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Claim 1

1[pre]

A method of preloading a bone compression device for subsequent
application of the bone compression device to bones,

1[pre][i]

the bone compression device including an elongated resilient
member having an unloaded configuration wherein the elongated
resilient member has either a bent or a straight shape, the elongated
resilient member further having a loaded configuration wherein the
elongated resilient member has the other of the bent or the straight
shape, the method comprising:

1[a]

moving bone anchor receiving portions of the bone compression
device relative to each other from a first configuration of the bone
anchor receiving portions to a second configuration of the bone
anchor receiving portions, the moving of the bone anchor receiving
portions causing the elongated resilient member to shift from the
unloaded configuration to the loaded configuration; and

1[b][i]

after moving the bone anchor receiving portions to the second
configuration thereof, connecting at least one restraint to a body
which is connected to one of the bone anchor receiving portions, the
body being separate and distinct from the at least one restraint and
the one bone anchor receiving portion,

1[b][ii]

to inhibit the bone anchor receiving portions from moving from the
second configuration back toward the first configuration thereof
which keeps the elongated resilient member from shifting from the
loaded configuration back toward the unloaded configuration

Claim 2

2

The method of claim 1, wherein moving the bone anchor receiving
portions relative to each other includes increasing a distance between
the bone anchor receiving portions.

Claim 3

3[a]

The method of claim 1, further comprising engaging a tool with one
of the bone anchor receiving portions; and

3[b]

moving the bone anchor receiving portions relative to each other
includes using the tool to move the one bone anchor receiving portion
relative to the other bone anchor receiving portion.

Claim 4

4[a]

‘ The method of claim 1, further comprising engaging tools with the
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bone anchor receiving portions; and

4[b]

moving the bone anchor receiving portions relative to each other
includes using the tools to move the bone anchor receiving portions
relative to each other.

Claim 5

S[pre]

A method of preloading a bone compression device for subsequent
application of the bone compression device to bones,

S[pre][i]

the bone compression device including an elongated resilient
member having an unloaded configuration wherein the elongated
resilient member has either a bent or a straight shape, the elongated
resilient member further having a loaded configuration wherein the
elongated resilient member has the other of the bent or the straight
shape, the method comprising:

5[a]

moving bone anchor receiving portions of the bone compression
device relative to each other from a first configuration of the bone
anchor receiving portions to a second configuration of the bone
anchor receiving portions, the moving of the bone anchor receiving
portions causing the elongated resilient member to shift from the
unloaded configuration to the loaded configuration; and

5[b]

after moving the bone anchor receiving portions to the second
configuration thereof, applying at least one restraint to inhibit the
bone anchor receiving portions from moving from the second
configuration back toward the first configuration thereof which
keeps the elongated resilient member from shifting from the loaded
configuration back toward the unloaded configuration;

5[c]

wherein moving the bone anchor receiving portions relative to each
other includes reconfiguring first and second portions of the
elongated resilient member between a first configuration wherein the
first and second portions extend transversely to each other and a
second configuration wherein the first and second portions are
coaxial with each other.

Claim 6

6[pre]

A method of preloading a bone compression device for subsequent
application of the bone compression device to bones,

6[pre][i]

the bone compression device including an elongated resilient
member having an unloaded configuration wherein the elongated

resilient member has either a bent or a straight shape, the elongated

111
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resilient member further having a loaded configuration wherein the
elongated resilient member has the other of the bent or straight
shape, the method comprising:

6[a]

moving bone anchor receiving portions of the bone compression
device relative to each other from a first configuration of the bone
anchor receiving portions to a second configuration of the bone
anchor receiving portions, the moving of the bone anchor receiving
portions causing the elongated resilient member to shift from the
unloaded configuration to the loaded configuration;

6[b]

after moving the bone anchor receiving portions to the second
configuration thereof, applying at least one restraint to inhibit the
bone anchor receiving portions from moving from the second
configuration back toward the first configuration thereof which
keeps the elongated resilient member from shifting from the loaded
configuration back toward the unloaded configuration;

6[c]

engaging a first tool with one of the bone anchor receiving portions
and engaging a second tool with the other of the bone anchor
receiving portions; and

6[d]

moving the bone anchor receiving portions relative to each other
includes using the tools to move the bone anchor receiving portions
relative to each other.

Claim 7

T[pre]

A method of preloading a bone compression device for subsequent
application of the bone compression device to bones,

[pre][i]

the bone compression device including an elongated resilient
member having an unloaded configuration wherein the elongated
resilient member has either a bent or a straight shape, the elongated
resilient member further having a loaded configuration wherein the
elongated resilient member has the other of the bent or the straight
shape, the method comprising:

7[a]

moving bone anchor receiving portions of the bone compression
device relative to each other from a first configuration of the bone
anchor receiving portions to a second configuration of the bone
anchor receiving portions, the moving of the bone anchor receiving
portions causing the elongated resilient member to shift from the
unloaded configuration to the loaded configuration; and

7[b]

after moving the bone anchor receiving portions to the second
configuration thereof, applying at least one restraint to inhibit the

v
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bone anchor receiving portions from moving from the second
configuration back toward the first configuration thereof which
keeps the elongated resilient member from shifting from the loaded
configuration back toward the unloaded configuration;

7[c]

providing a tool having a distal end portion configured to be
connected to the bone compression device, the tool having a cannula
sized to permit a bone screw to be advanced therethrough and into
an opening of one of the bone anchor receiving portions.

Claim 8

8[pre]

A method of applying a bone compression device to bones,

8[pre][i]

the bone compression device including bone anchor receiving
portions and an elongated resilient member, the bone anchor
receiving portions having a first configuration which places the
elongated resilient member in an unloaded configuration wherein the
elongated resilient member has either a bent or a straight shape, the
bone anchor receiving portions having a second configuration which
places the elongated resilient member in a loaded configuration
wherein the elongated resilient member has the other of the bent or
straight shape, the method comprising:

8[a]

positioning the bone compression device against the bones with the
bone anchor receiving portions in the second configuration and the
elongated resilient member in the loaded configuration;

8[b]

permitting at least one restraint to hold the bone anchor receiving
portions in the second configuration, the holding of the bone anchor
receiving portions in the second configuration maintaining the
elongated resilient member in the loaded configuration;

8[c]

driving shanks of bone screws through opening of the bone anchor
receiving portions of the bone compression device and into
engagement with the bones; and

8[d][i]

disconnecting the at least one restraint from a body connected to one
of the bone anchor receiving portions, the body being separate and
distinct from the at least one restraint and the one bone anchor
receiving portion,

8[d][ii]

to permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration and urge the bone
anchor receiving portions of the bone compression device from the
second configuration back toward the first configuration.
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Claim 9

9 The method of claim 8, wherein removing the at least one
restraint to permit the elongated resilient member to shift from the
loaded configuration toward the unloaded configuration includes
decreasing a distance between the bone anchor receiving portions.

Claim 10

10 The method of claim 8, wherein removing the at least one restraint to

permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration includes changing an
angle between two straight portions of the elongated resilient
member.

Claim 11

11 The method of claim 8, wherein the bone anchor receiving portions
each have a through opening for receiving a bone screw and a central
axis of the through opening, the bone compression device including a
longitudinal axis intersecting the central axes of the through opening
when the bone anchor receiving portions are in the first configuration
and the second configuration.

Claim 12

12 The method of claim 8 wherein permitting the at least one restraint to

hold the bone anchor receiving portions in the second configuration
includes permitting the at least one restraint to extend intermediate the
bone anchor receiving portions and removing the at least one restraint
includes removing the at least one restraint from being intermediate
the bone anchor receiving portions.

Claim 13

13

The method of claim 8 further comprising seating heads of the bone
screws against unthreaded surfaces of the bone anchor receiving
portions.

Claim 14

14[pre]

A method of applying a bone compression device to bones,

14[pre][i] | the bone compression device including bone anchor receiving

portions and an elongated resilient member, the bone anchor
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receiving portions having a first configuration which places the
elongated resilient member in an unloaded configuration wherein
the elongated resilient member has either a bent or a straight shape,
the bone anchor receiving portions having a second configuration
which places the elongated resilient member in a loaded
configuration wherein the elongated resilient member has the other
of the bent or straight shape, the method comprising:

14[a]

positioning the bone compression device against the bones with the
bone anchor receiving portions in the second configuration and the
elongated resilient member in the loaded configuration;

14[b]

permitting at least one restraint to hold the bone anchor receiving
portions in the second configuration, the holding of the bone anchor
receiving portions in the second configuration maintaining the
elongated resilient member in the loaded configuration;

14[c]

driving shanks of bone screws through opening of the bone anchor
receiving portions of the bone compression device and into
engagement with the bones; and

14[d]

removing the at least one restraint to permit the elongated resilient
member to shift from the loaded configuration toward the unloaded
configuration and urge the bone anchor receiving portions of the
bone compression device from the second configuration back
toward the first configuration;

14[e]

wherein driving shanks of bone screws through openings of the
bone anchor receiving portions includes advancing one of the bone
screws through a cannula of a tool connected to the bone
compression device.

Claim 15

15 [pre]

A method of applying a bone compression device to bones,

15 [pre][i]

the bone compression device including bone anchor receiving
portions having a first configuration which places the elongated
resilient member in an unloaded configuration wherein the
elongated resilient member has either a bent or a straight shape,
the bone anchor receiving portions having a second configuration
which places the elongated resilient member in a loaded
configuration wherein the elongated resilient member has the
other of the bent or straight shape,

15[pre][ii]

wherein at least one restraint holds the bone anchor receiving
portions in the second configuration which maintains the

vii
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elongated resilient member in the loaded configuration the
method comprising:

15][a] positioning the bone compression device against the bones with
the bone anchor receiving portions in the second configuration
and the elongated resilient member in the loaded configuration;

15[b] driving shanks of bone screws through opening of the bone
anchor receiving portions of the bone compression device and into
engagement with the bones; and

15[c] removing the at least one restraint to permit the elongated resilient
member to shift from the loaded configuration toward the
unloaded configuration and urge the bone anchor receiving
portions of the bone compressions device from the second
configuration back toward the first configuration;

15[d] wherein the elongated resilient member has first and second
portions extending transversely to each other with the elongated
resilient member in one of the loaded configuration and the
unloaded configuration; and

15[¢] wherein the first and second portions of the elongated resilient
member are coaxial with each other with the elongated resilient
member in the other of the loaded configuration and the unloaded
configuration.

Claim 16

16 The method of claim 15, wherein removing the at least one restraint to

permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration includes decreasing a
distance between the bone anchor receiving portions.

Claim 17

17 The method of claim 15, wherein removing the at least one restraint to

permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration includes changing an
angle between the first and second portions of the elongated resilient
member.

Claim 18

18 The method of claim 15, wherein the bone anchor receiving portions

each have a through opening for receiving a bone screw and a central
axis of the through opening, the bone compression device including a

viii
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longitudinal axis intersecting the central axes of the through opening
when the bone anchor receiving portions are in the first configuration
and the second configuration.

Claim 19

19 The method of claim 15 wherein permitting the at least one restraint to
hold the bone anchor receiving portions in the second configuration
includes permitting the at least one restraint to extend intermediate the
bone anchor receiving portions and removing the at least one restraint
includes removing the at least one restraint from being intermediate the
bone anchor receiving portions.
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I. INTRODUCTION

Treace Medical Concepts, Inc. (“Petitioner”) requests inter partes review of
U.S. Patent No. 10,932,833 (Ex.1001, the “’833 Patent™) and cancellation of claims
1-19. This Petition presents new art and arguments that were not previously
considered by the Office.

A. The 833 Patent

The 833 Patent is directed to “a shape-retentive bone plate with an initial,
unflexed configuration and ... may be shifted to the flexed configuration and
secured to bones using bone screws of the bone compression device.” Ex.1001,
Abstract. The *833 Patent explains that “[o]nce the bone plate has been secured to
the bones, the bone plate returns toward its unflexed configuration which compresses
the bones.” Id. Annotated versions of Figures 11 and 12 from the ’833 Patent are

provided below.
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Annotated Figures 11 and 12 above show bone plate 12 (teal) with its intermediate
portion 20 deformed from its unflexed (unloaded) condition (Fig. 11) to its flexed
(loaded) condition (Fig. 12) using manipulators 17, 19 (pink). Ex.1002 9918-19.

During examination, the Office rejected original claims 1, 2, 4, 5, 8-10, 12,
and 13, but indicated claims 3, 6, 7, and 11 as allowable if rewritten in independent
form. Ex.1004, 21-24. In response, Applicant amended claims 1, 3, 68, and 11 to
accept allowable subject matter. Ex.1004, 6-18. Applicant further added new claims
14—-19 based on the allowable subject matter. /d.

Accordingly, the prosecution history was brief and did not involve any

substantive distinction over the type of implant/inserter system relied upon in this
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Petition.

B. Identification of Challenge Pursuant to 37 C.F.R. § 42.104(b)

Claims 1-19 are unpatentable on the following grounds:

Ground | Reference(s) Claims | Basis
1 Hartdegen' 1-19 §102
2 Hartdegen, Orbay? 1-19 §103

Petitioner submits the Declaration of Daniel C. Farber, M.D. Ex.1002 (“Farber
Declaration™).

II. LEVEL OF ORDINARY SKILL IN THE ART

The ’833 Patent claims recite methods of preloading a bone compression
device and applying a bone compression device to bones. See Ex.1001, 11:43-16:30.
The ’833 Patent states that ““a bone compression device 10 is provided having a bone
plate 12 with a body 14 for being secured to bones with bone anchors, such as bone
screws 16.” Id. at 3:45-60.

Accordingly, a person of ordinary skill in the art would have included (1) a
physician with a medical degree and at least 3 years of experience performing
surgery using fixation devices including bone plates to compress bone or other

biological elements, (i) an engineer with a bachelor’s degree in mechanical or

1'US 2017/0196604 A1 (Ex.1005, “Hartdegen™).
2US 2009/0281543 A1 (Ex.1008, “Orbay”)
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biomedical engineering and at least 3 years of experience designing surgical fixation
devices and related installation mechanisms, or (iii) a collaborative team combining
such clinical and engineering expertise. Nevertheless, the definition of a POSA
provided by Petitioner should not affect the outcome of the institution decision.
Ex.1002 9920-21.

III. CLAIM CONSTRUCTION

In an inter partes review, a claim “shall be construed using the same claim
construction standard that would be used to construe the claim in a civil action under
35 U.S.C. [§] 282(b).” 37 C.F.R. § 42.100(b). Under this standard, claims “are
generally given their ordinary and customary meaning,” as understood by a person
of ordinary skill. Phillips v. AWH Corp., 415 F.3d 1303, 1312—-13 (Fed. Cir. 2005)
(citation omitted). Only those terms in controversy need to be construed, and only
to the extent necessary to resolve the controversy. Realtime Data LLC v. lancu, 912
F.3d 1368, 1375 (Fed. Cir. 2019).

For each term below, Petitioner does not attempt to construe the full metes
and bounds of the term. Instead, Petitioner construes the terms only to the extent
necessary to resolve the controversy.

A.  “bone compression device including an elongated resilient member”
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Each of the independent claims recites a “bone compression device including
an elongated resilient member” having an unloaded configuration and a loaded
configuration.

The *833 Patent describes “a bone compression device 10 . . . having a bone
plate 12 with a body 14 for being secured to bones with bone anchors, such as bone

screws 16,” shown in annotated Figure 1 below. Ex.1001, 3:45-47.

A0
46 .
THRRY

The *833 Patent explains that the bone plate 12 (teal) “is made entirely or partially
of a shape retentive material that permits elastic deformation of the bone plate 12

[which] resiliently biases the bone screws 16 and bones connected thereto together
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once the bone plate 12 has been implanted on the bones.” /d. at 3:47-52.

Accordingly, consistent with the 833 Patent specification, a bone plate
having an elongate body which is made entirely or partially of a shape retentive
material that permits elastic deformation of the bone plate is a bone compression
device including an elongated resilient member. Ex.1002 9922-24.

B. “body” and “tool”

Claim 1 recites “connecting at least one restraint to a body which is connected
to one of the bone anchor receiving portions, the body being separate and distinct
from the at least one restraint and the one bone anchor receiving portion.”

Claim 3 depends from claim 1 and recites “engaging a tool with one of the
bone anchor receiving portions” and that “moving the bone anchor receiving
portions relative to each other includes using the tool to move the one bone anchor
receiving portion relative to the other bone anchor receiving portion.”

Claim 8 uses the term “body” in a similar manner as claim 1, reciting
“disconnecting the at least one restraint from a body connected to one of the bone
anchor receiving portions, the body being separate and distinct from the at least one
restraint and the one bone anchor receiving portion.” Claims 4, 6, 7, and 14 use the
term “tool” in a manner similar to claim 3.

The 833 Patent specification identifies tube-like members 17, 19, shown in

Figures 11 and 12 below, as manipulators (pink).
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The *833 Patent explains that “[t]he manipulators 17, 19 are connected to the bone

plate 12 and squeezed together ... which bends the bone plate 12 to the flexed

configuration.” Ex.1001, 4:9—15.

The 833 Patent does not use the term “body” to describe the structure

connected with its restraint or bone plate. Nor does the Patent use the term “tool” to

describe the structure used to move the bone anchor receiving portions of its bone

plate (bone compression device) relative to one another. Rather, as noted above, the

’833 Patent describes the manipulators 17, 19 (pink) as instruments by which a

surgeon flexes/deforms, positions, and fixes the bone plate during the surgical
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procedure.

Accordingly, consistent with the *833 Patent specification, a tubular member
(i.e., the manipulators) used to bend a bone plate is a tool. Ex.1002 4428-30.

The ’833 Patent further explains that “[a] restraint 190 (see FIG. 14) may be
connected to the manipulators 17, 19 to hold the manipulators 17, 19 in the
installation orientation.” Ex.1001, 4:16—18. Annotated versions of Figures 14 and

15 are reproduced below.
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As seen above, the restraint (restraint 190—green) is connected to one end of the tools
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(manipulators 17, 19—pink) and the opposite end of the tools (manipulators 17, 19—
pink) are connected to the bone compression device (bone plate 12—teal) to move
the bone anchor receiving portions of the bone plate relative to one another. Ex.1002
31.

The term “body” was not in the original claims and was added by amendment.
See Ex.1004, 7, 11. During prosecution, the Applicant specifically referenced Figure
14 (seen above), explaining that the manipulators form the recited “body.” See id. at
15—-17 (“The body is separate and distinct from the at least one restraint and the one
bone anchor receiving portion. An example of such an operation is provided in FIG.
14 of the subject application (reproduced below), wherein the restraint 190 is
connected to manipulators 17, 19 which are separate and distinct from the bone plate
12.7).

Consistent with the embodiments described in the 833 Patent, and the
prosecution history, the part of the recited “tool” (i.e., part of the manipulator) that
connects with a restraint and bone plate would have been understood by a POSA as
the recited body. Ex.1002 9432-33.

IV. ASSERTED REFERENCES

A. Hartdegen
Hartdegen is prior art to the 833 Patent at least under 35 U.S.C. §§ 102(a)(2)

and 102(d). Hartdegen published as U.S. Patent Application Publication No.

2017/0196604 on July 13, 2017, from U.S. Application No. 15/324,393, which was
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filed January 6, 2017 as the U.S. national-stage application of PCT/US2015/039551,
filed July 8, 2015, and Hartdegen claims priority to U.S. Provisional Application No.
62/022,811, filed July 10, 2014. See Exs. 1005-1007. The *833 Patent, by contrast,
claims priority to U.S. Provisional Application No. 62/127,609, filed March 3, 2015.
See Ex.1001. Thus, Hartdegen’s provisional filing date (July 10, 2014) predates the
earliest possible effective filing date of the 833 Patent (March 3, 2015).

The Hartdegen provisional lists common inventors for the PCT application
and the national-stage filing. See Exs. 1005-1007. Hartdegen identifies U.S.
Provisional Application No. 62/022,811, filed July 10, 2014, as its priority
application, and the later PCT and U.S. national-stage filings were made within the
applicable priority chain. See Exs. 1005—-1007. To the extent Patent Owner disputes
Hartdegen’s prior-art status, Petitioner’s supporting evidence demonstrates that the
disclosures relied upon in Hartdegen are described in the Hartdegen provisional. See
Ex.1002 9934-38.

The Hartdegen provisional (Ex.1007) provides support for at least one of the
claims from the Hartdegen publication (Ex.1005). For example, the Hartdegen
provisional (Ex.1007) includes a claim (claim 1 on page 17) that is almost identical
to claim 1 of the Hartdegen publication (Ex.1005). Ex.1002 937. The provisional

provides further support for published claim 1 as indicated in the table below.

Published Claim Provisional Support

10
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1. An assembly for delivering an

implant to a surgical site for

osteosynthesis comprising:

See, e.g., Ex.1007, 3-5, 9—11

an implant having a first configuration
when it is releasably attached to a
delivery instrument and a second
configuration when it is not attached to

the delivery instrument,

See, e.g., Ex.1007, 3-5, 9-11, FIG. 4
(first configuration), FIGS. 8 and 9

(second configuration)

the implant or a portion thereof being
comprised of a material that allows the

implant to have multiple configurations,

See, e.g., Ex.1007, 34, 10-11

the implant having two or more than two

means for fixation to a bone and

See, e.g., Ex.1007, 10-11

having means for engaging the delivery
instrument, or the delivery instrument
having means for engaging the implant,
or both the implant and delivery
instrument having means for engaging

one another,

See, e.g., Ex.1007, 10-11

wherein the means for engaging do not
impede the placement of the implant

onto the bone.

See, e.g., Ex.1007, 9

The relied-upon Hartdegen disclosures are supported nearly verbatim by the

Hartdegen provisional. Compare, e.g., Ex.1005 111 (“the inserter 100 has two tube

members 102a and 102b that allow the bone to be prepared through the internal

11
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diameters 106 . .. The two independent tubes are held in relative position to each
other by clip 110”) with Ex.1007, 9 (same disclosure in nearly identical language).
The same is true of the disclosures relied upon at Ex.1005 997, 110, 112—-117, and
125-126, each of which is supported by the corresponding pages of Ex.1007 (pp. 3—
4, 9-14). Dr. Farber confirms that a POSA reviewing the Hartdegen provisional
would understand it to disclose, in the manner required by 35 U.S.C. § 112(a), each
of the foregoing teachings relied upon in this Petition. Ex.1002 9934-38.

The system disclosed in the *833 Patent, a multi-configuration bone implant
held by instrumentation during fixation to bones and then released to apply
compression to the bones, was already disclosed by Hartdegen. Ex.1002 939. This

concept 1s illustrated below in annotated Figs. 11-12 of the *833 Patent.

12
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The same concept is illustrated below in Figures 1E and 2B of Hartdegen®. Ex.1002

q39.

3 The cited figures from Ex.1005 and Ex.1007 are materially identical. Compare Ex.1005,
Figures 1-31 with Ex.1007, Figures 1-31. Unless otherwise noted, citations or references in this
Petition to an Ex.1005 figure number apply equally to the same-numbered figure in Ex.1007.
The provisional’s written description likewise extends through the disclosure corresponding to
Figure 31 using materially identical language. See, e.g., Ex.1005 47 110-117, 125-126;

Ex.1007, 3-4, 9-14 (same disclosures in nearly identical language).

13
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Hartdegen discloses an osteosynthesis system including a bone plate, bone
screws, and an inserter having two tube members that releasably hold the implant in
a first/deformed configuration (Figure 1E) while bone screws are advanced through
the tube members and into the bone plate. Ex.1005 49111-112; Ex.1007, 9—-10. After
the bone plate is fastened to bone and released from the inserter, the bone plate
assumes another configuration (Figure 2B) that applies compression. Ex.1005
9111-112; Ex.1007, 9-10. Hartdegen further discloses a clip that fixes the tube
members relative to one another, as well as inserter/plate engagement features for
manipulating and maintaining the plate in the first/deformed configuration. Ex.1005

€9111-112; Ex.1007, 9-10; Ex.1002 940.

14
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However, to the extent that Patent Owner may argue that any limitation is
missing from any one embodiment, Hartdegen expressly teaches “[t]he
embodiments described herein may be used in connection with any type of inserter
or fixation device, including but not limited to various bone staples, bone plates, etc.
that have more than one implant configuration where the insertion device does not
interfere with the final placement of the implant.” Ex.1005 4110, Ex.1007, 9. Dr.
Farber confirms that a POSA reviewing Hartdegen’s disclosure would understand
that the individual features and embodiments described throughout Hartdegen are
interchangeable and may be combined with one another, consistent with Hartdegen’s
own statement that its embodiments are not mutually exclusive. Ex.1002 9941-44.
B.  Orbay

Orbay qualifies as prior art under at least 35 U.S.C. § 102(a)(1). Orbay is
directed to a formable bone-plate system for reconstructive bone surgery that
includes a bone plate having screw-receiving nodes separated by deformable
internodes, together with clamps configured to engage those nodes and bend or
contour the plate before, during, or after fixation to bone. Ex.1008 §7. Orbay further
teaches sockets complementary to node engagement sections. /d. 66—67. Orbay
also discloses drill guide holes through the clamp for guiding drilling into bone for
later screw placement, reinforcing that its clamping structures are used in connection

with the screw-receiving plate portions. /d. Accordingly, Orbay teaches devices and

15
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steps similar to those in the ‘833 Patent. Ex.1002 9945-47.

C. Analogous Art

Hartdegen and Orbay are analogous art to the challenged claims of the 833
Patent. Both references are in the same field of endeavor as the 833 Patent (i.e.,
bone plates for orthopedic fixation). The *833 Patent discloses a bone-fixation device
and method in which a bone-engaging implant is held in a first, temporary
configuration for accurate placement adjacent bone and thereafter assumes or is
placed into a second configuration, different from the first, to secure adjacent bone
portions. Ex.1001, Abstract, 1:14—-16; Ex.1002 948.

Hartdegen likewise discloses a bone fixation/osteosynthesis system including
an implant maintained by an inserter in a first configuration for placement on bone,
bone screws, and guide structures for placing the implant on bone and securing it
while the implant is maintained in a loaded configuration. Ex.1005, Abstract;
Ex.1007, 2; Ex.1002 949.

Orbay similarly discloses a formable bone plate system for reconstructive
bone surgery, including screw-receiving nodes and clamping/manipulation
instruments that engage those nodes to bend or contour the plate before, during, or
after fixing the plate to the bones. Ex.1008, Abstract, §7; Ex.1002 §50.

Hartdegen and Orbay are also reasonably pertinent to the problem addressed

by the 833 Patent: how to place and hold a bone-fixation implant in a temporary

16
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configuration suitable for accurate positioning relative to bone, and how to cause or
permit that implant to assume a different configuration relative to the bone. Ex.1001,
1:14-16, 3:45-60; Ex.1002 994647, 51.

Thus, Hartdegen and Orbay are analogous art because they are from the same
orthopedic fixation field and are reasonably pertinent to the same implant-
positioning, plate-manipulation, and screw-fixation problems addressed by the 833
Patent. Ex.1005 qq111-112; Ex.1007, 9-10; Ex.1008 §7; Ex.1002 952.

V. CHALLENGES?

A. Anticipation of Claims 1-19 in view of Hartdegen

1. Claim 1

Hartdegen discloses “[a] method of preloading a bone compression device for
subsequent application of the bone compression device to bones.” Hartdegen
discloses “a fixation system for bones of all types” comprising “an inserter and
implant,” and that such systems are used in “osteosynthesis (bone fusion), wherein
the implant bridges a fracture generating compression [] across the bone members.”
Ex.1005 92; Ex.1007, 1. Hartdegen further discloses that the inserter may be
“preassembled to the implant or affixed to the implant at the time of use.” Ex.1005

96; Ex.1007, 2; Ex.1002 q53.

4 When referencing arguments in another portion of the Petition, it is understood that those
contentions are incorporated into the respective section.

17
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a. Limitation 1[pre]]i]

Hartdegen discloses “the bone compression device including an elongated
resilient member having an unloaded configuration wherein the elongated resilient
member has either a bent or a straight shape, the elongated resilient member further
having a loaded configuration wherein the elongated resilient member has the other
of the bent or the straight shape.”

An annotated version of Hartdegen Figure 3 is reproduced below.

122 1) %

elongated
resilient
member

FIG. 3

Hartdegen discloses that the implant 120 may be a bone plate (bone compression

device—teal) that receives bone screws 130 through corresponding attachment

18
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features 129 (bone anchor receiving portions), seen in the annotated Figure 3 above.
Ex.1005 99111-117, Fig. 3; Ex.1007, 9-10. Hartdegen additionally explains that
“FIG. 3 shows the implant 120 in a possible free-state or implanted-state of the
device” and “shows the implant 120 having an arc or radius 128 while in its second
configuration.” Ex.1005 4117; Ex.1007, 11. “FIG. 3 depicts the implant 120 in its
second configuration” where it is not constrained. Ex.1005 q113; Ex.1007, 10;
Ex.1002 q55.

Hartdegen discloses the bone plate having an unloaded configuration with a
bent shape and a loaded configuration with a straight shape, as seen in annotated

versions of Figures 2B and 1E from Hartdegen, reproduced below.

102b—" | 1020

102b ID‘III-”/ ﬁ-_ [ 104

b

1302 _ ~2130

Nannnnnn o]

bone compression bone compression
device (unloaded) device (loaded)
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Hartdegen explains that “FIGS. 2a, 2b, 2¢ and 2d depict . . . [t]he implant 120 is
shown in a second configuration ... achieved either by the intrinsic mechanical
properties of the material or secondary mechanical manipulation of one or more
areas of the plate.” Ex.1005 q111; Ex.1007, 10. “As shown in FIGS. 1a, 1b, 1d and
le, the inserter 100 is assembled to the implant 120” and ““[t]he implant 120 is shown
in a first configuration that . . . may be flat.” Ex.1005 q111; Ex.1007, 10; Ex.1002
1956-57.

The ’833 Patent describes its bone plate as having a similar initial/unloaded
configuration that is shifted into a loaded configuration for insertion and that returns
toward the unloaded configuration after implantation. See Ex.1001, 4:4-15
(discussing flexed and unflexed configurations, which correspond to the recited
loaded and unloaded configurations); Ex.1002 458.

Accordingly, Hartdegen discloses limitation 1[pre][i].

b. Limitation 1[a]

Hartdegen discloses “moving bone anchor receiving portions of the bone
compression device relative to each other from a first configuration of the bone
anchor receiving portions to a second configuration of the bone anchor receiving
portions, the moving of the bone anchor receiving portions causing the elongated
resilient member to shift from the unloaded configuration to the loaded

configuration.”

20
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As discussed above and illustrated below in annotated Figures 2B and 1E of
Hartdegen, tube members 102a/102b are used to move the bone anchor receiving

portions.

102b—""| 1020
1020 I L~
102 o I e
7
130 1 “2130
19
bone anchor FIG. I E

bone anchor
receiving portions

receiving portions

Hartdegen teaches using tube members 102a, 102b to move the bone anchor
receiving portions relative to each other which shifts its elongated resilient member
(bridge member 124—teal) from the unloaded bent configuration (seen in annotated
Figure 3 below and Figure 2B above) to the loaded straight configuration (seen in

Figure 1E above). Ex.1005 qq111-115; Ex.1007, 9—11; Ex.1002 §960-61.

21
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elongated
resilient
member

FIG. 3

Thus, moving bone anchor receiving portions relative to each other causes the
elongated resilient member to shift from the unloaded configuration to the loaded
configuration. Ex.1005 q[111-115; Ex.1007, 9-11; Ex.1002 962—-63.

Accordingly, Hartdegen discloses limitation 1[a].

c¢. Limitation 1]blli]

Hartdegen discloses “after moving the bone anchor receiving portions to the
second configuration thereof, connecting at least one restraint to a body which is
connected to one of the bone anchor receiving portions, the body being separate and

distinct from the at least one restraint and the one bone anchor receiving portion.”
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Hartdegen’s restraint is shown in annotated Figure 1E below.

restraint
114 ~JI0
11?2 : 112
106~ ANJ06

body
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1302 W “2130
119

FIG. 1E

Hartdegen’s clip 110 (green) is a restraint and is connected to tubes 102a, 102b
(body—pink). Ex.1005 99111-116; Ex.1007, 9—11. Hartdegen explains that its “[c]lip
has ... two engagement pins 112 that “engage the tubes 102a and 102b to hold
them in relative position to each other thereby maintaining the implant 120 in its first
configuration.” Ex.1005 q111; Ex.1007, 9; Ex.1002 964.

The engagement between Hartdegen’s clip 110 and tubes 102a, 102b provides
the claimed “connecting at least one restraint to a body which is connected to one of

the bone anchor receiving portions.” Hartdegen discloses that inserter 100 includes

23
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two independent tube members 102a, 102b (pink) which are held in relative position
to each other by the clip 110 (green), and that the clip 110 includes engagement pins
112 that engage the tubes 102a, 102b to hold them in relative position, thereby
maintaining bone anchor receiving portions in the loaded configuration. Ex.1005
19111-117; Ex.1007, 9—11; Ex.1002 965.

Hartdegen discloses its tube members 102a/102b (body—pink) are connected
to the bone anchor receiving portions via engagement pins 104a and 104b
(engagement features 119—circled in red below), as seen in annotated Figure 1E

below.

24
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Thus, Hartdegen discloses “a body which is connected to one of the bone

anchor receiving portions” because its tubes 102a/102b (body—pink) are connected
to the bone anchor receiving portions via engagement pins 104a/104b being
connected to implant 120 (bone compression device—teal). Ex.1002 966.

Hartdegen further discloses “the body being separate and distinct from the at
least one restraint and the one bone anchor receiving portion.” As discussed above,
Hartdegen discloses that inserter 100 includes “two tube members 102a and 102b”

(pink). Ex.1005 qq111-117; Ex.1007, 9—-11. Each tube member 102a, 102b is a body
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“separate and distinct from the at least one restraint and the one bone anchor
receiving portion” because Hartdegen describes the tubes as separate and distinct
bodies that may be temporarily connected to both the implant and the clip. Ex.1005
19111-117; Ex.1007, 9—11; Ex.1002 q967-68.

To the extent Patent Owner contends that the engagement features 119 are
outside of the bone anchor receiving portions and/or that a direct connection is
required at the bone anchor receiving portions of the implant 120, Hartdegen
expressly states that “[t]he means of attaching the plate to the inserter . . . could occur
anywhere on or around the periphery of the plate.” Ex.1005, q111; Ex.1007, 9. A
POSA would have understood this as disclosing one option for the attachment
location being at the bone anchor receiving portions of the bone plate (e.g., around
the periphery of the bone anchor receiving portions). Ex.1002 969.

Thus, Hartdegen discloses limitation 1[b][1].

d. Limitation 1[b]]ii]

Hartdegen discloses connecting its restraint “to inhibit the bone anchor
receiving portions from moving from the second configuration back toward the first
configuration thereof which keeps the elongated resilient member from shifting from
the loaded configuration back toward the unloaded configuration.”

As discussed above, the claimed “body” is disclosed by at least one of

Hartdegen’s inserter tube members 102a or 102b (pink) and Hartdegen further
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discloses the recited functional result: the restraint (green) inhibits the bone-anchor
receiving portions and elongated resilient member from moving back toward the
unloaded configuration, as seen in annotated Figure 1E below. Ex.1005 qq111-117;

Ex.1007, 9-11; Ex.1002 §71.

restraint
114 U110
12 : 112
106~ AR08
body
T T 100
My L
| S
102b—""| 1020
10—t I 1040
| AT
1302 _ 5 \120 “2130

After the implant’s bone-anchor receiving portions have been moved so implant 120
is in the loaded configuration, clip 110 restrains tube members 102a, 102b and
inhibits the implant’s bone-anchor receiving portions from moving back toward the
unloaded/free-state configuration, and thereby keeps the elongate resilient member

and bone anchor receiving portions of implant 120 from shifting from the loaded
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configuration back toward the unloaded configuration. Ex.1005 9qq111-117;
Ex.1007, 9—11; Ex.1002 q71.

Hartdegen confirms that the restraint inhibits the bone anchor receiving
portions from returning toward the unloaded configuration because it discloses that
removal of restraint (clip 110—green) allows the bone compression device (implant
120—teal) to shift to its unloaded configuration. Ex.1005 q4111-117; Ex.1007, 9—11;
Ex.1002 972.

Stated differently, while clip 110 remains connected to the tube members 102a
and 102b, the clip 110 prevents relative movement of the tube members 102a, 102b
and corresponding bone anchor receiving portions of implant 120, thereby
maintaining implant 120 in the loaded configuration. Ex.1005 §9111-117; Ex.1007,
9-11. Once the clip/restraint is removed, implant 120 is free to shift back toward its
free-state/unloaded configuration, as seen in annotated Figures 1E and 2B below.

Ex.1005 q9111-117; Ex.1007, 9-11; Ex.1002 973.
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Thus, Hartdegen discloses limitation 1[b][ii].

2. Claim 2

Claim 2 depends from claim 1 and recites that “moving the bone anchor
receiving portions relative to each other includes increasing a distance between the
bone anchor receiving portions.”

Hartdegen discloses claim 2 because moving the bone anchor receiving
portions relative to each other includes increasing a distance between the bone
anchor receiving portions. Annotated Figs. 1E and 2B of Hartdegen are shown below

illustrating the different loaded and unloaded configurations.
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As seen above, moving the bone anchor receiving portions relative to each other
from an unloaded configuration to a loaded configuration increases the distance
between the bone-anchor receiving portions. Ex.1005 qq111-117; Ex.1007, 9-11;
Ex.1002 q975-76.

Accordingly, Hartdegen discloses claim 2.

3. Claim 3

Claim 3 depends from claim 1 and further recites “engaging a tool with one
of the bone anchor receiving portions; and moving the bone anchor receiving

portions relative to each other includes using the tool to move the one bone anchor
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receiving portion relative to the other bone anchor receiving portion.”

a. Limitation 3[a]

Hartdegen discloses “engaging a tool with one of the bone anchor receiving

portions,” as seen in annotated Figure 2D below.

bone anchor

receiving
bone anchor portion
receiving
portion

As explained in the construction of “tool” discussed above, Hartdegen’s inserter 100,
including inserter tubes 102a and 102b and engagement pins 104a, 104b, is a “tool”

because the tube members 102a, 102b are tubular members used to bend the implant
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120 (bone compression device—teal) and are engaged with the implant 120. Ex.1002
q78.

Hartdegen discloses engaging a tool (tubes 102a, 102b/engagement pins 104a
and 104b—pink) with a bone-anchor receiving portion of the bone compression
device (implant 120-teal). Hartdegen explains that “[t]he inserter tubes 102a and
102b are . . . engaged in the implant 120 via the engagement pins 104a and 104b.”
Ex.1005 q112; Ex.1007, 10. This engagement causes tubes 102a, 102b to engage
with the bone-anchor receiving portions connected to the portion of the implant
engaged by the tool. Ex.1002 §79.

Hartdegen explains that “FIG. 3 shows one embodiment of the engagement
hole 122 that accepts the engagement pins 104a and 104b of the inserter tube[s] 102a
and 102b.” Ex.1005 9112; Ex.1007, 10; Ex.1002 980. An annotated version of

Figure 3 is provided below.

129

bone anchor
receiving portions

FIG. 3
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As discussed above regarding limitation 1[b][1], to the extent Patent Owner contends
that the engagement features 119 (engagement pins 104a and 104b/engagement
holes 122) are outside of the bone anchor receiving portions and/or a direct
connection is required at the bone anchor receiving portions of the implant 120,
Hartdegen expressly states that “[t]he means of attaching the plate to the inserter . . .
could occur anywhere on or around the periphery of the plate.” Ex.1005 q111;
Ex.1007, 9. A POSA would have understood this as disclosing one option for the
attachment location being at the bone anchor receiving portions of the bone plate
(e.g., around the periphery of the bone anchor receiving portions). Ex.1002 81—
82.
Accordingly, Hartdegen discloses limitation 3[a].

b. Limitation 3[b]

Hartdegen discloses “moving the bone anchor receiving portions relative to
each other includes using the tool to move the one bone anchor receiving portion
relative to the other bone anchor receiving portion,” as seen in annotated Figure 1E

below.

33



IPR2027-00014
Patent 10,932,833

114 M0
mx;r_\ﬁ\}'?

106~ | AN
tool
Iy
U

102b—"" 102a
T 1040
I 0%4 —alAD /‘: bone anchor
! \ receiving
portion
bur::e?;il;or ] 30 2 ] 20 ’—2“] 30
portion = I ] 9 -

As discussed above and illustrated below by annotated Figs. 2D and 1E of
Hartdegen, tube members 102a, 102b (tools—pink) are used to move the bone anchor

receiving portions of implant 120 (bone compression device—teal) relative to each

other. Ex.1002 984.
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Hartdegen explains that “[t]he present invention may have the inserter pre-
assembled to the implant or affixed to the implant at the time of use.” Ex.1005 96;
Ex.1007, 3. A POSA would understand Hartdegen as disclosing pivoting its tubes
102a, 102b (tools/bodies) to flex the implant 120 (bone compression device) at least
when the assembly happens at the time of use. The moving of bone anchor receiving
portions relative to each other is accomplished through the tube members 102a, 102b
(tools—pink), which causes the implant 120 (teal) to shift from the unloaded
configuration (Figure 2D) to the loaded configuration (Figure 1E). Ex.1005 §4111-
115; Ex.1007, 9-11; Ex.1002 485.

Accordingly, Hartdegen discloses limitation 3[b].

4. Claim 4

Claim 4 is substantially the same as claim 3 but recites “engaging tools with
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the bone anchor receiving portions” (limitation 4[a]) and “moving the bone anchor
receiving portions relative to each other includes using the tools to move the bone
anchor receiving portions relative to each other” (limitation 4[b]).

Claim 4 recites plural “tools” engaged with the bone-anchor receiving
portions, whereas claim 3 recites engaging “a tool” with one of the bone-anchor
receiving portions. As seen in the annotated Figures 1E and 2D provided above in
connection with claim 3, Hartdegen includes multiple tools for the same reasons
discussed above for claim 3. Hartdegen discloses a first tool (tube member 102a—
pink) and a second tool (tube member 102b—pink). Ex.1002 487.

Accordingly, Hartdegen discloses claim 4.

5. Claim 5

Claim 5 is an independent claim reciting “[a] method of preloading a bone
compression device for subsequent application of the bone compression device to
bones,” like claim 1. Hartdegen discloses such a method for the reasons discussed
above regarding claim 1. See §V.A.1.

a. Limitation S[pre]]i]

Limitation 5[pre][i] is the same as limitation 1[pre][i]. See §V.A.1.a.

b. Limitation 5]a]

Limitation 5[a] is the same as limitation 1[a]. See §V.A.1.b.
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c¢. Limitation 5[b]

Limitation 5[b] recites “after moving the bone anchor receiving portions to
the second configuration thereof, applying at least one restraint to inhibit the bone
anchor receiving portions from moving from the second configuration back toward
the first configuration thereof which keeps the elongated resilient member from
shifting from the loaded configuration back toward the unloaded configuration.”

Limitation 5[b] corresponds to limitations 1[b][i] and 1[b][ii], except that
claim 5 uses the term “applying” the restraint, whereas claim 1 recites “connecting”
the restraint. The terms “applying” and “connecting” have the same operative
meaning in this context, namely, placing, attaching, engaging, or otherwise
associating the restraint with the relevant structure so that the restraint performs the
claimed function of preventing return movement. Nothing in the claims or
specification suggests that “applying” requires a different act from “connecting” for
purposes of these claims. Ex.1002 992.

Accordingly, Hartdegen discloses limitation 5[b] for the same reasons
discussed regarding limitation 1[b][i] and 1[b][ii]. See §§V.A.1.c, V.A.1.d.

d. Limitation 5|c]

Limitation 5[c] recites “wherein moving the bone anchor receiving portions
relative to each other includes reconfiguring first and second portions of the

elongated resilient member between a first configuration wherein the first and
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second portions extend transversely to each other and a second configuration
wherein the first and second portions are coaxial with each other.”

Hartdegen discloses this limitation. Hartdegen describes first and second
configurations for its implant 120 (elongated resilient member). The second
configuration described in Hartdegen corresponds to the first configuration in the
claim. The first configuration described in Hartdegen corresponds to the second
configuration in the claim. Ex.1002 94.

Annotated Figure 3 of Hartdegen below shows the first and second portions

of the elongated resilient member (implant 120—teal).

second

first portion

portion

bone anchor
receiving portions

FIG. 3

Hartdegen explains that “FIG. 3 depicts the implant 120 in its second configuration”

where it is not constrained (Ex.1005 4113; Ex.1007, 10) and “shows the implant 120
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having an arc or radius 128 while in its second configuration” (Ex.1005 9117,
Ex.1007, 11). The first and second portions are in “a first configuration wherein the
first and second portions extend transversely to each other” as shown in annotated
Figure 3 above and in annotated Figure 2B below (see blue lines indicating

transverse orientation). Ex.1002 996.

102b

The first configuration corresponds to the bent shape in the unloaded configuration
recited in limitation 5[pre][i].
Annotated Figure 1E from Hartdegen below shows “a second configuration

wherein the first and second portions are coaxial with each other” (see blue line
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showing coaxial orientation).
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Hartdegen explains that “[a]s shown in FIGS. 1a, 1b, 1d and le, the inserter 100 is
assembled to the implant 120” and “[t]he implant 120 is shown in a first
configuration that ... may be flat.” Ex.1005 9q111; Ex.1007, 10. The second
configuration where the implant 120 (elongated resilient member—teal) is flat
corresponds to the straight shape in the loaded configuration recited in limitation

S[pre][i]. This provides the same coaxial arrangement of the first and second
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portions of the implant 120 as recited in the claim. Ex.1002 997-98.
Accordingly, claim 5 is disclosed by Hartdegen.

6. Claim 6

Claim 6 is an independent claim that includes limitations recited in claims 1,

4, and 5 as set forth in the table below.

Claim 6

Claim 6 Corresponding | Claim 6

Limitation Limitation

6[pre] 1[pre] A method of preloading a bone compression
device for subsequent application of the bone

compression device to bones,

6[pre][i] 1[pre][i] the bone compression device including an
elongated resilient member having an unloaded
configuration wherein the elongated resilient
member has either a bent or a straight shape,
the elongated resilient member further having a
loaded configuration wherein the elongated
resilient member has the other of the bent or

straight shape, the method comprising:

6[a] 1[a] moving bone anchor receiving portions of the
bone compression device relative to each other
from a first configuration of the bone anchor
receiving portions to a second configuration of
the bone anchor receiving portions, the moving

of the bone anchor receiving portions causing
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the elongated resilient member to shift from the

unloaded configuration to the loaded

configuration;
6[b] 1[b][1], 1[b][11], | after moving the bone anchor receiving
5[b]° portions to the second configuration thereof,

applying at least one restraint to inhibit the
bone anchor receiving portions from moving
from the second configuration back toward the
first configuration thereof which keeps the
elongated resilient member from shifting from
the loaded configuration back toward the

unloaded configuration;

6[c] 4[a] engaging a first tool with one of the bone
anchor receiving portions and engaging a
second tool with the other of the bone anchor

recelving portions; and

6[d] 4[b] moving the bone anchor receiving portions
relative to each other includes using the tools to
move the bone anchor receiving portions

relative to each other.

The reasons discussed above regarding the limitations in claims 1, 4, and 5 that
correspond to those in claim 6 are incorporated herein by reference. See §§V.A.1.,

V.A4., V.A.5; Ex.1002 9100.

> As discussed above, claim 1 recites “connecting at least one restraint” and claim 5 recites
“applying at least one restraint.” See §§V.A.1., V.A.5.
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Accordingly, claim 6 is disclosed by Hartdegen.

7. Claim 7

Claim 7 is an independent claim reciting “[a] method of preloading a bone
compression device for subsequent application of the bone compression device to
bones,” like claim 1. Hartdegen discloses such a method of the reasons discussed
above regarding claim 1. See §V.A.1; Ex.1002 q101.

a. Limitation 7[prel]i]

Limitation 7[pre][i] is the same as limitation 1[pre][i]. See §V.A.1.a.

b. Limitation 7[a]

Limitation 7[a] is the same as limitation 1[a]. See §V.A.1.b.

c¢. Limitation 7[b]

Limitation 7[b] is the same as limitation 5[b] (See §V.A.5.c) and corresponds
to limitations 1[b][i] and 1[b][ii], except that like claim 5, claim 7 uses the term
“applying” the restraint, whereas claim 1 recites “connecting” the restraint. The
terms “applying” and “connecting” have the same operative meaning in this context,
namely, placing, attaching, engaging, or otherwise associating the restraint with the
relevant structure so that the restraint performs the claimed function of preventing
return movement. Nothing in the claims or specification suggests that “applying”

requires a different act from “connecting” for purposes of these claims. Ex.1002
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q103.

Accordingly, Hartdegen discloses limitation 7[b] for the same reasons
discussed regarding limitations 1[b][i], 1[b][ii], and 5[b]. See §§V.A.1.c, V.A.1.d,
V.AS.c.

d. Limitation 7|c]

Limitation 7[c] recites “providing a tool having a distal end portion configured
to be connected to the bone compression device, the tool having a cannula sized to
permit a bone screw to be advanced therethrough and into an opening of one of the
bone anchor receiving portions.”

Hartdegen’s tubes 102a and 102b are each a “tool” as explained above
regarding claims 3 and 4. See §§V.A.3, V.A.4; Ex.1002 9104.

An annotated version of Figure 1E from Hartdegen is reproduced below.
Hartdegen’s tubes 102a and 102b (tools—pink) each have internal diameters 106
(cannulas—outlined in red) sized to permit a bone screw to be advanced therethrough

and into an opening of one of the bone anchor receiving portions. Ex.1002 4105.

44



IPR2027-00014
Patent 10,932,833

14 Ul
nz\‘;—lﬁ\l‘?
106 AR08

/
l“
/
/

cannulas | -Iw
ML -8

N\

7
ll
/

102b—" 102a
V1 11040
104b L Lan
1302 120 ~=2130
119

Hartdegen discloses that its “two tube members 102a and 102b . . . allow the bone
to be prepared through the internal diameters 106,” and further explains that those
tube members 102a, 102b “serve as drill guides,” confirming that internal diameters
106 are cannulas extending through the elongated tube members. Ex.1005 q111;
Ex.1007, 9. Hartdegen discloses, for example, that bone screws 130 (bone anchors—
gray) may be inserted into the implant 120 (bone compression device—teal) while it

is attached to the tube members 102a, 102b (tools—pink). Ex.1005 §113; Ex.1007,
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10. Thus, the internal diameters 106 are aligned with the bone anchor receiving
portions of implant 120 and sized to permit screws 130 therethrough. Ex.1002 q106.
Accordingly, claim 7 is disclosed by Hartdegen.

8. Claim 8

Hartdegen discloses “a method of applying a bone compression device to
bones.” Hartdegen describes attachment of the implant to bone. Ex.1005, Abstract;
Ex.1007, 9—11. Hartdegen states that the “delivery instrument releasably holds the
implant in a first configuration prior to attachment of the implant to bone [and]
allows the implant to be affixed to bone before the implant is released from the
instrument.” Ex.1005, Abstract; Ex.1007, 2. After release, implant 120 assumes at
least a second configuration providing compression to the bones. Ex.1005, Abstract;
Ex.1007, 2; Ex.1002 q107.

a. Limitation 8|prel]i]

Hartdegen discloses a “bone compression device including bone anchor
receiving portions and an elongated resilient member,” as seen in annotated Figure

3 below.
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elongated
resilient
member

bone anchor
receiving portions

FIG. 3

Hartdegen discloses its “bone anchor receiving portions having a first
configuration which places the elongated resilient member in an unloaded
configuration wherein the elongated resilient member has . . . a bent . . . shape,” as

seen in annotated Figure 2B below and explained above regarding limitation

1[pre][i]. See §V.A.1.a; Ex.1002 q109.
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bone compression
device (unloaded)

Hartdegen discloses its “bone anchor receiving portions having a second
configuration which places the elongated resilient member in a loaded configuration

b

wherein the elongated resilient member has the ... straight shape,” as seen in
annotated Figure 1E below and explained above regarding limitation 1[pre][i]. See

§V.A.l.a; Ex.1002 q110.
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Accordingly, Hartdegen discloses limitation 8[pre][i].

b. Limitation 8]a]

Hartdegen discloses “positioning the bone compression device against the

bones with the bone anchor receiving portions in the second configuration and the

elongated resilient member in the loaded configuration.”

As discussed above for limitation 8[pre][i], Hartdegen’s loaded configuration

corresponds to the claimed second configuration of the bone-anchor receiving

portions. Ex.1005 §9111-117; Ex.1007, 9-11; Ex.1002 q112.

Hartdegen’s implant 120 (bone compression device—teal) is maintained in a

loaded configuration by inserter 100 (pink), with tube members 102a and 102b
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secured by clip 110 (green). Ex.1005 qq111-114; Ex.1007, 9—11. As shown below
in annotated Figure 4, the inserter 100 is used to position the loaded implant 120
(bone compression device—teal) adjacent to bones while the inserter (pink) remains

engaged. Ex.1005 9111-114; Ex.1007, 9—11; Ex.1002 113.

Hartdegen explains, for example, that “FIG. 4 depicts one embodiment of the
inserter 100 assembled to implant 120 on a foot 140” and shows the implant adjacent
bones of the foot. Ex.1005 q114; Ex.1007, 10; Ex.1002 4114.

Accordingly, Hartdegen discloses limitation 8[a].

c¢. Limitation §[b]

Hartdegen discloses “permitting at least one restraint to hold the bone anchor

receiving portions in the second configuration, the holding of the bone anchor
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receiving portions in the second configuration maintaining the elongated resilient
member in the loaded configuration.”
Hartdegen’s restraint is shown in Figure 4 above and annotated Figure 1E

below.
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FIG. 1E

Hartdegen’s clip 110 (green) is a restraint. Ex.1005 qq111-116; Ex.1007, 9-11.
Hartdegen explains that its “[c]lip has . . . two engagement pins 112" that “engage
the tubes 102a and 102b to hold them in relative position to each other thereby

maintaining the implant 120 in its first configuration.” Ex.1005 §111; Ex.1007, 9.
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As discussed above, Hartdegen’s first configuration corresponds to the loaded
configuration recited in the claim. Ex.1002 q9116-117.
Accordingly, Hartdegen discloses limitation 8[b].

d. Limitation 8c]

Hartdegen discloses “driving shanks of bone screws through openings of the
bone anchor receiving portions of the bone compression device and into engagement
with the bones.”

As explained above regarding limitation 7[c], and seen in annotated Figure 1E
below, Hartdegen’s tube members 102a and 102b (pink) include internal diameters
106 (cannulas—pink) that act as passages for drilling and guiding bone screws 130
(gray) into the openings of the implant 120 (bone compression device—teal). Ex.1005

q111; Ex.1007, 9; Ex.1002 q119.
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Hartdegen explains that bone screws 130 (gray) may be inserted into the implant 120
(bone compression device—teal) while it is attached to the tube members 102a, 102b
(pink). Ex.1005 9113; Ex.1007, 10; Ex.1002 q119.

As seen above in annotated Figure 4 and discussed in connection with
limitation 8[a], the inserter 100 (pink) is used to position the loaded implant 120
(bone plate—teal) adjacent to bones while the inserter remains engaged. Ex.1005

q111-114; Ex.1007, 9-11; Ex.1002 9120. Annotated versions of Figures 5 and 6
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from Hartdegen are provided below.

Hartdegen explains that “FIGS. 5 and 6 depict one embodiment of the inserter 100
assembled to implant 120 on a foot 140 further showing preparation of the bone 140
with drill 150 through the internal diameter 106 to accept bone screws.” Ex.1005
114; Ex.1007, 10. Figures 5—6 of Hartdegen depict tube members 102a and 102b

(pink) connected to the implant 120 (bone compression device—teal) and clip 110

54



IPR2027-00014
Patent 10,932,833

(restraint—green) maintaining the relative position of the tube members 102a, 102b
and the bone compression device in the loaded configuration while the bone is being
prepared. Ex.1005 qq111-115; Ex.1007, 9-11. Hartdegen explains that “[bJone
screws 130 may [be] prepared and positioned while the inserter assembly 100 was
engaged to the implant 120.” Ex.1005 q115; Ex.1007, 11; Ex.1002 q121.

A POSA would have understood the disclosure discussed above as the bone
first being prepared by advancing a drill 150 through internal diameters 106 to create
pilot holes at locations aligned with the screw-receiving openings of implant 120
followed by bone screws 130 being inserted into implant 120 while the implant is
maintained in its loaded configuration (i.e., the same internal diameters 106 used to
guide drilling of the pilot holes are subsequently used to drive shanks of bone screws
through openings of the bone anchor receiving portions into engagement with the
bones). Ex.1005 94111-115; Ex.1007, 9-11; Ex.1002 94122—124.

Accordingly, Hartdegen discloses limitation 8[c].

e. Limitation 8[d]]i]

Hartdegen discloses “disconnecting the at least one restraint from a body
connected to one of the bone anchor receiving portions, the body being separate and
distinct from the at least one restraint and the one bone anchor receiving portion.”

As discussed above regarding limitation 1[b][ii], the claimed “body” is

disclosed by at least one of Hartdegen’s inserter tube members 102a or 102b (pink).
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As seen in annotated Figure 7, Hartdegen discloses disconnecting its clip 110
(restraint—green) from tube members 102a or 102b (body—pink) after implantation.

Ex.1005 9114115, Figs. 4-8; Ex.1007, 9-10, Figs. 4-8; Ex.1002 q126.

restraint

bone
compression
device

To the extent Patent Owner contends that the engagement features 119 are outside
of the bone anchor receiving portions and/or a direct connection is required at the
bone anchor receiving portions of the implant 120, as discussed above regarding
limitation 1[b][1], Hartdegen expressly states that “[t]he means of attaching the plate

to the inserter . . . could occur anywhere on or around the periphery of the plate.”
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Ex.1005 q111; Ex.1007, 9. A POSA would have understood this as disclosing one
option for the attachment location being at the bone anchor receiving portions of the
bone plate (e.g., around the periphery of the bone anchor receiving portions).
Ex.1002 949127-128.

Accordingly, Hartdegen discloses limitation 8[d][1].

f. Limitation 8[d]]ii]

Hartdegen discloses “permit[ting] the elongated resilient member to shift from
the loaded configuration toward the unloaded configuration and urge the bone
anchor receiving portions of the bone compression device from the second
configuration back toward the first configuration.”

As discussed above regarding limitation 8[d][1], and seen in annotated Figures
7 and 8 below, removal of clip 110 (restraint—green) after implantation (Figure 7)
permits implant 120 (elongated resilient member—teal) to adapt to a second
configuration (Figure 8). Ex.1005 qq114-115, Figs. 4-8; Ex.1007, 9-10, Figs. 4-8;

Ex.1002 130.
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100

Hartdegen discloses that clip 110 (restraint—green) holds tubes 102a and 102b
(body—pink) in relative position and that removal of the clip 110 allows the implant
120 (elongated resilient member—teal) to shift toward the unloaded configuration.
Ex.1005 99111-117; Ex.1007, 9-11. Thus, removing clip 110 disconnects the

restraint from the tube members 102a and 102b and the elongated resilient member
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urges the bone anchor receiving portions back toward the first (unloaded)
configuration. Ex.1002 q131.
Accordingly, Hartdegen discloses limitation 8[d][ii].

9. Claim 9

Claim 9 depends from claim 8 and recites that “removing the at least one
restraint to permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration includes decreasing a distance
between the bone anchor receiving portions.”

This limitation is disclosed for the reasons discussed above regarding claim 2.
See §V.A.2. As discussed above regarding limitation 8[d][ii], and seen in annotated
Figures 7 and 8 below, removal of clip 110 (restraint—green) after implantation
(Figure 7) permits implant 120 to adapt to a second configuration (Figure 8).

Ex.1005 99114-115, Figs. 4-8; Ex.1007, 910, Figs. 4-8; Ex.1002 §133.
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100

As discussed above regarding claim 2, the distance between the bone anchor
receiving portions is greater in the loaded configuration than the unloaded
configuration. Ex.1005 qq111-117; Ex.1007, 9-11; Ex.1002 94134-135.

Accordingly, Hartdegen discloses claim 9.

10. Claim 10

Claim 10 depends from claim 8 and recites that “removing the at least one
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restraint to permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration includes changing an angle
between two straight portions of the elongated resilient member.”

As explained above regarding limitation 8[pre][i], Hartdegen discloses a
loaded configuration where its implant 120 has a straight shape and an unloaded
configuration where its implant 120 has a bent shape. The angle between the bone
anchor receiving portions of the implant 120 and adjacent straight portions of the
elongate resilient member changes when the implant shifts from the straight (loaded)
configuration to the bent (unloaded) configuration. Ex.1002 q137.

Hartdegen discloses the recited “two straight portions” of the elongated

resilient member, as seen in annotated Figure 3 below.
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“FIG. 3 shows the implant 120 in a possible free-state or implanted-state of the
device” and “shows the implant 120 having an arc or radius 128 while in its second
configuration” at bridge member 124. Ex.1005 117; Ex.1007, 11. As seen in
annotated Figure 2B of Hartdegen below, portions of bridge member 124 (elongate
resilient member—teal) remain straight in the loaded and unloaded conditions, as the
tubes 102a, 102b act on those portions, keeping them generally straight, when

bending bridge member 124. Ex.1002 9138-140.
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As seen in the annotated Figure 2B above, the blue lines circled in red indicate the

straight portions of Hartdegen’s elongate resilient member when it is in the unloaded

(bent) configuration.
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For the same reasons discussed above for limitations 8[d][i] and 8[d][ii],
removing the at least one restraint causes the elongated resilient member to shift
from the loaded configuration toward the unloaded configuration, thereby changing
an angle between the two straight portions of the implant 120. Ex.1002 9141.

Thus, Hartdegen discloses claim 10.

11. Claim 11

Claim 11 depends from claim 8 and recites that “the bone anchor receiving
portions each have a through opening for receiving a bone screw and a central axis
of the through opening, the bone compression device including a longitudinal axis
intersecting the central axes of the through openings when the bone anchor receiving
portions are in the first configuration and the second configuration.”

Annotated Figure 3 of Hartdegen below shows the bone anchor receiving

portions of its implant 120 (bone compression device—teal).

bone anchor
receiving portions

FIG. 3
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The bone screws 130 (bone anchors—gray) are located in the through openings of the
bone anchor receiving portions. The central axes (red lines) of the through openings
are intersected by the longitudinal axis (blue line) of the implant 120 (bone
compression device—teal) in both the first and second configurations recited in the
claim, as illustrated below. Ex.1002 99143—144.

Hartdegen’s tube members 102a and 102b are aligned with the bone anchor
receiving openings so that drills and bone screws can pass through the internal
diameters 106 and into the corresponding openings. Ex.1005 q[111-117; Ex.1007,
9-11; Ex.1002 9145. Annotated versions of Hartdegen’s Figures 2C and 2D,
provided below, illustrate the intersecting axes in the first configuration recited in
the claim and annotated versions of Hartdegen’s Figures 1C and 1E, provided below,

illustrate the intersecting axes in the second configuration recited in the claim.
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As seen above, in both the first and second configurations, Hartdegen’s implant 120
through hole central axes (red lines) intersect its longitudinal axis (blue line).
Ex.1002 q146.

Accordingly, Hartdegen discloses claim 11.

12. Claim 12

Claim 12 depends from claim 8 and recites that “permitting the at least one

restraint to hold the bone anchor receiving portions in the second configuration
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includes permitting the at least one restraint to extend intermediate the bone anchor
receiving portions and removing the at least one restraint includes removing the at
least one restraint from being intermediate the bone anchor receiving portions.”

Hartdegen discloses claim 12 as seen in annotated Figure 1E of Hartdegen

below.
restraint
114 110
1?2 112
<
1061 || N0
|| 2
102b—" 1020
dll L1040
"Hh‘_’.‘ u\ {r: bone anchor
bone anchor rs::?t\;;:g
receiving ]302_" 120 “ 2130
portion
119

67



IPR2027-00014
Patent 10,932,833

As discussed for claim 8, Hartdegen’s clip 110 (green) corresponds to the claimed
“at least one restraint.” Ex.1005 q111-117; Ex.1007, 9—11. Hartdegen discloses
that implant 120 is temporarily connected to two independent inserter tube members
102a, 102b (pink). Ex.1005 q4[111-117; Ex.1007, 9—-11. Hartdegen further discloses
that clip 110 holds tubes 102a and 102b in relative position to each other, thereby
maintaining implant 120 in its loaded configuration. Ex.1005 q4111-117; Ex.1007,
9-11; Ex.1002 q9148-149.

As seen above, Hartdegen’s clip 110 (restraint—green) is positioned
intermediate (location outlined in blue) the bone-anchor receiving portions (the
regions outlined in red). Clip 110 (restraint—green) spans between and connects the
two tube members 102a and 102b, which are respectively connected to opposite
bone anchor receiving portions of implant 120. Ex.1005 §9q111-117; Ex.1007, 9—11.
Thus, when clip 110 holds the tube members in relative position, it extends
intermediate the bone anchor receiving portions and maintains those portions in the
loaded configuration. Ex.1002 §150.

Hartdegen also discloses that removal of the restraint includes removing the
restraint from being intermediate the bone-anchor receiving portions. Ex.1005
M111-117; Ex.1007, 9-11. Hartdegen explains that Figure 7 depicts the first
removal step for the embodiment and specifically shows removal of clip 110 from

inserter 100 while implant 120 is in its final position on bone and in its first
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configuration. Ex.1005 q115; Ex.1007, 11. Hartdegen then explains that removal of
clip 110 (restraint—green) allows implant 120 (bone compression device—teal) to
adapt to a second configuration while the implant 120 remains in its final implant

position. Ex.1005 q115; Ex.1007, 11; Ex.1002 4151.

100

Because clip 110 (restraint—green) is the structure extending between the two
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tube-connected bone anchor receiving portions, removing clip 110 from inserter 100
(pink) removes the restraint from the intermediate position between those bone-
anchor receiving portions. Ex.1005 9115; Ex.1007, 11. Once clip 110 is removed,
the restraint no longer holds tubes 102a and 102b in their fixed relative position, and
implant 120 is permitted to shift toward its unloaded configuration. Ex.1005 qf[111—
117; Ex.1007, 9-11; Ex.1002 4152.

Thus, Hartdegen discloses claim 12.

13. Claim 13

Claim 13 depends from claim 8 and recites “seating heads of the bone screws
against unthreaded surfaces of the bone anchor receiving portions.” Hartdegen
discloses seating the heads of the bone screws against surfaces of the implant’s
screw-receiving portions. For example, annotated Figure 3 (below) depicts bone
screws 130 (gray) inserted into implant 120 through the openings of the bone anchor

receiving portions. Ex.1005 q4111-117; Ex.1007, 9—11; Ex.1002 q153.
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As seen below in the annotated top view from Figure 1C without the bone screws
inserted, the bone anchor receiving portions where the bone screw heads seat are

unthreaded as recited in the claim. Ex.1002 q154.

unthreaded
surfaces of bone
anchor receiving
portions
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Hartdegen explains that “[t]he attachment feature 129 is such that it allows the bone
attachment device [130] to be locked to the material that may have elastic
properties.” Ex.1005 §117; Ex.1007, 11.

Annotated Figure 9 of Hartdegen below shows implant 120 on bone 140 after
removal of the inserter assembly 100 with the implant 120 is in its final position.

Ex.1005 q115; Ex.1007, 11; Ex.1002 155.

When the implant 120 (bone compression device—teal) is in its final position shown
above, the heads of bone screws 130 seat against corresponding upper surfaces of
the implant 120’s bone-anchor receiving portions to secure the implant 120 to bone.
Ex.1005 qq111-117; Ex.1007, 9—11; Ex.1002 9[156.

Accordingly, Hartdegen discloses claim 13.

14. Claim 14

Claim 14 is an independent claim that includes limitations recited in claims 7
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and 8 as set forth in the table below.

Claim 14

Claim 14
Limitation

Corresponding
Limitation

Claim 14

14[pre]

8[pre]

A method of applying a bone compression

device to bones,

14[pre][i]

8[pre][i]

the bone compression device including bone
anchor receiving portions and an elongated
resilient member, the bone anchor receiving
portions having a first configuration which
places the elongated resilient member in an
unloaded configuration wherein the elongated
resilient member has either a bent or a straight
shape, the bone anchor receiving portions
having a second configuration which places the
elongated resilient member in a loaded
configuration wherein the elongated resilient
member has the other of the bent or straight

shape, the method comprising:

14[a]

8[a]

positioning the bone compression device
against the bones with the bone anchor
receiving portions in the second configuration
and the elongated resilient member in the

loaded configuration;

14[b]

8[b]

permitting at least one restraint to hold the bone
anchor receiving portions in the second

configuration, the holding of the bone anchor
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receiving portions in the second configuration
maintaining the elongated resilient member in

the loaded configuration;

14[c] 8[c] driving shanks of bone screws through opening
of the bone anchor receiving portions of the
bone compression device and into engagement

with the bones; and

14[d] 8[d][1], 8[d][ii]] | removing the at least one restraint to permit the
elongated resilient member to shift from the
loaded configuration toward the unloaded
configuration and urge the bone anchor
receiving portions of the bone compression
device from the second configuration back

toward the first configuration;

14[e] 7[c] wherein driving shanks of bone screws through
openings of the bone anchor receiving portions
includes advancing one of the bone screws

through a cannula of a tool connected to the

bone compression device.

The reasons discussed above regarding the limitations in claims 7 and 8 that
correspond to those in claim 14 are incorporated herein by reference. See §§V.A.7,
V.A.8; Ex.1002 q157.

It is noted that limitation 14[d] corresponds to limitation 8[d][i] and 8[d][ii],

except that limitation 14[d] uses the term “removing” the restraint, whereas claim 8
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recites “disconnecting” the restraint. In this context, “removing” and
“disconnecting” should be understood to have the same operative meaning:
separating the restraint from the structure it restrains so that the restraint no longer
holds the bone-anchor receiving portions in the loaded configuration. Nothing in the
claim language or specification suggests that “removing” requires a materially
different act than “disconnecting” for purposes of releasing the restraint. Ex.1002
q158.
Accordingly, claim 14 is disclosed by Hartdegen.

15. Claim 15

Claim 15 is an independent claim that includes limitations recited in claims 5,

8, and 14 as set forth in the table below.

Claim 15

Claim 15 Corresponding | Claim 15

Limitation Limitation

15[pre] 14[pre] A method of applying a bone compression

device to bones,

15[pre][i] 14[pre][i] the bone compression device including bone
anchor receiving portions and an elongated
resilient member, the bone anchor receiving
portions having a first configuration which
places the elongated resilient member in an
unloaded configuration wherein the elongated

resilient member has either a bent or a straight
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shape, the bone anchor receiving portions
having a second configuration which places the
elongated resilient member in a loaded
configuration wherein the elongated resilient
member has the other of the bent or straight

shape,

15[pre][ii]

14[b]

wherein at least one restraint holds the bone
anchor receiving portions in the second
configuration which maintains the elongated
resilient member in the loaded configuration,

the method comprising:

15[a]

14[a]/8[2]

positioning the bone compression device
against the bones with the bone anchor
receiving portions in the second configuration
and the elongated resilient member in the

loaded configuration;

15[b]

14[c)/8[c]

driving shanks of bone screws through opening
of the bone anchor receiving portions of the
bone compression device and into engagement

with the bones; and

15][c]

14[d]

removing the at least one restraint to permit the
elongated resilient member to shift from the
loaded configuration toward the unloaded
configuration and urge the bone anchor
receiving portions of the bone compressions

device from the second configuration back
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toward the first configuration;

15[d] 5[c] wherein the elongated resilient member has
first and second portions extending transversely
to each other with the elongated resilient
member in one of the loaded configuration and

the unloaded configuration; and

15[¢] 5[c] wherein the first and second portions of the
elongated resilient member are coaxial with
each other with the elongated resilient member
in the other of the loaded configuration and the

unloaded configuration.

The reasons discussed above regarding the limitations in claims 5, 8, and 14
that correspond to those in claim 15 are incorporated herein by reference. See
§§V.A.5, V.A.8, V.A.14; Ex.1002 9159.

Accordingly, claim 15 is disclosed by Hartdegen.

16. Claim 16

Claim 16 depends from claim 15 and adds the same limitations recited in claim
9. Thus, claim 16 is disclosed by Hartdegen for the reasons stated for claim 9. See
§V.A.9; Ex.1002 4160.

17. Claim 17

Claim 17 depends from claim 15 and adds limitations similar to those recited
in claim 10, but does not require that the first and second portions are straight

portions as required by claim 10. Thus, claim 17 is disclosed by Hartdegen for the
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reasons stated for claim 10. See §V.A.10; Ex.1002 q161.

Further, as explained for limitations 15[d] and 15[e], Hartdegen discloses first
and second portions of implant 120 that are coaxial with each other when implant
120 1s in the flat, loaded configuration shown in Figure 1E and that extend
transversely to each other when implant 120 assumes the bent, unloaded
configuration shown in Figures 2B and 3. See §V.A.15; Ex.1005 99 111-117;
Ex.1007, 9-11; Ex.1002 9162.

Hartdegen further discloses that removal of clip 110 permits implant 120 to
shift from the flat configuration toward the bent configuration. See §V.A.8. In
shifting between those configurations, the angle between the identified first and
second portions changes from the coaxial relationship shown in Figure 1E to the
transverse relationship shown in Figures 2B and 3. Ex.1002 q163.

Accordingly, Hartdegen discloses claim 17 for this reason as well.

18. Claim 18

Claim 18 depends from claim 15 and adds the same limitations recited in claim
11. Thus, claim 18 is disclosed by Hartdegen for the reasons stated for claim 11. See
§V.A.11; Ex.1002 9164.

19. Claim 19

Claim 19 depends from claim 15 and adds the same limitations recited in claim

12. Thus, claim 19 is disclosed by Hartdegen for the reasons stated for claim 12. See
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§V.A.12; Ex.1002 9165.
20. Summary
For at least these reasons, claims 1-19 are anticipated by Hartdegen.

B. Obviousness of Claims 1-19 over Hartdegen in view of Orbay

1. Claim 1

Hartdegen teaches the limitations of claim 1 for the reasons discussed above
in Section V.A.1. As discussed above regarding limitation 1[b][i], however, to the
extent Patent Owner contends that Hartdegen’s engagement features 119 are outside
of the bone anchor receiving portions and/or that a direct connection is required at
the bone anchor receiving portions of the implant 120, Hartdegen expressly states
that “[t]he means of attaching the plate to the inserter . . . could occur anywhere on
or around the periphery of the plate.” Ex.1005, §111; Ex.1007, 9. A POSA would
have understood this as disclosing one option for the attachment location being at
the bone anchor receiving portions of the bone plate (e.g., around the periphery of
the bone anchor receiving portions). Ex.1002 49167-168.

To the extent the disclosure of Hartdegen noted above does not expressly
disclose a connection at bone anchor receiving portions, such an arrangement would
have been obvious, as Hartdegen discloses that the attachment location is a design
choice that can be made anywhere on or around the plate’s periphery, and a POSA
would have recognized the bone anchor receiving portions as one of a finite number

of identified, predictable locations for this attachment, with a reasonable expectation
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that doing so would successfully enable the inserter to flex and manipulate the plate
as intended. The modification would have been the application of a known technique
(attaching the inserter at a peripheral location) to a known device (the bone plate) in
an obvious manner to achieve a predictable result. Ex.1002 §9169-170. This also
would have been obvious because selecting the bone anchor receiving portions as
the attachment point, rather than another peripheral location, amounts to no more
than a predictable design choice among a limited set of known options expressly
contemplated by Hartdegen, yielding no unexpected results. Ex.1002 49170-171.
Such an arrangement also would have been obvious in view of Orbay, which
teaches tools for deforming a bone plate. Ex.1002 4172. An annotated version of

Figure 16 from Orbay is reproduced below.
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bone anchor
receiving portions

23

Orbay teaches a bone plate (teal) with bone anchor receiving portions that have

openings that receive bone screws (gray). Ex.1008 462 (“a bone plate 1 . .. having
a plate body with . . . nodes . . . and may be linear, T-shaped, L-shaped, Y-shaped,
arched, curved or any combination of shapes.”). Orbay explains that “[t]he nodes 2
each have an inner surface 4, which can be . . . shape[d] as required for seating or

engaging the complementarily shaped head of a screw, surrounding a hole 5 for
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permitting passage of the shaft of a screw 23.” Id.; Ex.1002 9173.

Orbay teaches deforming its bone plate with its clamps (pink). Ex.1008 973
(“Rotating or torqueing (sic) the second clamp generates bending forces which cause
bending or formation of the plate in the direction of any of the X, Y, and/or Z axes.”),
74 (“The plates . . . have the advantage of being able to be formed by the surgeon
to match the patient’s anatomical circumstances before application, during
application or after being partially or fully affixed ‘in-situ’ and fit common
reconstructive clinical needs and present dedicated deformable sections for
correction adjustment.”); Ex.1002 9q174.

Orbay explains that “first clamp 20, 40, 50 is opened, then placed
circumferentially around a node” and “[t]hen, a second clamp 20, 40, 50 is opened
and secured in a similar way to a second node.” Ex.1008 q73. The clamps form the
body recited in claim 1. Ex.1002 4[175. Annotated Figures 15 and 16 below provide

one example of the body (clamp—pink).
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body

As seen above, the distal end of the clamp 20 (pink) is connected to the bone plate
21 (teal) at the bone anchor receiving portion.
The connection between the distal end and bone plate is further illustrated in

annotated Figure 20 below.
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Orbay explains that “clamp 20 . . . is placed over, and engages with, a node 2, thus
receiving a head 22 of a screw 23 passing through a hole 5 in one of the nodes 2.”
Ex.1008 965. As seen above, Orbay’s “clamping jaws 26, 27 engage a node 2 nested
therein by gripping the annular or circumferential step 10.” Id. §67; Ex.1002 q176.
As discussed above, Hartdegen teaches that the specific attachment
mechanism shown in its first embodiment is not limiting: although engagement pins
are illustrated, “the use of other attachment means will be obvious,” and the means
of attaching the plate to the inserter “could occur anywhere on or around the
periphery of the plate.” Ex.1005 q111; Ex.1007, 9. Orbay supplies the known
alternative attachment at the periphery of the bone anchor receiving portions as noted

above. Ex.1002 q177.
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Combining Hartdegen and Orbay would have been no more than the
predictable use of a known bone plate/instrument engagement structure to improve
a similar bone-plate insertion system. Orbay expressly teaches that its clamp bodies
are constructed to “mate with the plate geometry and selectively and securely hold
the nodes of a plate.” Ex.1008 9910, 74; Ex.1002 9178. A POSA would have
recognized that protrusions from a bone plate received by complementary mating
geometries in clamps (bodies—pink), as taught by Orbay, provide a secure, repeatable
connection between the body and the bone plate, improve stability during plate
manipulation, and maintain alignment between internal diameters of the clamps and
the screw-receiving openings of the bone plate. Ex.1002 q9179-181.

A POSA also would have recognized the clamping arrangement from Orbay
discussed above as one of the alternative attachment arrangements contemplated by
Hartdegen. In addition to Hartdegen expressly contemplating that “[t]he means of
attaching the plate to the inserter is shown on the bridge area of the plate, but could
occur anywhere on or around the periphery of the plate” (Ex.1005 q111; Ex.1007,
9), Hartdegen also contemplates a sidewall receiving structure in another
embodiment, seen in Figure 30 below, that would be compatible with Orbay’s

stepped bone plate structure. Ex.1002 9182.

85



IPR2027-00014
Patent 10,932,833

1100
1130 .. |

The “means 1120 . . . for attaching to the implant” (Ex.1005 q133; Ex.1007, 16) has
a similar stepped structure as Orbay’s clamp as seen in annotated Figure 20 above.
It would have been obvious to include features like Hartdegen’s “means 1120 on
each of its inserter tubes 102a, 102b as a known alternate attachment means that
would facilitate use of the stepped profile bone plate to incorporate its benefits of
minimizing tissue damage while also taking advantage of the engagement structure
enabling bone plate forming as taught by Orbay. Ex.1002 9[183.

Thus, claim 1 would have been obvious in view of the combined teachings of
Hartdegen and Orbay.

2. Claim 2

Claim 2 1s disclosed at least for the reasons stated above in Section V.A.2.
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Ex.1002 9184. Thus, claim 2 would have been obvious over the combined teachings
of Hartdegen and Orbay.

3. Claim 3

The additional limitations recited in claim 3 are taught by Hartdegen for the
reasons discussed above in Section V.A.3. To the extent Patent Owner contends that
Hartdegen does not expressly disclose “engaging a tool with one of the bone anchor
receiving portions,” claim 3 would have been obvious for the reasons discussed
above regarding claim 1. See §V.B.1; Ex.1002 9185.

Accordingly, claim 3 would have been obvious over the combined teachings
of Hartdegen and Orbay.

4. Claim 4

The additional limitations recited in claim 4 are taught by Hartdegen for the
reasons discussed above in Section V.A.4. To the extent Patent Owner contends that
Hartdegen does not expressly disclose “engaging tools with one of the bone anchor
receiving portions,” claim 4 would have been obvious for the reasons discussed
above regarding claim 1. See §V.B.1; Ex.1002 9[186.

Accordingly, claim 4 would have been obvious over the combined teachings
of Hartdegen and Orbay.

5. Claim 5

Hartdegen teaches claim 5°s preloading method, including application of the

restraint and reconfiguration of the first and second portions between transverse and
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coaxial relationships, for the reasons stated in Section V.A.5. Ex.1002 9187.

To the extent the bone anchor receiving portions are construed to require the
tool-to-plate engagement discussed in Section V.B.1, that engagement would have
been obvious in view of Hartdegen and Orbay for the reasons stated there. The
modification retains Hartdegen’s resilient implant 120, tubes 102a/102b, and clip
110, and does not change the transverse-to-coaxial reconfiguration described in
Section V.A.5. Ex.1002 9188.

Accordingly, claim 5 would have been obvious over the combined teachings
of Hartdegen and Orbay.

6. Claim 6

Claim 6 is independent and would have been obvious for the reasons set forth
in Sections V.A.6. and V.B.1. As discussed above, Hartdegen teaches the features
recited in claim 6 (See §V.A.6.), but to the extent there is a dispute as to whether
Hartdegen teaches “engaging a first tool with one of the bone anchor receiving
portions and engaging a second tool with the other of the bone anchor receiving
portions,” such an engagement would have been obvious as explained in Section
V.B.1. Ex.1002 9189.

Accordingly, claim 6 would have been obvious over the combined teachings

of Hartdegen and Orbay.
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7. Claim 7

Hartdegen teaches claim 7’s preloading and restraint steps, and its tubes
102a/102b have cannulas sized to pass bone screws into the implant openings, for
the reasons stated in Section V.A.7. To the extent claim 7 requires the distal end
portion of the cannulated tool to connect at a bone anchor receiving portion, the
peripheral engagement taught by Orbay would have been an obvious attachment for
Hartdegen’s tube for the reasons stated in Section V.B.1. The proposed modification
retains Hartdegen’s tube and its internal diameter 106, with that cannula aligned with
the corresponding screw-receiving opening. See §§V.A.7, V.B.1; Ex.1002 4190—
191.

Accordingly, claim 7 would have been obvious over the combined teachings
of Hartdegen and Orbay.

8. Claim 8

Claim 8 is independent and would have been obvious for the reasons set forth
in Sections V.A.8. and V.B.1. As discussed above, Hartdegen teaches the features
recited in claim 8 (See §V.A.8), but to the extent there is a dispute as to whether
Hartdegen teaches “a body connected to one of the bone anchor receiving portions,”
such a connection would have been obvious as explained in Section V.B.1. Ex.1002
q1192.

Accordingly, claim 8 would have been obvious over the combined teachings
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of Hartdegen and Orbay.

9. Claims 9, 11, and 12

Claims 9, 11, and 12 depend from claim 8. The additional limitations recited
in claims 9, 11, and 12 are taught by Hartdegen at least for the reasons stated above
in Sections V.A.9, V.A.11, and V.A.12, respectively. Ex.1002 4193.

Thus, claims 9, 11, and 12 would have been obvious over the combined
teachings of Hartdegen and Orbay.

10. Claim 10

Claim 10 depends from claim 8 and recites that “removing the at least one
restraint to permit the elongated resilient member to shift from the loaded
configuration toward the unloaded configuration includes changing an angle
between two straight portions of the elongated resilient member.” As discussed
above, Hartdegen teaches the features recited in claim 10 (See §V.A.10.), but to the
extent there is a dispute as to whether Hartdegen teaches “changing an angle between
two straight portions of the elongated resilient member,” such a configuration and
resulting angular change would have been obvious. Ex.1002 194.

As discussed above in Ground 1 (§V.A.10), Hartdegen discloses the recited
“two straight portions” of the elongated resilient member, as seen in annotated

Figure 3 below. Ex.1002 9195.
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straight
portion

straight
portion

129

elongate resilient
member

FIG. 3

“FIG. 3 shows the implant 120 in a possible free-state or implanted-state of the
device” and “shows the implant 120 having an arc or radius 128 while in its second
configuration” at bridge member 124. Ex.1005 q117; Ex.1007, 11. As seen in
annotated Figs. 1E and 2B of Hartdegen below, portions of bridge member 124
(elongate resilient member—teal) remain straight in the loaded and unloaded
conditions, as the tubes 102a, 102b act on those portions, keeping them generally
straight, when bending bridge member 124, as seen in annotated Figure 2D below.

Ex.1002 q196.
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straight
portion

102a

102b

F1G. 2B

As discussed above in connection with claim 1 in Ground 2 (§V.B.1), it would
have been obvious to use an engagement with bone anchor receiving portions like

that taught by Orbay. As noted above, Hartdegen discloses that the attachment
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location is a design choice that can be made anywhere on or around the plate’s
periphery, and a POSA would have recognized the bone anchor receiving portions
as one of a finite number of identified, predictable locations for this attachment, with
a reasonable expectation that doing so would successfully enable the inserter to flex
and manipulate the plate as intended. Ex.1002 4197.

Locating the tube-to-implant interfaces at the periphery of the implant (e.g.,
from the area surrounding engagement holes 122 to the bone anchor receiving
portions) would constrain and manipulate those end portions while deformation is
concentrated in the intervening bridge region, consistent with Orbay’s teaching of
bending at an internode between tool-engaged nodes. Ex.1002 q198.

Moreover, Orbay teaches bone plates having relatively rigid plate portions
connected by dedicated bendable internode or neck portions. Orbay explains that its
bendable internode and neck permit adjustment of the “angle of correction” and that
its plates include “dedicated deformable sections for correction adjustment.”
Ex.1008 qq11-13; Ex.1002 q9199-200.

In view of Orbay, a POSA would have had reason to configure Hartdegen’s
bridge member 124 with first and second straight end portions joined by a localized
resilient bending portion. This would apply Orbay’s known geometry for controlled
angular correction to Hartdegen’s known resilient compression plate while retaining

Hartdegen’s elastic material, tube members 102a and 102b, clip 110, and restraint-
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release operation. Ex.1002 9201.

In the loaded configuration, clip 110 would maintain the identified straight
portions in a first angular relationship. Upon removal of clip 110, Hartdegen’s
resilient central portion would return toward its unloaded configuration, changing
the angle between the first and second straight portions. A POSA would have
reasonably expected this geometry to function in that manner because Orbay
expressly teaches concentrating deformation in an internode or neck to adjust the
angle between adjoining plate portions, while Hartdegen expressly teaches that its
implant returns toward another configuration after release. Ex.1002 99202-203.

Accordingly, claim 10 would have been obvious over the combined teachings
of Hartdegen and Orbay.

11. Claim 13

Claim 13 depends from claim 8 and recites “seating heads of the bone screws
against unthreaded surfaces of the bone anchor receiving portions.” As discussed
above, Hartdegen teaches the features recited in claim 13 (See §V.A.13), but to the
extent there is a dispute as to whether Hartdegen teaches “unthreaded surfaces of the
bone anchor receiving portions,” such an engagement would have been obvious in
view of Orbay’s bone plate discussed in Section V.B.1.

As seen in annotated Figure 20 from Orbay below, the bone screw head (gray)

seats against an unthreaded surface of the bone anchor receiving portion (teal).
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Ex.1002 9205.
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To the extent not shown in Hartdegen, such an unthreaded seating
arrangement would have been an obvious one of a finite number of arrangements for
the seating surface of the bone anchor receiving portion. This is consistent with
Hartdegen’s disclosure, which does not show or describe any threaded seating
surface. Moreover, this would provide improved engagement compared to a
threaded engagement at the bone anchor receiving portion, as the unthreaded
engagement with the bone plate allows the bone plate to be drawn down to the bone
rather than being fixed along the axial extent of the bone screw. Ex.1002 4206.

Accordingly, claim 13 would have been obvious over the combined teachings

of Hartdegen and Orbay.
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12. Claim 14

Hartdegen teaches claim 14’s application method and restraint removal for the
reasons stated in Section V.A.14, including the corresponding analysis of claims 7
and 8. For limitation 14[e], Hartdegen’s cannulated tube 102a or 102b remains
connected to implant 120 while a screw is advanced through internal diameter 106
into a screw-receiving opening. See §§V.A.7, V.A.8, V.A.14; Ex.1002 9207.

To the extent connection of that tool at a bone anchor receiving portion is
required, the modification described in Sections V.B.1 and V.B.7 supplies that
connection while retaining the cannula and its alignment with the opening.
Hartdegen’s clip 110 remains the restraint removed after screw fixation. Ex.1002
9208.

Accordingly, claim 14 would have been obvious over the combined teachings
of Hartdegen and Orbay.

13. Claim 15

Hartdegen teaches claim 15°s application method, restraint removal, and
transverse and coaxial relationships of the first and second portions for the reasons
stated in Section V.A.15, including its analysis of claims 5, 8, and 14. Ex.1002 §209.

To the extent the claimed bone anchor receiving portions require the

engagement addressed in Section V.B.1, Orbay supplies that known engagement.
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That change retains Hartdegen’s bent, unloaded implant and straight, loaded
implant, so the identified portions retain the transverse and coaxial relationships
mapped in Sections V.A.5 and V.A.15. Ex.1002 9210.

Alternatively, to the extent Hartdegen’s bridge is disputed as providing
identifiable portions in the claimed relationships, the first and second portions joined
by a localized resilient bending portion discussed in Section V.B.10 would provide
those relationships as the implant moves between its bent and straight
configurations. Ex.1002 9211.

Accordingly, claim 15 would have been obvious over the combined teachings
of Hartdegen and Orbay.

14. Claim 16

Claim 16 depends from claim 15 and adds the distance-decreasing limitation
addressed for claim 9. Hartdegen teaches that limitation for the reasons stated in
Sections V.A.9 and V.A.16. Neither the attachment modification in Section V.B.1
nor the alternative resilient bending geometry in Section V.B.10 changes the
operation in which removing clip 110 permits the bone anchor receiving portions to
move toward one another. See §§V.A.9, V.A.15-16, V.B.15; Ex.1002 9212.

Accordingly, claim 16 would have been obvious over the combined teachings

of Hartdegen and Orbay.
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15. Claim 17

Claim 17 depends from claim 15 and requires an angular change between the
first and second portions, without claim 10’s additional requirement that both
portions be straight. Hartdegen teaches that change as the identified portions move
from the coaxial, loaded relationship toward the transverse, unloaded relationship
upon removal of clip 110. See §§V.A.10, V.A.15, V.A.17. To the extent that angular
change is disputed, Orbay’s localized bending geometry provides the alternative
explained in Section V.B.10, applied to claim 15 as explained in Section V.B.15.
Ex.1002 9213.

Accordingly, claim 17 would have been obvious over the combined teachings
of Hartdegen and Orbay.

16. Claim 18

Claim 18 depends from claim 15 and adds the through-opening and
intersecting-axis limitations addressed for claim 11. Hartdegen teaches those
limitations for the reasons stated in Sections V.A.11 and V.A.18. The attachment
modification in Section V.B.1 engages the periphery of the screw-receiving portions
while preserving the through openings and their alignment with the implant’s
longitudinal axis, as required for Hartdegen’s guided screw placement. See
§§V.A.11, V.A.18, V.B.1; Ex.1002 9214.

Accordingly, claim 18 would have been obvious over the combined teachings
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of Hartdegen and Orbay.

17. Claim 19

Claim 19 depends from claim 15 and adds the intermediate-restraint limitation
addressed for claim 12. Hartdegen’s clip 110 occupies and is removed from that
intermediate position for the reasons stated in Sections V.A.12 and V.A.19. The
attachment modification in Section V.B.1 changes the tube-to-implant interface,
while retaining the clip between the tubes and its removal during the claimed
method. Ex.1002 9215.

Accordingly, claim 19 would have been obvious over the combined teachings
of Hartdegen and Orbay.

18. Reasonable Expectation of Success

A POSA would have had a reasonable expectation of success in combining
the teachings of Hartdegen and Orbay. The combination includes modifications of
bone plates and mating geometries in devices having similar operating
characteristics and involves no more than routine skill in the art. Ex.1002 9216.

As explained above, Hartdegen already discloses a plate-and-tool/body
system that positions and secures a bone plate through cannulated tube members,
and Orbay discloses a lip-and-socket/stepped-profile engagement geometry
performing the identical function of retaining and aligning a bone plate within a

tool/body. Ex.1005 4111; Ex.1007, 9-10; Ex.1008 9965, 67. Because both structures
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are similar components that interface at the same bone-anchor-receiving portion of
a bone plate, incorporating Orbay’s lip-and-socket/stepped-profile engagement
geometry onto Hartdegen’s tube members would have amounted to no more than the
use of a known engagement geometry to improve a similar device in the same way,

yielding the predictable result of a secure, visualizable connection. Ex.1002 99217—

219.

19. Summary

For at least these reasons, claims 1-19 would have been obvious in view of
Hartdegen and Orbay.

VI. STANDING

Petitioner is not barred or estopped from requesting inter partes review on
these grounds.

VII. STIPULATION

Petitioner stipulates that, if this Petition is instituted, it will not pursue in
district court the grounds identified in this Petition or that could have been
reasonably raised in this IPR (i.e., any ground that reasonably could have been raised
under 35 U.S.C. §§102 or 103 on the basis of prior art patents or printed publications)
with regard to the claims subject to institution. Sotera Wireless, Inc. v. Masimo
Corp., IPR2020-01019, Paper 12 at 18-19 (PTAB Dec. 1, 2020) (precedential as to

STLA).
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VIII. SECONDARY CONSIDERATIONS

Petitioner is not aware of any evidence of secondary considerations. If Patent
Owner identifies evidence of secondary considerations, Petitioner respectfully

requests an opportunity to respond.

IX. MANDATORY NOTICES
A. Real Party-In-Interest

Petitioner identifies Treace Medical Concepts, Inc. as the real party-in-
interest.

B. Related Matters

To the best of Petitioner’s knowledge, other judicial or administrative matters
that would affect, or be affected by, a decision in the proceeding include:

Paragon 28, Inc. and Disior Oy v. Treace Medical Concepts, Inc. and MIOS
Marketing, LLC d/b/a RedPoint Medical 3D, C.A. No. 1:25-cv-01092-GBW (Dist.
Del.);

[PR2027-00007;

[PR2026-00008; and

An inter partes review filed concurrently herewith directed to US Patent No.
10,932,831.

C. Lead and Backup Counsel Information

Petitioner provides the following designation of counsel, all of whom are

identified in Petitioner’s Power of Attorney.
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Lead Counsel

Back-up Counsel

Richard McCaulley (Reg. No. 41,977)
richard@mccaulleylawgroup.com

McCaulley Law Group

21660 W Field PKWY, Unit 117
Deer Park, IL 60010

Tel.: 312.858.1105

Jeremy M. Plenzler (Reg. No. 56,432)
jeremy(@vhiplaw.com

Van Hoven PC

280 N. Old Woodward Ave., Suite 100
Birmingham, MI 48009

Tel.: 248.289.5464

Joshua Van Hoven (Reg. No. 56,786)
josh@vhiplaw.com

Van Hoven PC

3001 Bishop Dr, Suite 300
San Ramon, CA 94583
Tel.: 925.302.5941

Paul LaVanway (Reg. No. 64,610)
plavanway@fredlaw.com

Fredrikson & Byron P.A.

60 South Sixth Street, Suite 1500
Minneapolis, MN 55402

Tel.: 612.492.7387

Andres F. Arrubla (Reg. No. 68,102)
aarrubla@treace.net

Robert R. Fredeking (Reg. No. 74,371)
rfredeking@treace.net

Treace Medical Concepts, Inc.
100 Palmetto Park Place
Ponte Vedra, FL 32081

Tel.: 561.305.2545

D. Service Information

Please direct all communication to lead counsel and back-up counsel at the
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addresses above. Petitioner also consents to electronic service at:
richard@mccaulleylawgroup.com;
jeremy(@vhiplaw.com;
josh@vhiplaw.com;
plavanway@fredlaw.com;
aarrubla@treace.net; and
rfredeking@treace.net.

X. CONCLUSION

Petitioner respectfully requests the Board grant inter partes review and find

all challenged claims unpatentable.

Dated: October 14, 2026 Respectfully Submitted,

/Jeremy Plenzler/
Jeremy Plenzler (Reg. No. 56,432)

VAN HOVEN PC

280 N. Old Woodward Ave., Suite 100
Birmingham, MI 48009

248.289.5464

jeremy@vhiplaw.com

Counsel for Petitioner
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CERTIFICATE OF WORD COUNT
Pursuant to 37 C.F.R. § 42.24(d), the undersigned certifies that this Petition

complies with the type-volume limitation of 14,000 words provided in 37 C.F.R. §
42.24(a)(1)(1). The word processing program used to prepare the Petition indicates
that it contains 13,799 words, excluding the parts of the brief exempted by 37 C.F.R.
§ 42.24(a), (that 1s, the word count does not include the table of contents, table of
authorities, the exhibit list, the claim listing, the certificate of service, or the

certificate of compliance).

Dated: October 14, 2026 /Jeremy Plenzler/
Jeremy Plenzler (Reg. No. 56,432)

Counsel for Petitioner
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CERTIFICATE OF SERVICE

The undersigned certifies that on the 14" of October 2026, a complete and
entire copy of the foregoing “PETITION FOR INTER PARTES REVIEW,”
including any exhibits, was served to the below counsel of record for Patent Owner
via USPS Priority Mail Express.

Fitch Even Tabin & Flannery, LLP
120 South Lasalle Street, Suite 200
Chicago, IL 60603

A courtesy copy was sent to Patent Owner’s litigation counsel Ali S. Razai at:

ali.razai@morganlewis.com.

Dated: October 14, 2026 /Jeremy Plenzler/
Jeremy Plenzler (Reg. No. 56,432)

Counsel for Petitioner
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