.F.R §42.8

A. Real Party in Interest (37 C.F.R. 8§ 42.8(b)(1))

Globus Medical, Inc. is the real party-in-interedto other party had access
to this Petition and no other party had any cordvelr, or contributed to any funding
of, the preparation or filing of this Petition.

B. Related Matters (37 C.F.R. § 42.8(b)(2))

Petitioner is unaware of any disclaimers or reexaion certificates of the
'268 patent.

The ‘268 patent was the subject of the civil acknown asvioskowitz Family
LLC v. Globus Medical IncU.S. District Court for the Western District oéXas,
civil action no. 6:19-cv-672, filed November 20,120(“the Original Litigation”).
On July 2, 2020, Judge Alan Albright granted Patiéir's motion for transfer to the
Eastern District of Pennsylvania (“EDPA”). EX1035The Original Litigation
formally transferred to the EDPA on July 6, 202@ a5 docketed aMoskowitz
Family LLC v. Globus Medical IncU.S. District Court for the EDPA, civil action
no. 2:20-cv-03271 (“Pending Litigation”).

Petitioner is concurrently filing IPR Petitions fibre following patents: U.S.
Patent No. 10,478,319 (“the ‘319 patent”); U.S.ehatNo. 8,353,913 (“the ‘913
patent”); U.S. Patent No. 9,889,022 (“the ‘022 p#ie The ‘319, ‘913 and ‘022

patents are related to the ‘268 patent throughimeation practice. Petitioner



understands that the ‘268 patent, the ‘319 patieat913 patent and the ‘022 patent
are all commonly owned by Moskowitz.

Petitioner is also concurrently filing IPR Petiteorior U.S. Patent Nos.
10,251,643 (“the ‘643 patent”) and 10,028,740 (“th40 patent”). The ‘643 and
740 patents, although not directly related to'#68 patent, disclose similar subject
matter and claim priority in a common provisionahtgnt application No.
60/670,231. Petitioner understands that the ‘6d® ‘@40 patents are likewise
commonly owned by Moskowitz.

Petitioner is also concurrently filing a secon® Ipetition for the ‘268 patent
to address the Challenged Claims, but with a diffeprimary reference than that
used in this petition to address the claimed subjeatter of an intervertebral
expandable implant and a tool for positioning angamding the implant.
Specifically, the primary reference utilized in $eas IX and X is the Baynham
reference. As noted above, during prosecutioBthgham reference was used by
the examiner to reject all pending claims dired®@n intervertebral expandable
implant.

Petitioner addresses the Baynham reference inosestlll.A., how the
examiner used the Baynham reference in prosecitisaction V.B., and how the
Baynham reference is used in this petition in sestilX and X. The dispositive

facts taken from these sections when analyzedew wf the factors enumerated in



Becton, Dickinson & Cou. B. Braun Melsungen AGPR2017-01586, Paper 8 (Dec.
15, 2017) (precedential as to § I11.C.5, first gaegoh) (‘Becton, Dickinsof) clearly
support Petitioner’s conclusion that the Board sthostitute annter partesreview.
Petitioner recognizes, however, that the analysteutheBecton, Dickinson
factors is intensely fact driven and Petitionerraddes these factors in section V.B.
Consequently, there is a lack of certainty as tetivdr the Board will exercise its
discretion to deny institution under 35 U.S.C. $@D. To address this uncertainty,
and in the event that the Board does not agree Rathioner’'s merited analysis, a
second IPR petition for the ‘268 patent is beingatorently filed with this petition.
In ranking the two IPR petitions, this petitiorr@ked first. To the extent that the
Board declines to exercise its discretion undetJ35.C. § 325(d) and otherwise
institutes this petition (IPR2020-01303), then ®a&ter does not seek the Boards
discretion to institute the second petition (IPR204.304). If the Board exercises
its discretion to deny institution of this petitictmen Petitioner seeks institution of

the second petitioh.

1 The Board should not exercise its discretion uddet).S.C. § 314(a) based on at
least the same basis and otherwise under the $astoforth inGeneral Plastic Co.,
Ltd. v. Canon Kabushiki Kaish&ase IPR2016-01357 (PTAB Sept. 6, 2017) (Paper
19). Petitioner addresses 8§ 314(a) in section XI.

4



C. Designation of Lead and Backup Counsel (37 C&4R.8(b)(3))

Lead Counsel Backup Counsel

George D. Moustakas (Reg. No. 44,42B@avid P. Utykanski (Reg. No. 39,052)
HARNESS, DICKEY & PIERCE, P.L.CHARNESS, DICKEY & PIERCE, P.L.C.

5445 Corporate Dr., Suite 200 5445 Corporate Dr., Suite 200
Troy, Ml 48098 Troy, Ml 48098
248-641-1600 (telephone) 248-641-1600 (telephone)
248-641-0270 (facsimile) 248-641-0270 (facsimile)
gdmoustakas@hdp.com dutykanski@hdp.com

A Power of Attorney (37 C.F.R. § 42.10(b)) is befilgd concurrently with
this Petition.

D. Notice of Service (37 C.F.R. 8 42.8(b)(4))

Please direct all correspondence to lead counsehetabove address.
Petitioner consents to email service at the abeferenced email addresses.
. PAYMENT OF FEES — 37 C.F.R. § 42.103

Petitioner authorizes the Office to charge DepAsitount No. 08-0750 for
the petition fee set in 37 C.F.R. § 42.15(a). Thic® is authorized to charge any
fee deficiency, or credit any overpayment, to Dépdsct. No. 08-0750.
IV. REQUIREMENTS FOR IPR UNDER 37 C.F.R. §42.104

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

Petitioner certifies that the ‘268 patent is avagsfor IPR and that Petitioner
Is not barred or estopped from requesting an IIP&itioner notes that service of the

Summons and Complaint in the Original Litigatiowoxed on November 21, 2019.



B. Challenge Under 37 C.F.R. § 42.104(b) and R&lerjuested

Petitioner requests an IPR of the Challenged Clamtse following grounds:

Ground| Challenged Asserted Prior Art Statutory Grounds
Claims
1 1,3,5,7-11 U.S. Patent Application 35U.S.C. §103(a)

Publication No. 2007/0270968
to Baynham et al. (“Baynham”)
(EX1029) in view of U.S.
Patent Application Publication
No. 2006/0253201 to McLuen
(“McLuen”) (EX1030) and in
further view of U.S. Patent No
5,658,335 to Allen (“Allen”)
(EX1031)

2 21-26 U.S. Patent Application 35U.S.C. §103(a)
Publication No. 2007/0270968
to Baynham et al. (“Baynham”)
(EX1029) in view of U.S.
Patent Application Publication
No. 2006/0253201 to McLuen
(“McLuen”) (EX1030), in
further view of U.S. Patent No
5,658,335 to Allen (“Allen”)
(EX1031) and in further view g
U.S. Patent Application
Publication No. 2002/0143399
to Sutcliffe (“Sutcliffe”)
(EX1032)

—

Based on the foregoing grounds, and as supporteétebgieclaration of Dr.
Jorge Ochoa EX1003 (as detailed in Sections IX@ndPetitioner seeks a final
written decision that the Challenged Claims areat@ptable as obvious under 35

U.S.C. 8§ 103.



V. SUMMARY OF THE ‘268 PATENT (EX1001)

The ‘268 patent issued on June 4, 2019 from ancgtn filed on May 10,
2018. The ‘268 patent is a continuation of U.S. Wgagtion Serial No. 15/894,471
filed on February 12, 2018, which is a continuatwdrJ.S. Patent No. 13/210,157
filed on August 15, 2011, now U.S. Patent No. 9,889, which is a continuation
of U.S. Application Serial No. 13/084,543 filed April 11, 2011, now U.S. Patent
No. 8,353,913, and a continuation of U.S. ApplcatSerial No. 13/108,982 filed
on May 16, 2011, now U.S. Patent No. 9,005,293.lidapon No. 13/084,543 is a
continuation of U.S. Application Serial No. 11/8825, filed August 21, 2007, now
U.S. Patent No. 7,942,903. Application No. 13/188,% a continuation of U.S.
Application Serial No. 11/842,855, which is a canftion-in-part of U.S.
Application Serial No. 11/536,815 filed Septemb@r 2006 issued as U.S. Patent
No. 7,846,188, which is a continuation-in-part ofSU Application Serial No.
11/208,644 filed August 23, 2005, issued as U.SeraNo. 7,704,279. The
application for the ‘268 patent claims priority fwovisional application No.

60/670,231 filed April 12, 2005.EX1001.

2 Patentee in the Pending Litigation de-designatedDisclosure of Infringement
Contentions. In the disclosure the patentee aosfift]he earliest date of invention
for each asserted claim of the '268 patent is 3dly2007.” EX1034, P. 10, Il.E.
Petitioner relies on this admission.



A. The ‘268 Patent Specification and Claims

The ‘268 patent generally directed to intervertebxpandable implants and
IS most easily characterized for purposes of teigipn by referencing FIGs. 1B and

1D:

104

Fig. 1B Fig. 1D

EX1001, FIGs. 1B and 1D.
In view of FIG 1B and 1D, the ‘268 patent states:

The expandable box 100 consists of top and bott@ngular
sliding bases 103, 104 (FIGS. 1-D). The superidriaferior segments
of the height/depth adjusting screw 105 are integrand connected to
the two separate top and bottom triangular basgsl11, respectively.
By turning this adjusting screw 105 back and fohclock-wise, and
counter clockwise, the sliding rails 106 of the tapngular base 103
(FIG. 1D) slide up and down the rail inserts 107 tbe bottom
triangular base 104 (FIG. 1D). This action will sitaneously alter the
intervertebral height and depth of the screw boX Jlowing
individualized custom fitting of the screw box 160nforming to the
dimensions of the disc space.



EX1001 at7:52-64.
The ‘268 patent also discloses a tool for positignand expanding an
intervertebral expandable implant and is most ga$ibracterized for purposes of

this petition by referencing FIGs. 5A and C:

Fig. 5C Fig. SA

EX1001 at FIGs. 5A and 5C.
In view of Fig 5A and C, the ‘268 patent states:

The key components of this device include an Akey 501, a
spring 502, a handle 503, a griper 504 and a sgtede 505. The Allen
key 501 when inserted in the insertion 514 andadyturns the screw
adjuster (FIG. 5C) which in turn regulates top &wattom triangular
screw box base sliding, and hence box 200 widthdepdh. The griper
504 has griper prongs 506 which insert into gromfd¢ke screw guide
505 and the screw box 200 (FIGS. 5A-D) thus pesfedigning them.

EX1001 at8:63-9:4.



B. The ‘268 Patent Prosecution History (EX1002)

The prosecution history for the ‘268 patent is igatarly relevant to this
petition as the Baynham reference was of recordused by the Examiner during
prosecution as the basis for rejecting the clairselject matter directed to an
intervertebral expandable implant. EX1002

Petitioner acknowledges the precedential opinioAdfanced Bionics, LLC
v. MED-EL Elektromedizinische Gerate GmbPIR2019-01469, Paper 6 (Feb. 13,
2020) (precedential), and the factors cite@®etton, Dickinson & Co. v. B. Braun
Melsungen AGPR2017-01586, Paper 8 (Dec. 15, 2017). Petitiontgs, however,
that the Baynham reference, including what it dises and how it is used in this
petition versus how it was used by the examin@rasecution, does not support the
Board exercising its discretion to deny institutiomder 35 U.S.C. 8§ 325(d). The
facts and details are addressed in view of thesgrdson history that follows.

On May 10, 2018, the Applicant filed applicationiaeno 15/976,340, that
eventually issued as the ‘268 patent. EX1002 &t£&83

On May 14, 2018, the Applicant filed a preliminasnendment cancelling
original claims 1-10 and adding new claims 11-3fcted to an intervertebral
expandable implant. EX1002 at 347-355.

On October 18, 2018, the Examiner issued a NonlFdféice Action

rejecting claims 11, 13-18, 20-22 and 24-27 un&eU3.C. §8102(a) as anticipated

10



by Baynham et al. (U.S. Pub. No. 2007/02709682cte&)g claim 19 under 35 U.S.C.
§ 103(a) as obvious over Baynham in view of theldedge of one of ordinary skill
in the art, and rejecting claims 12, 23 and 2843%en 35 U.S.C. § 103(a) as obvious
over Baynham in view of Euros (FR 2727003). EX1@0284-188. The Examiner
concurrently issued a non-statutory double-patejeiction for all pending claims
based on claims 1-18 of U.S. Patent No. 7,942,903t 188-190.

On October 23, 2018, the Applicant filed a TermiDatclaimer to obviate
the double-patenting rejection. EX1002 at 174-1¥8ith respect to the prior art
rejections, rather than amending rejected claims3@,1the Applicant cancelled
claims 16-18, 29 and 33-35 and argued that rejedfahe remaining claims was
ill-founded based on the Baynham reference failiagdisclose certain claim
limitations. Id. at 156-173. Additionally, the Applicant addedweaims 37-47
noting that claims 37-39 carried the same clainitéitions that served as the basis
for arguing over the Baynham referendéd. Of import to the analysis under 35
U.S.C. § 325(d), is the fact thatl rejected claims and new claims 37-39 were
directed to amntervertebral expandable implant. Conversely, new claims 40-47
were directed to #ol for positioning and expanding an intervertebrgandable
implant. Id. at 160-173.

On November 2, 2018, the Applicant participatec itelephone conference

with the Examiner. The examiner noted in the sgbest interview summary that
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“[s]everal features discussed were viewed by Examas disclosed or obvious ...
Applicant will consider amending the claims to ohguish over the prior art.”
EX1002 at 148.

On January 5, 2019, the Examiner issued a FiffedeQAction in which the
non-cancelled original claims were rejected onideatical groundgetailed in the
non-final office action and new claims 37-39, wesjected under 35 U.S.C. § 103(a)
as obvious over Baynham in view of the knowledgerd of ordinary skill in the
art. EX1002 at 110-112. All rejected claims wdnmected to anntervertebral
expandable implant Remaining new claims 40-47 directed to@ were objected
to as being dependent upon a rejected base clatwduld be allowable if rewritten
in independent form to include all of the limitaig® of the base claim and any
intervening claims.ld. at 113.

On January 5, 2019 (the day on which the Finaldg@ffiction issued), the
Applicant filed its Response After Final cancellsgyeral claims and amending new
claims 40, 44, and 46 into independent form. EX180122-134. The Applicant
noted, “all pending claims are either the samenwathat were identified as
allowable or depend from one of the allowable bdaens.” Id. at 135.

On March 3, 2019, the Examiner issued a Notice bbwance for the
amended claims. EX1002 at 91-92.

Summarizing the file history, the Examiner rejeca#édmplant claims and the
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applicant never sought amendment to overcome tjeetdn. Rather, the applicant
added new tool claims which were objected to amditien in independent form to
gain allowance.

In view of the facts above, the analysis undeiBbeton, Dickinsorfiactors is
clear. During prosecution, the Baynham refereneasiused by the examinaslely
to reject the intervertebral expandable implanint$a No prior art reference,
including Baynham, was ever characterized or usethé examiner to reject the
tool claims. Objected to new claims 40-47, dirdcte atool, were rewritten in
independent form to gain allowance.

As noted below in sections X and Xl, Baynham isduseaddress the subject
matter of an intervertebral expandable implanth&se sections, the Allen reference
directed to a tool is used by the Petitioner torasisl the Challenge Claims that are
directed to a tool for positioning and expanding iatervertebral expandable
implant. The Allen reference was never of recofiche prior art combination of
Allen directed to a tool and Baynham directed toimtervertebral expandable
implant, was never of record and NO prior art waex €ited or characterized by the
examiner for the subject matter of a tool.

By definition under thdBecton, Dickinsorfactors, there are significant and
material differences between the prior art and @ents asserted in this petition and

the prior art and arguments asserted in prosecutimer factors (a), (b) and (d) of
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theBecton, Dickinsotfiactors, the same or substantially the same astpsaviously
NOT presented to the Patent Office. The Petitidrere relies on Allen for the
claimed subject matter directed to a tool. Ther@rar relied on Baynham for the
claimed subject matter directed to an intervertedrpandable implant. The factors
weigh heavily in favor of institution as the samesabstantially the same art and
arguments were not presented or relied on by theaer during prosecution. The
remaining factors are not addressed as the ficgbtfmare dispositive on subject.
VI. CLAIM CONSTRUCTION

In an IPR proceeding, a claim of a patent “shaltbestrued using the same
claim construction standard that would be useatsttue the claim in a civil action
under 35 U.S.C. 282(b), including construing thairal in accordance with the
ordinary and customary meaning of such claim asrstdod by one of ordinary
skill in the art and the prosecution history penitag to the patent®”

Petitioner submits that the claim terms requireerpress construction and
that they should be given their ordinary and custgnmeaning. This is true for all
limitations, except Petitioner submits that theldwing claim terms should be

construed in accordance with the intrinsic evidesmog Petitioner offered the same

337 C.F.R. 8 42.100(b}eePhillips v. AWH Corp.415 F.3d 1303, 1312-13 (Fed.
Cir. 2005) (en banc).
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constructions in the Pending Litigatién:

Claim Term

Globus’s Construction

“first implant structure”/
“second implant structure”

“a [first/second] implant
structure comprising the
[first/second] vertebral body
engagement surface”

“adjusting screw positioned
in the adjusting screw hole”

“adjusting screw located on the
spacer, as opposed to on the tool”

“an adjusting tool passage
extending through the first

“an adjusting tool passage that
extends through the entirety of the

tool from the first
proximal end to the first

first tool from the first proximal end
to the first distal end”

distal end”
“an indentation adjacent to the “an indentation different from
screw hole” the first and second tool

engagement indentations”

Petitioner, however, expressly reserves its righaitgue a different claim
construction in a different forum for any term het'268 patent, as appropriate in
that proceeding.

VIl. THE LEVEL OF SKILL IN THE ART

As established in the Declaration of Dr. Ochoa, 1803 at Y 26-30;

EX1004) a person having ordinary skill in the &#HQOSITA) of the ‘268 patent

would have a Bachelor's or equivalent degree inHéeical Engineering or a related

4 Moskowitz asserted in the Pending Litigation thitlaim terms take their plain

and ordinary meaning. Under the proposed constngor the plain and ordinary
meaning, application of the cited art herein leedthe same conclusion that the
Challenged Claims are unpatentable.
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discipline (e.g. biomechanics or biomedical engimgp, and at least five years of
experience. The experience would consist of a)gdésy, developing, evaluating
and/or using prosthetic devices, b) anatomy, plggjoand biology of soft and

calcified tissues including bone healing and fusiand c) biomechanical and
functional loading of orthopedic implants. Altetnaly, a PHOSITA could have

an advanced degree in the technical disciplinegdh@bove, or a Doctor of
Medicine, and at least two years of experiencéensubject areas provided above.
VIll. THE PRIOR ART RELIED UPON IN THIS PETITION

A. Baynham (EX1029)

Baynham, entitled “PLIF Opposing Wedge Ramp,” psliid on November
22, 2007 and has an effective filing date of Felyrd®, 2004. Baynham is prior art
to the 268 patent under 35 U.S.C. 8102(a) (PrejAlMBaynham discloses an
intervertebral expandable implant, as best chanaet&for purposes of this petition

by FIGS. 1 - 2:
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(EX1029 at FIGs. 1-2)
Baynham discloses that “spinal fusion device 10inserted in the
intervertebral space in the insertion mode, shawklIG. 1, to replace damaged,

missing or excised disk material.” (EX1029 at [R])2



Baynham also discloses that:

The upper section 11 has a top surface 12 for emgadle end
plate of a vertebra and the lower section 13 Hasttam surface 14 for
engaging the end plate of an adjacent vertebratdmeurface 12 and
the bottom surface 14 are planar to provide a laaygact area with
each vertebra.... As shown, the top and bottom sesfaave a series
of lands and grooves 15, 16, 17 and 18 though atipgled treatment
may be employed....The upper section 11 is formed ait end wall
21 a top surface 12 and depending sidewalls 228ndhe sidewalls
terminate in an inclined plane 24 which extendsnftbe end wall 21
to the top surface 12. The top surface 12 has ge laperture 25
therethrough to provide for bone ingrowth.

EX1029 at [0022]; [0025]
Baynham also discloses that:

...ramp or distractor 42 is dimensioned to be insem¢o the
trailing end of the interior cavity between the apection and the
lower section of the spinal infusion device 10shsewn in FIG. 1. An
end wall 36 is dimensioned to close the openinghéat in the trailing
end between the upper section 11 and the lowerogsetB by the
depending and upstanding sidewalls. The upper crtd the plug
[distractor 42] has an inclined ramp on each sidacdcommodate the
inclined plane 24 of the depending walls 22 andfaBe upper section.
.... The end plug 36 has a bore 61 aligned with BOren link 40. The
bore 61 has a larger countersunk bore 63 in thevall6. These bores
are aligned with the threaded tube 29 attacheledirik 40, as shown
in FIG. 3.

EX1029 at [0028]
Baynham also discloses that:
...Jack screw 67 is inserted through bore 61 engathiaghreads
in the tube [29].... The surgeon turns the jack scé&causing the
upper and lower sections to move along the compiémnge inclined

plane to shorten the fusion device and increasdisit@nce between the
end plates of the adjacent vertebrae.
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EX1029 at [0029]; [0030]

B. McLuen (EX1030)

McLuen, entitled “Bone Fusion Device,” was publidieen November 9, 2006
and has an effective filing date of November 3,200 cLuen is prior art to the
‘268 patent under 35 U.S.C. § 102(a) (Pre-AlA). LMen was not considered by
the Examiner during the prosecution.

McLuen discloses an intervertebral expandable intpks best characterized

for purposes of this petition by FIG 16:

1500

1514

1520 512

1510 1502 1522

1518 1516
Fig. 16

EX1030, FIG. 16
McLuen discloses that:

To secure the bone fusion device 1500 in placeeagenerally
utilizes an implement such as a screw driver to the positioning
means 1508. Screw drivers unfortunately have thgyaio slip out of
place. When performing surgery near someone's spirsepreferable
to prevent or at least minimize the slipping apilito do so, channels
1522 are implemented to receive a tool (not showhp tool (not
shown) has attachments that fit within the chanhb®2 to secure the
tool (not shown) in place.
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EX1030 at [0076].

C. Allen (EX1031)

Allen, entitled “Spinal Fixator,” issued on Augu$, 1997. Allen is prior art
to the ‘268 patent under 35 U.S.C. § 102(b) (PrAa)AlAllen was not considered
by the Examiner during the prosecution of the ajapion leading to the ‘268 patent.

Allen discloses a tool for positioning and expaigdian intervertebral
expandable implant, as best characterized for gagof this petition by FIG 12:
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FIG. 12

EX1031, FIG. 12
Allen discloses that:

A conventional, hollow insertion tool 100 is usedgasp a nut
assembly 70 to insert the retracted spinal fix2ibetween the two
vertebrae bodies 4. Following placement as in El@&.tool 102 having
a terminus defining a hex configuration is insettedugh the insertion
tool 100 to engage in aperture 60 in the core medbeThe tool 102
Is used to rotate core member 50 to extend thergd@®® outwardly
thereby forcing the teeth 98 into the vertebrahbédAs shown in FIG.
13, rotation of the core member 50 by the tool t@RAses the nut
assemblies 70 to retract inside the housing. R&tra®f the nut
assemblies 70 forces the teeth 98 upward as thgefifa92 slide within
the channels 76. As the four separate crown mem@erextend
outwardly, the teeth 98 penetrate the vertebraidsodi.
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EX1031 at 5:19-31.

D.  Sutcliffe (EX1032)

Sutcliffe, entitled “Anchorable Vertebral Implantas published on October
3, 2002 and has an effective filing date of ApriPR01. Sutcliffe is prior art to the
‘268 patent under 35 U.S.C. § 102(b) (Pre-AlA).tcBtie was not considered by
the Examiner during the prosecution of the appbealeading to the ‘268 patent.

Sutcliffe discloses an intervertebral expandablelamt as best characterized

for purposes of this petition by FIGs 3 and 6:
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FIG.6

EX1032, FIGs. 3 and 6.
Sutcliffe discloses that:

...lower part 3 is unitarily formed with a pair ofesy6 having collars 7
defining holes or passages 8 with cylindrical insufaces 12 extending at an
acute angle of between 25° and 65° to the lowdebeal surface 10, here 45°.
Cortical screws 9 extend through these eyes 6raadhe lower vertebra 2 to
solidly anchor the lower part 3 to the lower vergeB. FIG. 6 shows how a
similar pair of eyes 6 can be formed on the uppdrgart 4 in an arrangement
allowing the implant 1 to be installed through ayemall surgical opening.

EX1032 at [0024]
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IX. GROUND 1. BAYNAHAM IN VIEW OF McLUEN AND FURTH ER
IN VIEW OF ALLEN AND FURTHER IN VIEW OF SUTCLIFFE
RENDERS CLAIMS 1, 3, 5, AND 7-11 OBVIOUS
As further discussed below, the combination of ipad references teaches
each and every element and limitation of the Chgkel Claims.
As discussed more below, a PHOSITA would have camed the subject

matter recited in claims 1, 3, 5, and 7-11 of @@8' patent to be obvious.

A. Independent Claim 1

[1.1] A system comprising:
an intervertebral expandable implant having a fwsttebral
body engagement surface for engaging a first veatdindy
and a second vertebral body engagement surface for
engaging a second vertebral body, wherein the skcon
vertebral body engagement surface is positionedsipp of
the first vertebral body engagement surface, the
intervertebral expandable implant comprising:

Baynham discloses an intervertebral expandabléamg10) having a first
vertebral body engagement surface (12) for engaaiingt vertebral body (inferior
or superior) and a second vertebral body engageswgface (14) for engaging a
second vertebral body (superior or inferior), teead vertebral body engagement
surface (14) is positioned opposite of the firstteleral body engagement surface

(12).See, e.gEX1029 at paras. [0010], [0022], [0025], [0026]040030]; and FIG

1; EX1003 at 1 60.
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Baynham discloses that the spinal fusion devid® (& inserted in the
intervertebral space in the insertion mode, showrFIiG. 1 above, to replace
damaged, missing or excised disk material. Thiered¢d position allows the
leading end of the implant to be inserted in a smtdrvertebral space without the
necessity of excising structurally sound bone. E2Q1& [0022]; EX1003 at {1 60-

61.

[1.2] a first implant structure defining the first vertab body
engagement surface and a first angled wedge pothiahis
angled with respect to the first vertebral body &gpement
surface, wherein the first angled wedge portion pgoses a
first inwardly-facing rail and a second inwardlydag rail,
wherein a first inwardly-facing slot is defined atlocation
adjacent the first inwardly-facing rail between tHiest
inwardly-facing rail and the first vertebral bodypgagement
surface, wherein a second inwardly-facing slotefirtkd at a
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location adjacent the second inwardly-facing raehlveen the
second inwardly-facing rail and the first vertebrabdy
engagement surface,

Baynham discloses a first implant structure (1dfjring the first vertebral
body engagement surface (12) and a first angledyev@artion (24) that is angled
with respect to the first vertebral body engagensemtace (12). The first angled
wedge portion engages with first and second raiklaas a corresponding first slot
(26) located adjacent to the first rail betweenfitst rail and the first vertebral body
engagement surface (12) and a corresponding setoin(®26) located adjacent the

second rail between the second rail and the fedebral body engagement surface

(12).See, e.gEEX1029at paras. [0010] and [0025]; and FIGs. 1-2; EX180% 62.

Second rail of first
implant structure

First rail of the
first implant

structure
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Baynham also discloses that the first and secatd &6) of the first implant
structure (11) engage complimentary first and sécaiis (43) of a second implant
structure (42 and 13) to guide movement of the fimplant structure (11) relative
to the second implant structure (42 and 13) to taairthe first and second implant
structure in alignmentSee, e.g.EX1029at [0010], [0025], [0026], and FIGs. 1-2
(shown above); EX1003 at § 62.

A PHOSITA would have understood that the relativevement of the first
and second implant structures along an inclinedepla the angled wedge portion
(24) is not mandated by the facing direction offir& and second rails and slots of
the first implant structure. EX1003 at { 63.

A PHOSITA would have understood that modifying Beeynham reference

to provide the first implant structure with inwayehcing rails and slots is a simple
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and predictable substitution that would involvehiiogg more than an obvious design
choice, yielding the identical function of providirguidance during movement of
the first implant structure relative to the secanglant structure. Therefore, to the
extent that Baynham does not explicitly discloieshimplant structure having first
and second inwardly-facing rails and slots, it wiollave been obvious to a
PHOSITA to modify the first implant structure tovezse the facing direction

(inward verses outward) of the rails and correspandlots.ld. at 19 63-64.

[1.3] wherein the first implant structure defines firsidasecond
opposing side surfaces positioned on opposite sidigke
first vertebral body engagement surface, wherem fihst
implant structure defines an end gap between tis¢ dind
second opposing side surfaces at a first end offitlsé
vertebral body engagement surface,

Baynham discloses that the first implant struciir® has first and second
opposing side surfaces (22 and 23) positioned posite sides of the first vertebral
body engagement surface (12), and an end gap &&ebn the first and second
opposing side surfaces at a first end of the Viestebral body engagement surface.

See, e.gEX1029at para. [0025]; and FIGs. 1-2 (shown below); EX3,Gil § 65.
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End gap (25)

[1.4] wherein the first vertebral body engagement surface
comprises a plurality of ridges extending from thest
vertebral body engagement surface, wherein at lsaste of
the ridges are positioned on the first vertebraldpo
engagement surface on opposite sides of the end gap

Baynham discloses that the first vertebral bodyagement surface (12) has

a plurality of ridges (15 and 16) extending frora fhist vertebral body engagement
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surface (12), at least some of the ridges beingiposd on the first vertebral body
engagement surface on opposite sides of the en(2§apee, e.gEEX1029at para.

[0022] and [0025]; and FIGs 1 and 2 (shown beld®1003 at Y 66.

Ridges

End gap (25)

Ridges
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[1.5] a second implant structure defining a second angledge
portion that comprises a first outwardly-facing Irand a
second outwardly-facing rail that faces outwardly a
direction opposite that of the first outwardly-fagi rail,
wherein a first outwardly-facing slot is definedaatocation
adjacent the first outwardly-facing rail, wherein second
outwardly-facing slot is defined at a location achat the
second outwardly-facing rail, wherein the first ilapt
structure is slidably-engaged with the second impla
structure such that the first angled wedge porgogages the
second angled wedge portion with the first inwaifdlging
rail of the first implant structure positioned irhe first
outwardly-facing slot of the second implant struefuthe
second inwardly-facing rail of the first implantrstture
positioned in the second outwardly facing slothef $econd
implant structure, the first outwardly-facing raif the second
implant structure positioned in the first inwardigeing slot
of the first implant structure, and the second @utily-facing
rail of the second implant structure positionedhe second
inwardly-facing slot of the first implant structyre
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Baynham discloses a second implant structure 14di21&8) defining a second
angled wedge portion that has first and second (d) that face in a direction
opposite to each other and engage a first slohe@fat a location adjacent the first
rail (43) and a second slot defined at a locatidjacent the second rail (43pee,

e.g.,EX1029 at paras. [0010], [0025], and [0026]; an@$-1-2; EX1003 at  67.

The first implant structure (11) is slidably-engdgwith the second implant
structure (42 and 13) such that the first angledgeeportion (24) engages the
second angled wedge portion of the second imptamttsire (42 and 13)See, e.g.,
EX1029at paras. [0010], [0025], and [0027]; and FIGs(s#bwn below); EX1003

at767.

Second angled
wedge portion

Facing slot of
the second

implant
structure

Facing slot of the
second implant
structure
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A PHOSITA would have understood that the relativevement of the first
and second implant structures along an inclinedepta the angled wedge portion
(24) is not mandated by the facing direction offilet and second rails and slots of
the first implant structure or the second implattucture. As noted above, a
PHOSITA would have understood that modifying thgidam reference to provide
a first implant structure with inwardly-facing miband inwardly-facing slots is a
simple and predictable substitution that would Imeonothing more than obvious
design choice that would yield the identical fuantof providing guidance during
movement of the contacting surfaces of the inclipkahes of the first and second
implant structures. This predicable substitutebadqually as applicable to the second
implant structure as it is to the first implantustture and when the modification is
made to the first implant structure it also dritee modification to the second

implant structure. Therefore, to the extent thagriham does not explicitly disclose
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a second implant structure that has first and stoatwardly-facing rails and slots,
it would have been obvious to a PHOSITA to modifg second implant structure
to reverse the facing direction (outward versusardyof the rails and corresponding

slots . EX1003 at | 68.

[1.6] wherein the second implant structure defines tlarall
fourth opposing side surfaces positioned on oppasides of
the second vertebral body engagement surface,

Baynham discloses the second implant structureui2l 3) having third and
fourth opposing side surfaces (48, 49, 31, 32)tposd on opposite sides of the
second vertebral body engagement surface 8eB, e.gEX1029at paras. [0022],

and [0025] to [0028]; and FIGs. 1 and 2 (shown WwldX1003 at I 69.
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[1.7] wherein the second implant [structure] definestfiasd
second tool engagement indentations on the thicdfaarth
opposing side surfaces, respectively, wherein itts¢ énd
second tool engagement indentations are positioned
proximate a proximate end of the second implantcstire,
and

Baynham discloses the second implant [structut2]and 13) defines first
and second indentations on the end wall (36) dreegide of the countersink (63).
See, e.g.EX1029at para. [0028]; and FIGs. 1 and 3 (shown below1®3 at

70.
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First
indentation

\

Second
indentation

While the function of the first and second tooj@agement indentations is not
expressly disclosed in Baynham, a PHOSITA wouldehamderstood that these
indentations could function as tool engagementntatens. Id. at § 70.

To the extent that Baynham does not explicitly ldise first and second tool
engagement indentations on the third and fourtlosipg side surfaces of the second
implant (42 and 13), it would have been obvious RHOSITA as a matter of simple
substitution to modify the implant disclosed to radkie indentations from the end
(36) to the third and fourth opposing side of ttemd implant structure, so that the
first and second tool engagement indentations @sgipned proximate a proximate
end of the second implant structure. Stated anoethgr placement and positioning
of indentations for insertion tool engagement attthiling end of the second implant
is a predictable substitution that does not atfieetfunction of the implantld. at 1

72.
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McLuen discloses an intervertebral expandableample.g. 1500). EX1030

at [0077]; and FIG. 16; EX1003 at ¥ 71.

In McLuen, a positioning screw (1508) is locatedqomate to a proximate
end of implant (1500). EX103@at [0076]; [0077]; and FIG. 16. McLuen discloses
to secure the implant (1500), a user would geneusié a tool such as a screwdriver
to turn screw (1508). McLuen also discloses thegwsdrivers may slip out of place
when performing surgery. Because of the proxinitythe patient’s spine it is
preferable to prevent or at least minimize slippitd, at para. [0076]. To achieve
this, McLuen discloses channels or indentation22)%n opposing sides the
implant to receive a tool. EX1030 at para. [00&6id FIG. 16; EX1003 at § 71.

It would therefore have been obvious to a PHOSId dombine the teachings
of Baynham with McLuen to substitute the indentasialisclosed in Baynham for
the indentations in McLuen, moving the indentatidnem either side of the
countersink (63) to a position proximate a proxengtailing) end of the second

implant structure to provide the disclosed advaat@igprevention or minimization
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of screw driver slippage. This substitution wotdghresent a design choice which
would yield a predictable result with a reasonabipectation of success. EX1003

at 72.

[1.8] wherein the second implant structure defines anistajg
screw hole sized for receiving an adjusting scretwaa
proximal portion of the second implant structurévizeen the
third and fourth side surfaces; and

Baynham discloses that the second implant strectd®2 and 13) has an
adjusting screw hole (61) sized for receiving ajustthg screw (67) at a proximal
portion of the second implant structure (42 anddE&yveen the third and fourth side
surfacesSee, e.g.EX1029at paras. [0028] and [0029]; and FIGs. 1 and 3wsho

below); EX1003 at § 73.
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[1.9] an adjusting screw positioned in the adjusting achele;

Baynham discloses an adjusting screw (67) positiaméhe adjusting screw
hole (61).See, e.gEX1029at paras. [0028] and [0029]; and FIGs. 1 and Jack
screw (67) is inserted through bore (61) engagimg threads in the tube (27).

EX1029 at para. [0029]; EX1003 at  74.

[1.10] a first tool having a first proximal end and a fidistal
end with first and second engagement prongs paositicat
the first distal end and defining an adjusting t@alssage
extending through the first tool from the first prmal end to
the first distal end, wherein the first and secengagement
prongs are sized and positioned to extend intofitise and
second tool engagement indentations of the secopthnt
structure so as to allow the first tool to engadee t
intervertebral expandable implant; and

Although Baynham does not expressly disclose § ®w®HOSITA would
have understood that an insertion tool would bel tisensert the disclosed implant.
EX1003 at 1 75.

Allen discloses a tool that is used to insert amgand an intervertebral
expandable implant in an intervertebral space.emAtliscloses a hollow first tool
(100) having a first proximal end and a first distad with first and second
engagement prongs positioned at the first distdlard an adjusting tool passage
extending through the first tool from the first pimal end to the first distal end. A
tool (102) can be inserted through the insertian (©00). EX1031 at col. 5, lines

5-47; and FIG. 12 (shown below); EX1003 at Y 75.
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A PHOSITA would have understood that the first @ed¢ond engagement
prongs of the insertion tool (100) are sized amsitmmed to extend into the first and
second tool engagement indentations of a strucsueh) as the second implant
structure (42 and 13) of Baynham in combinatiorhviitcLuen, to allow the first

tool to engage the intervertebral expandable inipiX1003 at Y 75.

It would have been obvious to a PHOSITA to usengsoon the tool disclosed
by Allen to engage the first and second tool engesge indentations of the implant
structure disclosed by Baynham in combination Wiiti_uen on placement of the
indentations, to insert the implant into the diplee between adjacent vertebrae .

Id. at 71 76.

[1.11]a second adjusting tool having a second proximelamd
a second distal end with a handle positioned atsbeond
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proximal end, a screw engagement portion positiogieithe
second distal end, and a shaft extending from trelle to

the screw engagement portion, wherein the screw
engagement portion is sized and configured for gngpand
turning the adjusting screw when the screw engageme
portion is engaged with the adjusting screw,

wherein the shaft of the second adjusting toolaedswith a
smaller diameter than that of the adjusting toosgage such
that the second adjusting tool can extend through t
adjusting tool passage of the first tool to engagd turn the
adjusting screw of the intervertebral expandabl@lant to
expand the intervertebral expandable implant whenfirst
and second engagement prongs of the first tookagaged

with the first and second tool engagement indemiiatof the
intervertebral expandable implant.

To the extent that Baynham does not expresslyodisca second adjusting
tool, a PHOSITA would have understood that an d@ojggool would be used to

turn the adjusting screw to expand the implant.1@)3 at  77.

Allen discloses a hollow first tool (100) havin@st proximal end and a first
distal end with first and second engagement prpoggioned at the first distal end
and an adjusting tool passage extending throughrgid¢ool from the first proximal
end to the first distal end. A second adjustirg (©@02) can be inserted through the
insertion tool (100). EX1031 at col. 5, lines 5-4ind FIG. 12 (shown below);

EX1003 at  75.
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A PHOSITA would have understood that the first @ed¢ond engagement
prongs of the insertion tool (100) are sized amsitmmed to extend into the first and
second tool engagement indentations of a strucsueh as the second implant
structure (42 and 13) of Baynham in combinatiorhviitcLuen, to allow the first

tool to engage the intervertebral expandable intplith at 1 75.

Allen discloses that following placement of theplant, the tool (102) has a
handle positioned at a proximal end and a screwagegent portion positioned at a
distal end, the screw engagement position havingrainus defining a hex
configuration that is inserted through the hollowartion tool (100) to engage an
adjusting screw. The tool (102) is used to rotheeddjusting screw to expand the
implant outwardly thereby forcing the ridges/teeththe vertebral engagement

surface into the vertebral body. EX1031 at colirtgs 19-26; EX1003 at Y 76.
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A PHOSITA would have known and understood thahapedic surgical
instruments with cannulated handles bodies, thravghh instruments and devices
could be delivered from the proximal (at the surgeohands) to the distal
(implantation location) intrasurgical sites, werecdommon use the time. Similar
devices were also used in arthroscopic and endassomery. It would have been
obvious to a PHOSITA to combine/use the first wiohllen to position the first and
second engagement prongs of Allen into the first aacond tool engagement
indentations of the second implant structure of riBeym in combination with
McLuen on placement of the indentations, to indegt intervertebral expandable
implant into the disk space between adjacent veateb Then, using the second
adjusting tool of Allen to pass through a cannalthe first tool to drive the adjusting

screw to expand the implant of BaynhdeX1003 at  77.

3. The system of claim 1, and further comprisingumseto facilitate
incorporation into and fusion with the superior andferior
vertebral bodies.

Baynham discloses a spinal fusion device to fatdiincorporation into and
fusion with the superior and inferior vertebral lesd See, e.gEX1029 at para.
[0022]. Baynham also discloses an aperture (2pydwide for bone ingrowth
and/or for receiving bone graft to facilitate indedy fusion. EX1029 at [0014],

[0025] and [0028]; EX1003 at 1 78.
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A PHOSITA would have understood that the apert(@8¥provide a pathway

for bone ingrowth and resulting incorporation amdién with the superior and

inferior vertebral bodiesld. at 1 78.
5. The system of claim 1, wherein the second im@aocture
defines an indentation adjacent the screw hole.

Baynham discloses the trailing end of the seconaant structure has an
end wall (36) with a bore (61). The bore (61) hdarger countersunk bore (63) in
the end wall (36). EX1029 at para. [0028]. Baynlasso discloses the second
implant [structure] (42 and 13) has at least oglemation on the end wall (36) on
either side of the countersink (6%ee, e.gEX1029 at para. [0028]; and FIGs. 1

and 3; EX1003 at  79.

7. The system of claim 1, wherein rotation of tgisting screw
with respect to the second implant structure malkessecond
implant structure with respect to the first implasttucture to
slide the first angled wedge portion with respecthte second

angled wedge portion and expand the interverteéxabndable
implant.

Baynham discloses rotation of the adjusting scf@w with respect to the
second implant structure (42 and 13) moves thenseamplant structure with
respect to the first implant structure (11) toslide first angled wedge portion (24)
with respect to the second angled wedge portiotheofecond implant structure (42

and 13) and expand the intervertebral expandabamh See, e.g.EX1029

at[0030]; and Fig 2; EX1003 at { 80.
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Baynham discloses the spinal fusion device isriadein the disk space
between adjacent vertebrae in the extended positiibtnthe top surface in contact
with the end plate of one vertebra and the bottarfase in contact with the end
plate of an adjacent vertebra. The surgeon tuegtlk screw (67) causing the upper
and lower sections to move along the complementafined plane to shorten the
fusion device and increase the distance betweerenideplates of the adjacent
vertebrae. The adjustment may continue until th&émapn distance between

vertebrae has been reached. EX18PpPara. [0030]; EX1003 at  80.
8. The system of claim 1, wherein the adjustingevgcextends
through a portion of the first implant structureathis larger
than a diameter of the threaded shaft of the atljgsécrew so
as to allow the first implant structure to movehmiespect to
the adjusting screw along a direction normal to thest
vertebral body engagement surface of the firstamiptructure
when the intervertebral expandable implant is exjemh
Baynham discloses that the adjusting screw (6@nels through a portion of
the first implant structure (11) that is large@R9) than a diameter of the threaded
shaft of the adjusting screw (67) so as to allogfthst implant structure to move
with respect to the adjusting screw (67) alongaation normal to the first vertebral
body engagement surface (12) of the first implamticture (11) when the
intervertebral expandable implant is expandgek, e.g.EX1029 at paras. [0022],

[0029], and [0030]; and Fig 1 (shown below); EX1GQJY 81.
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Baynham discloses the threaded tube (29) surrahedsore (60) and extends
toward the bore (61). A jack screw (67) is insette@dugh bore (61) engaging the
threads in the tube (27). As the jack screw (6#yigened, the ramp is drawn toward
the leading end of the implant and the leading erfidise upper and lower sections

slide apart along flanges (65) and (66). EX102%aaa. [0029]; EX1003 at § 81.

[9.1] A method of using the system of claim 1, the rdeteonprising:
connecting the first tool to the intervertebral ardable implant with

the first and second engagement prongs engagedtkéttirst and
second tool engagement indentations;

As discussed above with respect to claim 1, it wdwdve been obvious to a
PHOSITA to use prongs on the tool disclosed bymteengage the first and second

indentations of the implant structure disclosedBaynham in combination with
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McLuen to insert the intervertebral expandable ampinto the disk space between

adjacent vertebrae and to resist torque duringrsar&ation. EX1003 at  82.

[9.2]implanting the intervertebral expandable implantoina disc
space in a lumbar spine via the first tool usingaasforaminal lumbar
interbody fusion (TLIF) approach;

Baynham discloses that it is an objective of theention to teach a posterior
surgical approach for placement of an intervertelengpandable implant for
interbody fusion allowing the implant to be insdrtrough a small incision and
increased in siza.€. expanded) in situ. EX1029 at [0011]; EX1003 &8

Baynham discloses that the implant is insertednrextended thin mode”
between adjacent vertebrae. The adjacent vertebbeaferced apart as the height of
the implant increases. The spinal fusion devicey lha used unilaterally or
bilaterally. EX1029 at para. [0010]; EX1003 at3] 8

A PHOSITA would have understood that when using ttansforaminal
approach, the surgical window is created by exgisifiacet joint to provide access
to the disk space. A PHOSITA would further havelenstood that this narrow
surgical window requires an appropriately shapepgcd&X1003 at § 84.

To the extent that Baynham does not expresslyaisdhe TLIF approach, a
PHOSITA would have understood that both the TLIpBrapch and PLIF (posterior

lumbar interbody fusion) approaches are posterocgdures. A PHOSITA would
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have further understood that the narrow, low pecfikometry of the cage disclosed
by Baynham would be appropriate for use in a TLIecpdure. Further
modifications for use in this application woulddmatter of additional optimization
of the geometry that would not affect the functioihthe invention and would

therefore be an obvious design choice. EX100384t 9

[9.3] extending the second adjusting tool through th&t twol
to engage the adjusting screw of the intervertebrgdandable
implant; and
As discussed above with respect to claim [1.11PHOSITA would have
known and understood that orthopedic surgical umsénts with cannulated
handles/bodies, through which instruments and éswould be delivered from the
proximal (at the surgeon’s hands) to the distap(antation location) intrasurgical
sites, were in common use at the time. Similaras/mwere also used in arthroscopic
and endoscopic surgery. EX1003 at { 85.
It would therefore have been obvious to a PHOSId Aise the first tool of
Allen to position the first and second engagemeongs of Allen into the first and
second tool engagement indentations of the secopléit structure of Baynham in
combination with McLuen, to insert the interveribexpandable implant into the
disk space between adjacent vertebrae. Then, tissngecond adjusting tool of

Allen to pass through a cannula in the first toadtive the adjusting screw to expand

the implant of Baynham. EX1003 at | 85.
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[9.4] expanding the intervertebral expandable implant by
turning the second adjusting tool to turn the atpg screw of
the intervertebral expandable implant.

As discussed above with respect to claim [1.13}0uld have been obvious
to a PHOSITA to use the first tool of Allen to pwsn the first and second
engagement prongs of Allen into the first and sddmol engagement indentations
of the second implant structure of Baynham in coraton with McLuen, to insert
the intervertebral expandable implant into the diskce between adjacent vertebrae.
Then, using the second adjusting tool of Allenas$through a cannula in the first

tool to turn the adjusting screw to expand the anpbf BaynhamEX1003 at  85.

10. A method of using the system of claim 1, thkodeomprising:
connecting the first tool to the intervertebral expable
implant with the first and second engagement prarggaged
with the first and second tool engagement indeonati
implanting the intervertebral expandable implantoira disc
space in a lumbar spine via the first tool using@sterior
lumbar interbody fusion (PLIF) approach; extendthg second
adjusting tool through the first tool to engage thajusting
screw of the intervertebral expandable implant; axganding
the intervertebral expandable implant by turning thecond
adjusting tool to turn the adjusting screw of theervertebral
expandable implant.

As discussed above with respect to claims 1 aitdv@uld have been obvious
to a PHOSITA to combine/use the first tool of Altenposition the first and second
engagement prongs of Allen into the first and sddmol engagement indentations

of the second implant structure of Baynham in coraton with McLuen, to insert
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the intervertebral expandable implant into the diskce between adjacent vertebrae.
Then, using the second adjusting tool of Allen aggthrough a cannula in the first
tool to turn the adjusting screw to expand the anpbf Baynham. EX1003 at  86.
Baynham discloses it is an objective of the inmento teach a posterior
surgical approach for placement of an adjustablespnplant for interbody fusion
allowing the implant to be inserted through a snmadision and increased in size in
situ. EX1029 af0011]; EX1003 at 1 43. A PHOSITA would have ursieod that
the lumbar spine is almost exclusively the locatimrwhich interbody cages are
implanted using a posterior approach. To the éxteat Baynham does not
expressly disclose the posterior lumbar interbodgidn (PLIF) approach, a
PHOSITA would have understood that both the TLIprapch and PLIF approaches
are posterior procedures. Therefore, it would hawen obvious and commonly
known that the posterior approach disclosed by Baym would include PLIF.
EX1003 at  87.
11. A method of using the system of claim 1 tortinges
intervertebral expandable implant into a disc spat@a spine
from an anterior or lateral path, the method consprg:
connecting the first tool to the intervertebral expable
implant with the first and second engagement prarggaged
with the first and second tool engagement indeonati
implanting the intervertebral expandable implantoirthe disc
space via the first tool; extending the second stil)g tool
through the first tool to engage the adjusting scref the
intervertebral expandable implant; and expandinge th

intervertebral expandable implant by turning thecasd
adjusting tool to turn the adjusting screw of theervertebral
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expandable implant.

As discussed above with respect to claims 1 aitadv@uld have been obvious
to a PHOSITA to combine/use the first tool of Altenposition the first and second
engagement prongs of Allen into the first and sddmol engagement indentations
of the second implant structure of Baynham in coratlon with McLuen, to insert
the intervertebral expandable implant into the dizkce between adjacent vertebrae.
Then, using the second adjusting tool of Allen aggthrough a cannula in the first
tool to turn the adjusting screw to expand the anpbf Baynham. EX1003 at  88.

Furthermore, Baynham discloses an embodimentiatgigral brackets on the
upper and lower sections for engaging adjacenebeae. Each bracket has apertures
therethrough for placing bone screws into the ajavertebra. The bone screws
add stability to the implant and provide additioseturity to prevent dislodgement
of the implant under normal activity. EX1029 atgd0031]. The upper section has
a bracket (70) attached to the trailing end wadl sAown, the bracket extends normal
to the top surface (12) in a direction away fromdstractor (42). The lower section
(13) has a bracket (71) attached to the trailirdyweall and extending in the opposite
direction from the lower section. Each bracket (7D), has counter sunk apertures
(72, 73, 74 and 75). Bone screws (76, 77, 78 an@iiinserted into the apertures
and threaded into the vertebrae. EX1029 at pa@8]; and FIGs. 1 and 4 (shown

below). EX1003 at  88.
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A PHOSITA would have understood that certain ennpedts depicted in
Baynham would be typical for a lateral or ante@pproach for an intervertebral
fusion device. For example, a plate structure shioW-1G. 4 would require a larger
surgical window than can be achieved through agpiastapproach and the posterior
elements would obstruct the passage of the brdabketigh surgical window; the
embodiment is for a lateral or anterior approadhis geometry is more typically
used for an anterior or lateral approach. Furth@HOSITA would have understood
that form factor and size of the implant depictedriG. 1 could be further adapted
for use in an anterior application, which wouldsb&mple design choice that would

yield a predictable result. EX1003 at q 89.
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X.  GROUND 2: BAYNHAM IN VIEW OF McLUEN, FURTHER IN

VIEW OF ALLEN AND FURTHER IN VIEW OF SUTCLIFFE

RENDER CLAIMS 21-26 OBVIOUS

As further discussed below, Baynham in view of Mehuand Allen, as
already discussed above, and further in view otCIBig, teach each and every
element and limitation of independent claim 21 dadendent claims 22-26.

As discussed more below, a PHOSITA would have camed the subject

matter recited in claims 21-26 of the ‘268 paternbé¢ obvious.

A. Independent Claim 21

[21.1] A system comprising:

an intervertebral expandable implant having a fivgrtebral body
engagement surface and a second vertebral bodygengent surface
positioned opposite of the first vertebral body aggment surface for
engaging inferior and superior vertebral bodiese timtervertebral
expandable implant comprising:

a first implant structure defining the first vertab body

engagement surface and a first angled wedge pothan is

angled with respect to the first vertebral body apgment
surface, wherein the first angled wedge portiongposes a first
inwardly-facing rail and a second inwardly-facingil; wherein

a first inwardly-facing slot is defined at a loaati adjacent the
first inwardly-facing rail between the first inwdydfacing rail

and the first vertebral body engagement surfacegraih a
second inwardly-facing slot is defined at a locatamjacent the
second inwardly-facing rail between the second mllya

facing rail and the first vertebral body engagemsantface,
wherein the first implant structure defines firstdasecond
opposing side surfaces positioned on opposite sifldwe first
vertebral body engagement surface; and

As discussed above with respect to claim [1.1-Ba}nham discloses all of

these claim element€&£X1003 at § 90.
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[21.2] a second implant structure defining a second anhgle
wedge portion that comprises a first outwardly-feicrail and
a second outwardly-facing rail that faces outwardty a
direction opposite that of the first outwardly-fagi rail,
wherein a first outwardly-facing slot is defined atlocation
adjacent the first outwardly-facing rail, wherein second
outwardly-facing slot is defined at a location ackat the
second outwardly-facing rail, wherein the first ilaupt
structure is slidably-engaged with the second imp#ructure
such that the first angled wedge portion engagessicond
angled wedge portion with the first inwardly-facirggl of the
first implant structure positioned in the first erdly-facing
slot of the second implant structure, the secomémly-facing
rail of the first implant structure positioned imd second
outwardly facing slot of the second implant struefuhe first
outwardly-facing rail of the second implant struetypositioned
in the first inwardly-facing slot of the first ingit structure,
and the second outwardly-facing rail of the secamgblant
structure positioned in the second inwardly-facsigt of the
first implant structure,

As discussed above with respect to claim [1.5B@am discloses all of these
claim elements.EX1003 at  90.
[21.3] wherein the intervertebral expandable implant ckesi
first and second screw guides positioned and cardig) to
guide screws into the superior and inferior vertdbibodies,
wherein at least one of the first and second imip&iructures
defines at least one of the first and second sgwdes,
Baynham discloses in FIGS. 4 (shown below), 5&rah embodiment of the
implant (10) with integral brackets (70), (71) ¢ tupper and lower sections for
engaging adjacent vertebrae. Each bracket hasuapeit72), (73), (74) and (75)

therethrough for placing bone screws (76), (778) @nd (79) into the adjacent
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vertebra. A PHOSITA would have understood the kemmews add primary stability
to the implant and provide additional security tey@ent dislodgement of the implant
under normal activity. EX1029 at para. [0031]; 3@0) and FIGS. 4, 5 and 6;

EX1003 at 7 91.

A PHOSITA would have understood that counter sapkrtures €.g. 72)
serve as screw guides to guide the paths of sareavshe superior and/or inferior
vertebral bodies. EX1003 at  91.

To the extent that Baynham does not explicitlgldise first and second screw
guides positioned and configured to guide screws the superior and inferior
vertebral bodies, a PHOSITA would have understéad modifying the implant
disclosed by Baynham to provide screw guides wdwdde been a well-known
method to achieve enhanced implant stability thihotige predictable solution of

orienting and directing screws into vertebral bedi&X1003 at § 93.
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Sutcliffe discloses an intervertebral implant (1:X1032 at para. [0022];

EX1003 at § 92.

Sutcliffe discloses a lower part (3) that is uniyaiormed with a pair of eyes
(6) having collars (7) defining holes or passa@sath cylindrical inner surfaces
(12) extending at an acute angle of betweera@8 65 to the lower vertebral surface
(10). Cortical screws (9) extend through these €ggand into the lower vertebra
(2) to solidly anchor the lower part (3) to theanbr vertebra (2). FIG. 6 shows how
a similar pair of eyes (6) can be formed on thesngnd part (4) to anchor it to the
superior vertebrald. at para. [0024]; and FIG. 6. One or more threggimg holes
(13) are present in upper and lower parts (3) dhdEX1032 at para. [0023]; and
FIG. 6 (shown above and below). EX1003 at  92.

A PHOSITA would have understood that collars (&fiming holes or

passages (8) serve as first and second screw ghialesonstrain the position and
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direction of screws (9) into the superior and iideintervertebral bodies. EX1003

at 1 92.

A PHOSITA would have understood that Baynham alona view of the
teachings of Sutcliffe would provide screws guidlest would use a well-known
technique to orient and direct screws into suparat/or inferior vertebral bodies
and therefore yield enhanced implant stability wathreasonable expectation of
success. EX1003 at 1 93.

[21.4] wherein the intervertebral expandable implant ferth
comprises an adjusting screw, and wherein the skdmplant

structure defines first and second tool engagenmel@ntations on
opposing side surfaces of the second implant stract

As discussed above with respect to claim [1.7;1i9jvould have been
obvious to a PHOSITA to combine the teachings oyriB@am with McLuen to

modify the position of the indentations disclosed Baynham as disclosed in

McLuen, to opposing side surfaces of the secondamtstructure to provide the
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disclosed advantage of prevention or minimizatiorew driver slippage. EX1003

at 1 94.

[21.5] a first tool having a first proximal end and asfirdistal

end with first and second engagement prongs positiat the
first distal end and defining an adjusting tool page extending
through the first tool from the first proximal end the first

distal end, wherein the first and second engageipremygs are
sized and positioned to extend into the first aadoad tool

engagement indentations of the second implanttsireso as
to allow the first tool to engage the intervertebeapandable
implant; and

As discussed above with respect to claim [1.20}auld have been obvious
to a PHOSITA to use prongs on the tool disclosedlbgn to engage the first and
second tool engagement indentations of the imgaacture disclosed by Baynham
in combination with McLuen to insert the implantdnthe disk space between

adjacent vertebrae and to resist torque duringrsaration. EX1003 at § 95.

[21.6] a second adjusting tool having a second proximal en
and a second distal end with a handle positionetthatsecond
proximal end, a screw engagement portion positioaethe
second distal end, and a shaft extending from #malle to the
screw engagement portion, wherein the screw engeagem
portion is sized and configured for engaging anchifng the
adjusting screw when the screw engagement posiengaged
with the adjusting screw, wherein the shaft of #ezond
adjusting tool is sized with a smaller diameterritinat of the
adjusting tool passage such that the second admigtiol can
extend through the adjusting tool passage of trst fool to
engage and turn the adjusting screw of the intaeleal
expandable implant to expand the intervertebralaexjable
implant when the first and second engagement prafgbe
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first tool are engaged with the first and seconal Bngagement
indentations of the intervertebral expandable inmpla

As discussed above with respect to claim [1.1Matld have been obvious
to a PHOSITA to combine/use the first tool of Allenposition the first and second
engagement prongs of Allen into the first and sddmol engagement indentations
of the second implant structure of Baynham in carabon with McLuen to insert
the intervertebral expandable implant into the diskce between adjacent vertebrae.
Then, using the second adjusting tool of Allen &s$through a cannula in a first
tool to drive the adjusting screw to expand thelanpof Baynham. EX1003 at

96.

22. The system of claim 21, wherein the adjustimmgvs has a
threaded shaft, wherein the second implant strectlefines a
screw hole, wherein the threaded shaft of the ditigscrew is
positioned in the screw hole of the second imp#nicture,
wherein the first implant structure defines a spt is larger
than a diameter of the threaded shaft of the atljgsécrew so
as to allow the first implant structure to movehmiespect to
the adjusting screw along a direction normal to thest

vertebral body engagement surface when the inteiveal

expandable implant is expanded, and wherein ratatb the
adjusting screw with respect to the second imp&inicture
moves the second implant structure with respedhéofirst

implant structure to slide the first angled wedgetion with

respect to the second angled wedge portion and nekjplae
intervertebral expandable implant.

As discussed above with respect to claims [1.8-I79and 8, Baynham

discloses that the second implant structure (4218)dhas an adjusting screw hole

58



(61) sized for receiving an adjusting screw (673 aroximal portion of the second
implant structure (42 and 13) between the third faodith side surfacesee, e.q.,

EX1029 at paras. [0028] and [0029]; and FIGs. EX1003 at § 97.

Baynham further discloses that the jack screw &Tgnds through a portion
of the first implant structure (11) that is lard28) than a diameter of the threaded
shaft to the adjusting screw (67) so as to allosvfitst implant structure to move
respective to the adjusting screw (67) along actloe normal to the first vertebral
body engagement surface when the intervertebrareable implant is expanded.
A PHOSITA would have understood that the first ienglstructure (11) defines a
space (tube 29) which has a length and at leastteop of its diameter (i.e. major
internal thread diameter) that is larger than tlenéter of the adjusting screw (67).

Id.

Baynham discloses that rotation of the adjustimgwq67) with respect to
the second implant structure (42 and 13) movesdoend implant structure with
respect to the first implant structure (11) toelile first angled wedge portion with
respect to the second angled wedge portion andhdxpa intervertebral expandable

implant.See, e.gFEX1029 at para. [0030]; and Fig 2; EX1003 at § 97.

59



23. The system of claim 21, wherein a threadedt sblathe
adjusting screw is threaded around an exterior wimderence
of the threaded shatft.

Baynham discloses a jack screw (67) is inserteauitih bore (61) engaging
the threads in the tube (29). As the jack screw (®tightened, the ramp is drawn
toward the leading end of the implant and the leg@inds of the upper and lower
sections slide apart along flanges (65) and (&6§1029 at para. [0029]; and FIG.
3 (shown below). A PHOSITA would have understduat the threads of adjusting
screw (67) are located on the exterior circumfeeenfcthe screw shaft. EX1003 at

1 98.

24. The system of claim 21, wherein a threadedt sifathe
adjusting screw is threaded along substantiallylaléngth of
the threaded shatft.

Baynham discloses threaded tube (29) surroundbdhe (60) and extends

toward the bore (61). A jack screw (67) is insette@dugh bore (61) engaging the
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threads in the tube (27). As the jack screw (6%yitened, the ramp is drawn toward
the leading end of the implant and the leading eridse upper and lower sections
slide apart along flanges (65) and (66). EX1028a&. [0029]; and FIG. 3 (shown
below). A PHOSITA would have understood that theedds of adjusting screw

(67) are along substantially a full length of tlceesv shaft. EX1003 at § 99.

25. The system of claim 21, wherein the secondaimpl
structure defines a first hole having a first celme axis,
wherein the first screw guide has a second cenidixis that
is angled with respect to the first centerline asasas to guide
a first screw into one of the superior and inferiertebral
bodies, and wherein the second screw guide hasird th
centerline axis that is angled with respect to baftthe first and
second centerline axes so as to guide a seconevsate the
other of the superior and inferior vertebral bodies

Baynham discloses that the second implant streidbais a bore (61) that
defines a first centerline axis. FIG. 4 disclosdsgral brackets on the upper and

lower sections for engaging adjacent vertebrae.hEbxacket has apertures
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therethrough for placing bone screws into the ajavertebra. The bone screws
add stability to the implant and provide additioseturity to prevent dislodgement
of the implant under normal activity. EX1029 atgm [0028]; and [0031]; and FIG.
4; EX1003 at 1 100.

In Baynham, each bracket (70), (71) is shown wihnter sunk apertures
(72), (73), (74) and (75). Bone screws (76), ({73) and (79) are inserted into the
apertures and threaded into the vertebrae. EXHbJ3®ara. [0032], and FIG. 4
(shown below). A PHOSITA would have understood tt@inter sunk apertures
(e.qg.72) serve as screw guides to guide the pathsrefvsanto the superior and/or

inferior vertebral bodies. EX1003 at § 100.

Sutcliffe discloses an intervertebral expandaglant (1). EX1032 at para.
[0022]. Sutcliffe discloses a lower part (3) istanily formed with a pair of eyes (6)

having collars (7) defining holes or passages (&) wylindrical inner surfaces (12)
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extending at an acute angle of between&fd 65 to the lower vertebral surface
(10). Cortical screws (9) extend through these €éggsaind into the lower vertebra
(2) to solidly anchor the lower part (3) to theanbr vertebra (2). FIG. 6 shows how
a similar pair of eyes (6) can be formed on theangnd part (4) to anchor it to the
superior vertebra. EX103#& para. [0024]; and FIG. 6. One or more througimgo
holes (13) are present in upper and lower partarid)(4).ld. at para. [0023]; and
FIG. 6 (shown below). Sutcliffe teaches that ttsmfiguration with the screws
angled is particularly advantageous because it @emaccommodating for
implantation, particularly at the lower end of thertebrae above the sacral
vertebrae. EX1032 at para. [0010]. EX1003 atf 10

A PHOSITA would have understood that collars (&fiming holes or
passages (8) serve as screw guides that constegnosition and direction of screws
(9) into the superior and inferior vertebral bodi€sirther, a PHOSITA would have
understood that one or more through-going hole$ i@Baynham define a first
centerline axis and the upper and lower collarsd@f)ne first and second screw
guides with centerline axes at mutual angles th e#twer and to the first centerline
axis. EX1003 at 1 102.

A PHOSITA would have understood that the integiew guides disclosed
by Sutcliffe provide equivalent function to the tkats and screws disclosed by

Baynham. Further, a PHOSITA would have understibad the recessed screw
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heads disclosed by Sutcliffe offer advantages coeap#o a bracket and screw.
Particularly, relocating and recessing the screwadbeas disclosed in Sutcliffe
eliminates the presence of prominent hardware enatiterior vertebral surface.
Recessing the screw heads can help prevent ontafithe overlying muscle tissue
and/or neighboring anatomic structures such asgbphagus (in the case of cervical
cages) and/or the neighboring aorta and/or inferemia cava (in the case of thoracic
or lumbar cages). A PHOSITA would have understdioetefore, that it is desirable
to eliminate the presence of prominent hardward?HOSITA would have further
understood that the use of screws that are angtede@gpect to each other provides
a higher pullout strength of the construct compaogokrallel screw configurations.

EX1003 at 1 103.

64



26. A method of using the system of claim 21 terinthe
intervertebral expandable implant into a disc spafta spine
from an anterior or lateral path, the method consprg:

connecting the first tool to the intervertebral arpable
implant with the first and second engagement praemgaged
with the first and second tool engagement indeorat|

implanting the intervertebral expandable implantoirthe disc
space via the first tool;

extending the second adjusting tool through thst fiool to
engage the adjusting screw of the intervertebradaexiable
implant; and

expanding the intervertebral expandable implantlping the
second adjusting tool to turn the adjusting screfv tle
intervertebral expandable implant.

As discussed above with respect to claim [1.1Q41.it would have been
obvious to a PHOSITA to combine/use the first wicAllen to position the first and
second engagement prongs of Allen into the first aacond tool engagement
indentations of the second implant structure of riBeym in combination with
McLuen, to insert the intervertebral expandablelanpinto the disk space between
adjacent vertebrae. Then, using the second aaijustol of Allen to pass through a

cannula in afirst tool to drive the adjusting scte expand the implant of Baynham.

EX1003 at 1 104.

Furthermore, Baynham discloses an embodimentintiéigral brackets on the
upper and lower sections for engaging adjacentlbeae. Each bracket has apertures

therethrough for placing bone screws into the ajavertebra. The bone screws
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add stability to the implant and provide additioseturity to prevent dislodgement
of the implant under normal activity. EX1029 atad0031]. EX1003 at  105.
The upper section has a bracket (70) attachedetdr#iling end wall. As

shown, the bracket extends normal to the top sarfa2) in a direction away from
the distractor (42). The lower section (13) hasazket (71) attached to the trailing
end wall and extending in the opposite directieamfithe lower section. Each bracket
(70), (71) is shown with counter sunk apertures),(723), (74) and (75). Bone
screws (76), (77), (78) and (79) are inserted théoapertures and threaded into the

vertebrae. EX1029 at para. [0032]; and FIG. 4\{shbelow). EX1003 at  105.

A PHOSITA would have understood that certain enninedts depicted in
Baynham would be typical for a lateral or ante@pproach for an intervertebral
fusion device. For example, a plate structure shioW-1G. 4 would require a larger

surgical window than can be achieved through agpiastapproach and the posterior
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elements would obstruct the passage of the brabketigh surgical window; the
embodiment is for a lateral or anterior approadhis geometry is more typically
be used for an anterior or lateral approach. Rurth PHOSITA would have
understood that form factor and size of the impthapgicted in FIG. 1 (shown above)
could be further adapted for use in an anteriofiegmon, which would be a simple

design choice that would yield a predictable reti#t1003 at { 106.

XI.  THIS PETITION SHOULD NOT BE DISCRETIONARILY DEN IED

Patent Owner may argue that this Petition shouldliberetionarily denied
under 35 U.S.C. § 314(a) in view of the Pendingghiion, based oNHK Spring
and its progeny. Any such argument by Patent Owheuld be rejected for several
reasons.

First, Lex Machina reports that the median numidedays to trial in the
EDPA for patent cases is 867 days. EX 1036. Témding Litigation however
involves eight asserted patents, one hundred arg-time asserted claims and
twenty three accused products. The Pending Litigateeds to go through full fact
discovery, Markman, expert discovery, summary judgimand trial. This will
require significantly more than the median of 8@ysito address the number of

claims and products, not to mention the Pendingditon enters the queue behind

> NHK Spring Co. v. Intri-Plex Techs., IntPR2018-00752, Paper 8 (PTAB Sept.
12, 2018).
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all other cases that are on Judge Goldberg’s dpekeh those subsequently filed,
and at a time when many cases are delayed becBGEBMD-19. The expectation
is for a trial date in 2022/2023.

Second, the most likely scenario is that a fina@iglen will issue before and
perhaps well before trial in the EDPA. Any app&fea final decision would, at best,
overlap with any appeal of the District Court demis The Federal Circuit may
consolidate such appeals, and enable the decisittmisaBoard to impact the final
outcome of the District Court case. Either wayy ammand from appeal to the
EDPA would delay the conclusion of the District @oaction by years.

Third, Congressional intent militates against dddonary denial. Through 35
U.S.C. 8 315(b), Congress established a one-ye#o ke a petition for inter parties
review after service of a complaint. In so doingn@ress was intending to “afford
defendants a reasonable opportunity to identifyiamterstand the patent claims that
are relevant to the litigation.” 157 Cong. Rec. 3%4daily ed. Sept. 8, 2011).
Indeed, as is the case here, “[h]igh-technologymames . . . are often sued by
[patent owners] asserting multiple patents witlgéganumbers of vague claims,
making it difficult to determine in the first fewanths of the litigation which claims
will be relevant and how those claims are allegeddad on the defendant's

products.” Id. Thus, it would be unfair—and in clemntravention of legislative

® Globus intends on filing a Motion for Stay in tRending Litigation.
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intent—to refuse Petitioner access to the effiaenhmtended through this forum.
Xll. CONCLUSION

Petitioner has demonstrated in this Petition thatChallenged Claims are
unpatentable. Petitioner, therefore, respectfltyuests institution of an IPR of the

‘268 patent.

Dated: July 20, 2020 By: _ / George D. Moustakas /

George D. Moustakas, Reg. No. 44,425
(gdmoustakas@hdp.com)

David P. Utykanski, Reg. No. 39,052
(dutykanski@hdp.com)

Harness, Dickey & Pierce, PLC

5445 Corporate Dr., Suite 200

Troy, Ml 48098

Telephone: (248) 641-1600

Facsimile: (248) 641-0270

Attorneys for Petitioner,
Globus Medical, Inc.
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The undersigned hereby certifies that this Petitomplies with the word

count limitations of 37 CFR 8 42.24. This briehtains less than 14,000 words
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Harness, Dickey & Pierce, PLC
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Troy, MI 48098

Telephone: (248) 641-1600

Facsimile: (248) 641-0270

Attorneys for Petitioner,
Globus Medical, Inc.
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David P. Utykanski, Reg. No. 39,052
(dutykanski@hdp.com)

Harness, Dickey & Pierce, PLC

5445 Corporate Dr., Suite 200

Troy, Ml 48098

Telephone: (248) 641-1600

Facsimile: (248) 641-0270

Attorneys for Petitioner,
Globus Medical, Inc.
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