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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

)X Responsive to communication(s) filed on 15 August 2011.
2a)[] This action is FINAL. 2b)[X] This action is non-final.
3)[J An election was made by the applicant in response to a restriction requirement set forth during the interview on
___;therestriction requirement and election have been incorporated into this action.
4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

5)X Claim(s) 1-53 and 55-74 is/are pending in the application.
5a) Of the above claim(s) 12-19,24-50,61-68,73 and 74 is/are withdrawn from consideration.

6)[] Claim(s) ____is/are allowed.

7)X Claim(s) 1-11,20-23,51-53,55-60 and 69-72 is/are rejected.

8)[] Claim(s) ____is/are objected to.

9)[] Claim(s) _____are subject to restriction and/or election requirement.

Application Papers

10)[] The specification is objected to by the Examiner.
11)[X] The drawing(s) filed on 14 June 2010 is/are: a)[X] accepted or b)[] objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
12)[] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

13)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)JAIl b)[]Some * ¢)[] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No. ___
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) & Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)
2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _
3) X Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paper No(s)/Mail Date 8/23/2010. 6) |:| Other:
U.S. Patent and Trademark Office
PTOL-326 (Rev. 03-11) Office Action Summary Part of Paper No./Mail Date 20110921
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DETAILED ACTION
Election/Restrictions

Applicant’s election without traverse of Group | and Species B in the reply filed
on 8/15/2011 is acknowledged.

Claims 26-50 are withdrawn from further consideration pursuant to 37 CFR
1.142(b) as being drawn to a nonelected group (Group ).

Claims 12-19, 24-25, 61-68, and 73-74 are withdrawn from further consideration
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected Species, there being no
allowable generic or linking claim. Election was made without traverse in the reply filed
on 8/15/2011. Claim 12 claims a plurality of apertures in the tapered member. Figures
8-16 (Species B) do not depict a plurality of apertures in the tapered member. Claims
13-19 depend from claim 12. Applicant stated in the response that claims 24-25 do not
read on Species B. Claim 61 claims a plurality of apertures in the tapered member.
Figures 8-16 (Species B) do not depict a plurality of apertures in the tapered member.
Claims 62-68 depend from claim 61. Applicant stated in the response that claims 73-74

do not read on Species B.

Double Patenting
The nonstatutory double patenting rejection is based on a judicially created
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the
unjustified or improper timewise extension of the “right to exclude” granted by a patent

and to prevent possible harassment by multiple assignees. A nonstatutory
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obviousness-type double patenting rejection is appropriate where the conflicting claims
are not identical, but at least one examined application claim is not patentably distinct
from the reference claim(s) because the examined application claim is either anticipated
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir.
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163
USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d)
may be used to overcome an actual or provisional rejection based on a nonstatutory
double patenting ground provided the conflicting application or patent either is shown to
be commonly owned with this application, or claims an invention made as a result of
activities undertaken within the scope of a joint research agreement.

Effective January 1, 1994, a registered attorney or agent of record may sign a
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with
37 CFR 3.73(b).

Claims 1-11, 20-23 are provisionally rejected on the ground of nonstatutory
double patenting over claims 114-136 of copending Application No. 12/456,808. This is
a provisional double patenting rejection since the conflicting claims have not yet been

patented.
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The subject matter claimed in the instant application is fully disclosed in the
referenced copending application and would be covered by any patent granted on that
copending application since the referenced copending application and the instant
application are claiming common subject matter, as follows: Claims 114, 115, 123
discloses an intramedullary assembly for bone fusion, comprising: a lag screw member,
wherein the lag screw member comprises a first elongated body (claim 114, line 2-3),
and wherein the first elongated body includes a first threaded portion at a first end
(claim 115, lines 1-2) and a bulbous portion at a second end (claim 114, line 2-3); and a
tapered screw member for coupling to the lag screw member (claim 114, line 4-5),
wherein the tapered screw member includes a second elongated body, wherein the
second elongated body comprises a second threaded portion at a third end (Claim 123
line 103), a tubular portion at a fourth end, wherein the tubular portion comprises an
opening (claim 114, line 5) disposed at an end of the tubular portion.

Furthermore, there is no apparent reason why applicant would be prevented from
presenting claims corresponding to those of the instant application in the other
copending application. See In re Schneller, 397 F.2d 350, 158 USPQ 210 (CCPA

1968). See also MPEP § 804.

Claim Rejections - 35 USC § 103
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
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invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148
USPQ 459 (1966), that are applied for establishing a background for determining
obviousness under 35 U.S.C. 103(a) are summarized as follows:

Determining the scope and contents of the prior art.

Ascertaining the differences between the prior art and the claims at issue.
Resolving the level of ordinary skill in the pertinent art.

Considering objective evidence present in the application indicating
obviousness or nonobviousness.

Bown =

Claims 1-10, 20, 22-23 are rejected under 35 U.S.C. 103(a) as being
unpatentable over U.S. Patent Publication 2009/0240252 to Chang in view of U.S.
Patent 5,456,267 to Stark.

Regarding claim 1, Chang discloses an intramedullary assembly for bone fusion,
comprising: a lag screw member (11), wherein the lag screw member comprises a first
elongated body, and wherein the first elongated body (Fig 4) includes a first threaded
portion (111) at a first end and a bulbous portion (112) at a second end; and a tapered
screw member (10) for coupling to the lag screw member (11), wherein the tapered
screw member includes a second elongated body (Fig 4), a tubular portion at a fourth
end, wherein the tubular portion comprises an opening (103) disposed at an end of the
tubular portion. Chang does not disclose that the second elongated body comprises a
second threaded portion at a third end. Stark discloses a second elongated body
(intramedullary rod) 74 with a threaded portion in order to better “draw the pin into the

bone.” (col 6, Il 19-25.) It would have been obvious to one of ordinary skill in art at the
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time of the invention to construct the device of Chang with a threaded second elongated
body to draw the pin into the bone.

Regarding claim 2, Chang in view of Stark discloses the invention as claimed and
discussed above and Chang further discloses that lag screw member (11) is slideably
coupled to the tapered screw member and makes a fixed angle (Fig 4) with the tapered
screw member (10).

Regarding claim 3, Chang in view of Stark discloses the invention as claimed and
discussed above and Chang further discloses that the fixed angle is in the range of
about 0 to about 90 degrees. The angle in figure 4 appears to be approximately 90
degrees.

Regarding claims 4 and 5, Chang in view of Stark discloses the invention as
claimed and discussed above and Chang further discloses that the bulbous (112)
portion comprises a taper (Fig 4) adapted for providing an interference fit or lock with
said distal member (10).

Regarding claim 6, Chang in view of Stark discloses the invention as claimed and
discussed above and Chang further discloses that the lag screw member (11) is
cannulated having a cross-section with said first elongated body. Para 0020.

Regarding claims 7-9, Chang in view of Stark discloses the invention as claimed
and discussed above and Chang further discloses that the bulbous portion (112) further
includes an orifice (113) with a hexagonal shape (Fig. 3) longitudinally coextensive with
a length of the bulbous portion (112), adapted for receiving a complementary shaped

end (442) of an instrument (40).
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Regarding claim 10, Chang in view of Stark discloses the invention as claimed
and discussed above and Chang further discloses that the first threaded portion (111)
contains a plurality of bone threads (111) on an outer surface of the first threaded
portion (111).

Regarding claim 20, Chang in view of Stark discloses the invention as claimed
and discussed above but does not disclose that the second threaded portion contains a
plurality of threads on an outer surface of the second threaded portion. However, it
would have been obvious to one having ordinary skill in the art at the time the invention
was made to put a plurality of threads (111) on a second threaded portion on an end of
a shaft, since it has been held that mere duplication of the essential working parts of a
device involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193
USPQ 8.

Regarding claims 22 and 23, Chang in view of Stark discloses the invention as
claimed and discussed above and Chang further discloses that the lag screw member
(11) and the tapered screw member (10) are provided for insertion into at least a first

medullary canal of bone. (Fig 5)

Claims 11 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable
over U.S. Patent Publication 2009/0240252 to Chang in view of U.S. Patent 5,456,267
to Start and in further view of U.S. Patent Publication 2009/0149857 to Culbert et al.

(“Culbert”).
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Regarding claims 11 and 21, Chang in view of Stark discloses the invention as
claimed and discussed above but does not disclose that the second threaded portion
comprises a self-tapping edge adapted for removing bone material. Culbert discloses a
“self-tapping or self-drilling bone stabilization device” in order to omit a separate step of
drilling into the bone. Para 0226. It would have been obvious to one of ordinary skill in
the art at the time of the invention to construct the device of Chang with a self-tapping
screw in view of Culbert to eliminate a step of drilling into the bone, which removes

bone material.

Claims 51- 53, 55-59, 69, 71-72 are rejected under 35 U.S.C. 103(a) as being
unpatentable over U.S. Patent Publication 2009/0240252 to Chang in view of U.S.
Patent 5,456,267 to Stark and in further view of U.S. Patent 6,669,700 to Farris et al.
(“Farris”),

Regarding claims 51 and 69, Chang discloses an intramedullary assembly for
bone fusion, comprising: a lag screw member (11), wherein the lag screw member
comprises a first elongated body, and wherein the first elongated body (Fig 4) includes
a first threaded portion (111) at a first end and a bulbous portion (112) at a second end;
and a tapered screw member (10) for coupling to the lag screw member (11), wherein
the tapered screw member includes a second elongated body (Fig 4), a tubular portion
at a fourth end, wherein the tubular portion comprises an opening (103) disposed at an
end of the tubular portion. Chang does not disclose that the second elongated body

comprises a second threaded portion at a third end. Stark discloses a second
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elongated body (intramedullary rod) 74 with a threaded portion in order to better “draw
the pin into the bone.” (col 6, Il 19-25.) It would have been obvious to one of ordinary

skill in art at the time of the invention to construct the device of Chang with a threaded
second elongated body to draw the pin into the bone.

Chang does not disclose that the bulbous portion (112) is semi-spherical for
providing angular rotation of the lag screw member (11). Farris teaches a variable angle
bone screw (60) with a semi-spherical surface (Fig 5). It would have been obvious to
one of ordinary skill in the art at the time of the invention to construct the device of
Chang with a screw with a semi-spherical head in view of Farris in order to provide a lag
screw (11) that can rotate about various angles.

Regarding claim 52, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the lag
screw member (11) is slideably coupled to the tapered screw member and makes an
angle (Fig 4) with the tapered screw member (10).

Regarding claim 53, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the
fixed angle is in the range of about 0 to about 90 degrees. The angle in figure 4 appears
to be approximately 90 degrees.

Regarding claim 55, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the lag
screw member (11) is cannulated having a cross-section with said first elongated body.

Para 0020.
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Regarding claims 56-58, Chang in view of Stark and in further view of Farris
disclose the invention as claimed and discussed above and Chang further discloses that
the bulbous portion (112) further includes an orifice (113) with a hexagonal shape (Fig.
3) longitudinally coextensive with a length of the bulbous portion (112), adapted for
receiving a complementary shaped end (442) of an instrument (40).

Regarding claim 59, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the first
threaded portion (111) contains a plurality of bone threads (111) on an outer surface of
the first threaded portion (111).

Regarding claims 71 and 72, Chang in view of Stark and in further view of Farris
disclose the invention as claimed and discussed above and Chang further discloses that
the lag screw member (11) and the tapered screw member (10) are provided for
insertion into at least a first medullary canal of bone. (Fig 5)

Claims 60 and 70 are rejected under 35 U.S.C. 103(a) as being unpatentable
over U.S. Patent Publication 2009/0240252 to Chang in view of U.S. Patent 5,456,267
to Stark and in further view of U.S. Patent 6,669,700 to Farris et al. (“Farris”) and in
further view of U.S. Patent Publication 2009/0149857 to Culbert et al. (*Culbert”).

Regarding claims 60 and 70, Chang in view of Stark and in further view of Farris
disclose the invention as claimed and discussed above but do not disclose that the
second threaded portion comprises a self-tapping edge adapted for removing bone
material. Culbert discloses a “self-tapping or self-drilling bone stabilization device” in

order to omit a separate step of drilling into the bone. Para 0226. It would have been
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obvious to one of ordinary skill in the art at the time of the invention to construct the
device of Chang with a self-tapping screw in view of Culbert to eliminate a step of
drilling into the bone, which removes bone material.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to STUART S. BRAY whose telephone number is
(571)270-7648. The examiner can normally be reached on Mon-Thurs 7:30-5:00.

If attempts to reach the examiner by telephone are unsuccessful, please contact
the examiner’s supervisor, Eduardo C. Robert, at 571-272-4719. The fax phone
number for the organization where this application or proceeding is assigned is 571-
273-8300.

If there are any inquiries that are not being addressed by first contacting
the Examiner or the Supervisor, you may send an email inquiry to

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http:/pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.
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/STUART S BRAY/
Examiner, Art Unit 3733
/EDUARDQ C. ROBERT/

Supervisory Patent Examiner, Art Unit 3733
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Electronically filed March 28, 2012

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of: Jeff Tyber, et al. Confirmation No.: 1344
Serial No.: 12/658,680 Examiner: Bray, Stuart Samuel
Filed: February 11,2010 Art Unit: 3733
For: INTRAOSSEOUS INTRAMEDULLARY Atty. Doc. No.: 277-042
FIXATION ASSEMBLY AND METHOD
OF USE

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

RESPONSE TO OFFICE ACTION OF SEPTEMBER 28, 2011

SIR:
This is an amendment and response to the office action mailed September 28, 2011.

Based upon the following amendments and remarks, the application is believed to be in
condition for allowance and action to that end is respectfully requested.
Prior to further substantive examination, please amend the subject application as follows:

AMENDMENTS TO THE SPECIFICATION begin on page 2 of this paper.

AMENDMENTS TO THE CLAIMS begin on page 8 of this paper.

REMARKS begin on page 23 of this paper.
Amendments to Specification and Drawings remarks begin on page 23 of this paper.
Election/Restrictions remarks begin on page 24 of this paper.
35 U.S.C. § 103 remarks begin on page 24 of this paper.
Double Patenting remarks begin on page 27 of this paper.

REPLACEMENT DRAWINGS are attached and labeled REPLACEMENT SHEET.
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IN THE SPECIFICATION:
Please revise the paragraph found on page 12, line 9 to page 13, line 11 of the
specification or paragraph [0044] of U.S. Patent Application Publication No. 2010/0256638 as

follows:

As shown in Figures 3A-3B, distal member 140 of the
preferred embodiment is generally tubular in shape and tapers
from a first end 302 to a second end 304 (i.e. end 302 has a
diameter 306 that is slightly larger than diameter 308 of end
304). However, in another non-limiting embodiment, distal
member 140 has a constant width from first end 302 to second end
304. Further, first end 302 is generally semi-spherical in
shape and has an internal circular aperture 316, which traverses
end 302 along direction 301 (i.e. end 302 is generally “donut”
shaped). Additionally, circular aperture 316 emanates from
surface 322, such that portion 310 has a generally tapered
aperture 316 provided in portion 310. Circular aperture 316
comprises slope 320 from first end 302 to end 323 [[322]] of
portion 310. Further, aperture 316 is aligned along axis 303,
which is offset from horizontal axis 305 of distal member 140.
Axis 303 forms an angle 150 with horizontal axis 305 that
determines the angle for arch restoration, as shown in figure
3A. Angle 150 may be any angle greater than 90 degrees and less

than 180 degrees. Tapered aperture 316 when combined with

Ex. 1015 - pg.15



10

15

20

tapered bulbous portion 202, shown in Figure 2, creates a locked
interference fit between proximal member 130 and distal member
140. First end 302 has a plurality of substantially similar
grooves 326 and 328, which form an “L-shape” with surface 330 of
end 302. Grooves 326 and 328 are provided to receive instrument
120 of fixation system 100, which is later described. In other
non-limiting embodiments, other similar instruments may be

provided to be received within grooves 326 and 328.

Please revise the paragraph found on page 14, lines 1-8 of the specification or paragraph

[0046] of U.S. Patent Application Publication No. 2010/0256638 as follows:

Portion 310 of distal member 140 terminates into a second
generally cylindrical portion 318 which has a plurality of
threads 324, which are circumferentially disposed on the
external surface of portion 318. Portion 318 has an internal
circular aperture 327 [[326]] which is longitudinally
coextensive with portion 318 in direction 301. Circular
aperture 327 [[326]] aligns with aperture 312 to form a

continuous opening from end 302 to end 304.
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Please revise the paragraph found on page 23, line 11 to page 24, line 12 of the
specification or paragraph [0060] of U.S. Patent Application Publication No. 2010/0256638 as

follows:

Further, tapered portion 1110 is generally tubular in shape
and tapers from end 1120 to end 1125 (i.e. end 1120 has a
diameter 4325 1127 that decreases slightly in diameter from end
1120 in direction 1100). Further, first end 1120 has a tapered
aperture 1130, which traverses tapered portion 1110 along axis
1102, which causes tapered aperture 1130 to emanate from surface
1135. Axis 1102 is offset from longitudinal axis 1104 at an
angle 1140. Moreover, tapered portion 1110 has a generally
hexagonal-shaped aperture contained within portion 1110, which
is aligned along axis 1104 and is provided to receive an
instrument (not shown) for applying torque to tapered screw
member 810. In other non-limiting embodiments, a star-shaped
aperture, a square-shaped aperture, or any other shaped aperture
may be utilized without departing from the scope of the
invention. With tapered aperture 1130 being aligned along axis
1102, tapered aperture 1130 forms a fixed angle 1140 with
longitudinal axis 1145. Fixed angle 1140 determines the angle
for fixation of tapered screw mempber 810 with respect to lag
screw member 815 (shown in figure 10). It should be appreciated

that fixed angle 1140 may be any angle less than 90 degrees to
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allow a surgeon the flexibility of determining the angle for
internal fixation of bones in the human body. It should also be
appreciated that tapered aperture 1130 when combined with
tapered bulbous portion 1010, shown in Figure 10, creates a
locked interference fit between tapered screw member $+5 810 and

lag screw member 815.

Please revise the paragraph found on page 29, lines 3-20 of the specification or paragraph

[0067] of U.S. Patent Application Publication No. 2010/0256638 as follows:

Further, lag screw member 1415 has a first smooth exterior
portion 1505 of a uniform diameter 1525 from first end 1540 to
second end 1545. Portion 1505 includes an internal aperture
1550 aligned along axis 1502 that traverses the longitudinal
length of portion 1505 along direction 1504. Further, portion
1505 terminates into the threaded portion 1515. Threaded
portion 1515 also includes an internal aperture 1555 aligned
along axis 1502 that longitudinally traverses threaded portion
1515. 1Internal aperture 1555 being aligned along the same axis
1502 as apertures 1535 and 3555 1550 cooperatively form a
continuous opening (i.e., a cannula) from bulbous portion 1510
to end 1560 of threaded portion 1515. The continuous opening or
cannula is provided to interact with a guide wire (not shown) by

receiving the guide wire within the continuous opening to help
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guide and position the lag screw member 1415 during insertion
into bone. In other non-limiting embodiments, the lag screw
member 1415 may be provided without apertures 1550 and 1555

(i.e., the lag screw member 1415 is non-cannulated or solid).

Please revise the paragraph found on page 31, line 16 to page 32, line 15 of the
specification or paragraph [0071] of U.S. Patent Application Publication No. 2010/0256638 as

follows:

Further, polyaxial screw member 1410 has a smooth exterior
portion 1605 having a uniform diameter from end 1625 to end
1650. The diameter of exterior portion 1605 is smaller than the
diameter of aperture 1630. Polyaxial screw member 1410 1is
generally solid, however, in other non-limiting embodiments,
polyaxial screw member 1410 may be cannulated. Further, portion
1605 terminates into a threaded portion 1615. Threaded portion
1615 is generally solid and includes a plurality of circular
threads, such as threads 1655, circumferentially disposed on the
external surface of threaded portion 1615. Threaded portion
1615 has a uniform diameter that is slightly larger than the
diameter of portion 1605. However, in other non-limiting
embodiments, the respective diameters of portions 1605 and 1615
may be substantially the same. Threaded portion 1615 may also

be provided with a self-tapping leading edge (not shown) to
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provide portion 1615 with the ability to remove bone material
during insertion of preximalt polyaxial screw member 1410 into
bone. It should be appreciated that the length of the preximat
polyaxial screw member 1410 may be selected of varying lengths
to allow a surgeon to fuse different joints in the human body.
It should be appreciated that polyaxial screw member 1410 may be
coated with an osteoconductive material, such as, for example,
plasma spray or other similar types of porous materials that is
capable of supporting or encouraging bone ingrowth into this

material.
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IN THE CLAIMS:
Please revise the claims to read a follows.
1. (Currently amended) An intramedullary assembly for bone fusion, comprising:

a lag first screw member, wherein the lag first screw member comprises a first elongated

body extending along a first longitudinal axis, and wherein the first elongated body includes a
first threaded portion at a first end and a bulbous portion at a second end; and
a tapered second screw member for coupling to the lag first screw member, wherein the

tapered second screw member includes a second elongated body having first and second ends

and extending along a second longitudinal axis, wherein the second elongated body comprises a

second threaded portion at a-third the first end of the second elongated body, a first aperture

tubular portion at a terminal end of the second end of the second elongated body, and a bore

extending along a third axis from the first aperture to a second aperture on an exterior surface of

the second screw member. wherein

of thetubular-pertion wherein the second longitudinal axis and the third axis define an angle,

wherein the first screw member couples to the second screw member by inserting the first

screw member into the bore until the bulbous portion of the first screw member abuts the first

aperture of the second screw member.

2. (Currently amended) The intramedullary assembly of claim 1, wherein the lag first

screw member is-slideably-eoupled couples to the tapered second screw member at the angle-and

makes-a-fixed-angle-with-the-tapered-serew-member.
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3. (Currently amended) The intramedullary assembly of claim 1, wherein the fixed angle is

in the range of about 0 degrees to about 90 degrees.

4. (Currently amended) The intramedullary assembly of claim 1, wherein the bulbous

portion includes a taper for providing an interference fit with the tapered second screw member.

5. (Currently amended) The intramedullary assembly of claim 4, wherein the taper

provides for an interference lock with the tapered second screw member.

6. (Currently amended) The intramedullary assembly of claim 1, wherein the lag first

screw member is cannulated having a circular cross-section with said first elongated body.

7. (Currently amended) The intramedullary assembly of claim 1, wherein the bulbous

portion further includes an exifiee aperture disposed along the first longitudinal axis

8. (Currently amended) The intramedullary assembly of claim 7, wherein the exifice

aperture of the bulbous portion has a hexagonal shape, a star shape, or a square shape.

9. (Currently amended) The intramedullary assembly of claim 7, wherein the erifiee

aperture of the bulbous portion is provided to receive a complementary shaped end of an

instrument.
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10. (Currently amended)  The intramedullary assembly of claim 1, wherein the first threaded
portion eentains comprises a plurality of bone threads on an outer surface of the first threaded

portion.

11. (Currently amended)  The intramedullary assembly of claim 1, wherein the first threaded

portion includes a self-tapping edgeswherein-the-self-tapping-edge-provides for remeval-of
removing bone material-during-insertion-ofthe lag-serew-member.

12. (Currently amended)  The intramedullary assembly of claim 1, wherein the tapered

second screw member further comprises an plarality-of-apertures internal aperture disposed in

the second elongated body.

13. (Canceled) The intramedullary assembly of claim 12, wherein the plurality of

apertures includes a first internal aperture and a tapered aperture.

14. (Currently amended)  The intramedullary assembly of claim [[13]] 12, wherein the fzst
internal aperture is disposed along the second longitudinal axis-partially-traverses-the-tubular

perttion-at-thefourth-end.

15. (Currently amended)  The intramedullary assembly of claim [[13]] 12, wherein the frst
internal aperture further includes a hexagonally shaped opening, a star-shaped opening, or a

square-shaped opening partially disposed in the second elongated body.
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16. (Currently amended)  The intramedullary assembly of claim 15, wherein the hexagonally

shaped opening, the star-shaped opening, or the square-shaped opening is provided to receive a

complementary shaped member.

17. (Canceled) The intramedullary assembly of claim 13, wherein the tapered aperture
traverses the second elongated body from the end of the tubular portion to an exterior surface on

the second elongated body.

18. (Currently amended)  The intramedullary assembly of claim 1[[3]], wherein the tapered
aperture bore is-provided-to receives the first elongated body of the lag first screw member,
wherein the bulbous portion is-centained resides within the tapered-aperture bore, and further

wherein the bulbous portion abuts the epening first aperture at the second end of the second

elongated body-efthe-tubular pertien.

19. (Canceled) The intramedullary assembly of claim 13, wherein the tapered aperture

forms a predetermined angle with the second elongated body.

20. (Currently amended)  The intramedullary assembly of claim 1, wherein the second
threaded portion eentains comprises a plurality of threads on an outer surface of the second

threaded portion.
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21. (Currently amended)  The intramedullary assembly of claim 1, wherein the second

threaded portion includes a self-tapping edge;-wherein-the-self-tapping-edge-provides for
removal-of removing bone material-during-insertion-ofthe-tapered serew-member.

22. (Currently amended) The intramedullary assembly of claim 1, wherein the lag first

screw member is provided for insertion into at least a first medullary canal of a bone.

23. (Currently amended) The intramedullary assembly of claim 22, wherein the tapered

second screw member is provided for insertion into at least the first medullary canal of the bone.

24, (Withdrawn) The intramedullary assembly of claim 1, further comprising a cover

portion for coupling to the bulbous portion of the lag screw member.

25. (Withdrawn) The intramedullary assembly of claim 24, wherein the cover portion
comprises a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

26. (Withdrawn) A method for bone fusion, comprising:
providing a lag screw member, wherein the lag screw member comprises a first elongated
body, and wherein the first elongated body includes a first threaded portion at a first end
and a bulbous portion at a second end; and
providing a tapered screw member coupled to the lag screw member, wherein the tapered

screw member includes a second elongated body, wherein the second elongated body
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comprises a second threaded portion at a third end, a tubular portion at a fourth end, and
an opening at the fourth end;

making an incision in the foot;

forming a first medullary canal in a first bone;

inserting the tapered screw member into the first medullary canal;

aligning the tapered screw member in the first medullary canal;

forming a second medullary canal in the first bone;

coupling the lag screw member to the tapered screw member;

inserting the lag screw member into the second medullary canal;

applying torque to the lag screw member to lock the tapered screw member to the lag

screw member, thereby compressing the first bone to the second bone.

27. (Withdrawn) The method of claim 26, wherein the lag screw member is
slideably coupled to the tapered screw member and makes a fixed angle with the tapered screw

member.

28. (Withdrawn) The method of claim 27, wherein the fixed angle is in the range of

approximately 0 to approximately 90 degrees.

29. (Withdrawn) The method of claim 26, wherein the bulbous portion includes a

taper for providing an interference fit with the tapered screw member.
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30. (Withdrawn) The method of claim 29, wherein the taper provides for an

interference lock with the tapered screw member.

31. (Withdrawn) The method of claim 26, wherein the lag screw member is

cannulated having a circular cross-section with said first elongated body.

32. (Withdrawn) The method of claim 26, wherein the bulbous portion includes an

orifice longitudinally coextensive with a length of the bulbous portion.

33. (Withdrawn) The method of claim 32, wherein the orifice has a hexagonal

shape, a star shape, or a square shape.

34. (Withdrawn) The method of claim 32, further comprising receiving a

complementary shaped end of an instrument in the orifice.

3S. (Withdrawn) The method of claim 26, wherein the first threaded portion

contains a plurality of bone threads on an outer surface of the threaded portion.

36. (Withdrawn) The method of claim 26, wherein the first threaded portion
includes a self-tapping edge, wherein the self-tapping edge provides for removal of bone material

during insertion of the lag screw member.
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37. (Withdrawn) The method of claim 26, wherein the tapered screw member

comprises a plurality of apertures disposed in the second elongated body.

38. (Withdrawn) The method of claim 37, wherein the plurality of apertures

comprises a first internal aperture and a tapered aperture.

39. (Withdrawn) The method of claim 38, wherein the first internal aperture

partially traverses the tubular portion at the fourth end.

40. (Withdrawn) The method of claim 38, wherein the first internal aperture
comprises a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

41. (Withdrawn) The method of claim 40, further comprising receiving a

complementary shaped member in the opening.

42. (Withdrawn) The method of claim 38, wherein the tapered aperture traverses the
second elongated body from the end of the tubular portion to an exterior surface on the second

elongated body.

43. (Withdrawn) The method of claim 38, further comprising receiving the first

elongated body of the lag screw member in the tapered aperture, wherein the bulbous portion is
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contained in the tapered aperture, and further wherein the bulbous portion abuts the opening at

the end of the tubular portion.

44. (Withdrawn) The method of claim 38, wherein the tapered aperture forms a

predetermined angle with the second elongated body.

45. (Withdrawn) The method of claim 26, wherein the second threaded portion

contains a plurality of threads on an outer surface of the second threaded portion.

46. (Withdrawn) The method of claim 26, wherein the second threaded portion
includes a self-tapping edge, wherein the self-tapping edge provides for removal of bone material

during insertion of the tapered screw member.

47. (Withdrawn) The method of claim 26, further comprising inserting the lag screw

member into at least a first medullary canal of bone.

48. (Withdrawn) The method of claim 47, further comprising inserting the tapered

screw member into at least the first medullary canal of the bone.

49. (Withdrawn) The method of claim 26, further comprising providing a cover

portion coupled to the bulbous portion of the lag screw member.
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50. (Withdrawn) The method of claim 49, wherein the cover portion comprises a
hexagonally shaped opening, a star-shaped opening, or a square-shaped opening partially

disposed in the second elongated body.

51. (Currently amended)  An intramedullary assembly for bone fusion, comprising:

a lag first screw member, wherein the lag first screw member comprises a first elongated
body, and wherein the first elongated body includes a first threaded portion at a first end and a
bulbous portion at a second end; and

a tapered second screw member adapted for coupling to the Jag first screw member,

wherein the tapered second screw member includes a second elongated body having first and

second ends, wherein the second elongated body comprises a second threaded portion at a-third

the first end of the second elongated body[[,]] and a tubular portion at a-feurth the second end of

the second elongated body, and wherein the tubular portion comprises an-epening a first aperture

at a terminal end of the fourth second end of the second elongated body and a bore extending

through the tubular portion from the first aperture to a second aperture on an exterior surface of

the second screw member,

wherein the bulbous portion is semi-spherical for providing angular rotation of the lag

first screw member.

52. (Currently amended) The intramedullary assembly of claim 51, wherein the lag first

screw member is-slideably-coupled couples to the tapered second screw member at an angle-and

makes-an-angle-with-the tapered-serew-member.
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53. (Currently amended) The intramedullary assembly of claim 52, wherein the angle varies

between about 0 degrees and about 90 degrees.

54. (Canceled)

55. (Currently amended)  The intramedullary assembly of claim 51, wherein the lag first

screw member is cannulated having a circular cross-section with said first elongated body.

56. (Currently amended) The intramedullary assembly of claim 51, wherein the bulbous

portion further includes an erifice aperturelongitudinally coextensive-with-alength-ofthe
bulbous-pertion.

57. (Currently amended) The intramedullary assembly of claim 56, wherein the erifiee

aperture of the bulbous portion has a hexagonal shape, a star shape, or a square shape.

58. (Currently amended) The intramedullary assembly of claim 56, wherein the erifice

aperture of the bulbous portion is provided to receive a complementary shaped end of an

instrument.

59. (Currently amended) The intramedullary assembly of claim 51, wherein the first
threaded portion eentains comprises a plurality of bone threads on an outer surface of the first

threaded portion.
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60. (Currently amended) The intramedullary assembly of claim 51, wherein the first

threaded portion includes a self-tapping edge-wherein-the-seli-tapping-edge-prevides for
removing removal-of bone material-during-insertion-of the lagserew-member.

61. (Currently amended) The intramedullary assembly of claim 51, wherein the tapered

second screw member further comprises a-phurality-of apertures an internal aperture disposed in

the second elongated body.

62. (Canceled) The intramedullary assembly of claim 61, wherein the plurality of

apertures includes a first internal aperture and a tapered aperture.

63. (Currently amended) The intramedullary assembly of claim [[62]] 61, wherein the first

internal aperture partially traverses the tubular portion at the fourth second end of the second

elongated body.

64. (Currently amended) The intramedullary assembly of claim 61, wherein the f#st internal
aperture further includes a hexagonally shaped opening, a star-shaped opening, or a square-

shaped opening partially disposed in the second elongated body.

65. (Currently amended) The intramedullary assembly of claim 64, wherein the hexagonally

shaped opening, the star-shaped opening, or the square-shaped opening is provided to receive a

complementary shaped member.
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66. (Canceled) The intramedullary assembly of claim 62, wherein the tapered aperture
traverses the second elongated body from the fourth end to an exterior surface on the second

elongated body.

67. (Currently amended)  The intramedullary assembly of claim [[62]] 51, wherein the
tapered-aperture bore is-provided-te receives the first elongated body of the lag first screw
member, wherein the bulbous portion is-centained resides within the tapered-aperture bore, and
further wherein the bulbous portion abuts the epening first aperture at the fourth second end of

the second elongated body.

68. (Currently amended) The intramedullary assembly of claim [[62]] 51, wherein the

tapered-aperture bore forms a predetermined angle with the second elongated body.

69. (Currently amended) The intramedullary assembly of claim 51, wherein the second
threaded portion eentains comprises a plurality of threads on an outer surface of the second

threaded portion.

70. (Currently\ amended) The intramedullary assembly of claim 51, wherein the second

threaded portion includes a self-tapping edge;-whereinthe-self-tappingedge-provides for
removal-of removing bone material-during-insertion-of the-tapered-serew-member.

71. (Currently amended)  The intramedullary assembly of claim 51, wherein the fag first

screw member is provided for insertion into at least a first medullary canal of a bone.
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72. (Currently amended)  The intramedullary assembly of claim [[51]] 71, wherein the
tapered second screw member is provided for insertion into at least the first medullary canal of

the bone.

73. (Withdrawn) The intramedullary assembly of claim 51, further comprising a cover

portion coupled to the bulbous portion of the lag screw member.

74. (Withdrawn) The intramedullary assembly of claim 73, wherein the cover portion
comprises a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

75. (New) The intramedullary assembly of claim 1, wherein the bore is adapted for retaining

the bulbous portion.

76. (New) The intramedullary assembly of claim 4, wherein the bore comprises a taper for

providing an interference fit with the taper of the bulbous portion.

77. (New) The intramedullary assembly of claim 2, wherein the angle is adapted to cause the
intramedullary assembly to couple to at least a first bone and translate compression applied to
bone fragments across the first screw member and the second screw member, thereby drawing

the bone fragments together.
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78. (New) The intramedullary assembly of claim 2, wherein the angle is adapted to cause the
intramedullary assembly to couple to at least a first bone and translate compression applied to
bone fragments by the second screw member and the first screw member into uniform

compression through a plurality of points of fixation.

79. (New) The intramedullary assembly of claim 1, wherein the bulbous portion comprises a
spherical portion adapted to allow the first screw member to couple to the second screw member

at a plurality of possible angles ranging from about 0 degrees to about 90 degrees.

80. (New) The intramedullary assembly of claim 79, wherein the spherical portion is adapted
to allow the first screw member to rotate within the bore to set an angle between the first screw

member and the second screw member to at least one of the plurality of possible angles.

81. (New) The intramedullary assembly of claim 1, wherein the second screw member
comprises a tubular portion at the second end of the second elongated body, wherein the tubular
portion comprises the first aperture and the bore, and wherein the second aperture is on an

exterior surface of the tubular portion.
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REMARKS

Applicants first wish to thank the Examiner for his helpful suggestions made during the
course of an Examiner Interview held with Applicants’ representatives on March 7, 2012.

Claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, 67-72, and 75-81 are pending in this
application. Please amend claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, and 67-72, cancel
claims 13, 17, 19, 62, and 66 and add new claims 75-81. Claim 54 remains canceled and claims
24-50 and 73-74 remain withdrawn. Although these claims have been amended, added, and/or
canceled herein to provide clarification, correct typographical inaccuracies and/or informalities,
and/or to better track practical/commercial implementations/practices (hereinafter “amendment,”
“amendments,” and/or “amended”), Applicants submit that the originally filed claims are
patentable and reserve the right to pursue the originally filed claims (as well as any claims
dependent therefrom) at a later time and/or in one or more continuation/divisional application(s).
Applicants submit that these new claims and/or claim amendments are supported throughout the
originally filed specification and that no new matter has been added by way of these
amendments. Applicants respectfully submit that the invention, as defined by claims 1-12, 14-
16, 18, 20-23, 51-53, 55-61, 63-65, 67-72, and 75-81 is patentable over the prior art.

Accordingly, Applicants respectfully request reconsideration of the instant application in

view of the following remarks:

L AMENDMENTS TO THE SPECIFICATION AND DRAWINGS
Applicants submit herewith amendments to the specification as provided above and to
FIGS. 3A and 11 as shown in attached replacement FIGS. 3A and 11. Applicants submit the

above amendments to the specification and the amendments to attached replacement FIGS. 3A
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and 11 to correct typographical errors previously presented. Applicants submit that no new
matter has been added with these amendments to the specification and figures. As such,
Applicants respectfully request that the amendments to the specification and replacement FIGS.

3A and 11 be entered.

IL ELECTION/RESTRICTIONS
The Examiner indicated that claims 12-19, 24-25, 61-68, and 73-74 are withdrawn from
further consideration pursuant to 37 C.F.R. § 1.142(b) as being drawn to a nonelected Species,

there being no allowable generic or linking claim. (See Office Action dated September 28, 2011,

p- 2). Further, the Examiner indicated that because claims 12 and 61 claim a plurality of
apertures in the tapered member not depicted in elected Figures 8-16, these claims are withdrawn
from further consideration. (See id.). The Examiner also indicated that since claims 13-19
depend from claim 12 and claims 62-68 depend from claim 61, claims 13-19 and claims 62-68
are withdrawn for the same reason. (See id.). Applicants respectfully traverse the Examiner’s
election restriction, and submit that amended claims 12, 14-16, 18, 61, 63-65, and 67-68 are
depicted in elected Figures 8-16. As such, Applicants respectfully request the Examiner to re-

enter and examine claims 12, 14-16, 18, 61, 63-65, and 67-68.

III. THE 35 U.S.C § 103 REJECTION

The Examiner rejected claims 1-11, 20-23, 51-60, and 69-72 under 35 U.S.C. § 103(a) as
being unpatentable over various combinations of U.S. Patent Publication No. 2009/0240252 to
Chang (hereinafter “Chang”), U.S. Patent No. 5,456,267 to Stark (hereinafter “Stark™), U.S.

Patent Publication No. 2009/0149857 to Culbert, et al. (hereinafter “Culbert”), and U.S. Patent
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No. 6,669,700 to Farris, et al. (hereinafter “Farris”). Applicants respectfully traverse the
Examiner’s rejection, and submit that Chang, Stark, Culbert, and Farris, alone or in combination,
do not discuss or disclose every element of claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65,
67-72, and 75-81.

Referring first to claim 1, Applicants submit that Chang, Stark, Culbert, and Farris, alone
or in combination, do not discuss, and are in fact missing at least the following element, inter

alia, “wherein the second elongated body comprises a second threaded portion at the first end of

the second elongated body, a first aperture at a terminal end of the second end of the second

elongated body, and a bore extending along a third axis from the first aperture to a second

aperture on an exterior surface of the second screw member,” as required by currently amended

independent claim 1. In fact, Chang specifically and only discloses through holes (101 and 102)
that are merely provided along the shaft of the nail. (See Chang, FIGS. 1-5, Abstract and
paragraphs [0017] and [0024]). Notably, Chang does not discuss or disclose providing an
aperture at a terminal end of the nail. Nor does Change discuss or disclose a bore that extends
from that aperture to an exterior surface of the nail. Likewise, Stark, Culbert, and Farris all fail
to discuss or disclose these same features.

In light of the remarks above, Applicants respectfully submit that Chang, Stark, Culbert,
and Farris, alone or in combination, do not teach, suggest or render obvious the features of
currently amended claim 1. Accordingly, Applicants respectfully submit that claim 1 is
patentable over Chang, Stark, Culbert, and Farris. Further, as claims 2-12, 14-16, 18, 20-23, and
75-81 depend either directly or indirectly from independent claim 1, they contain all of the
elements and limitations of at least claim 1. Claims 2-12, 14-16, 18, 20-23, and 75-81 are

therefore patentable over Chang, Stark, Culbert, and Farris, for at least the same reasons as
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discussed above regarding independent claim 1. Accordingly, for at least these reasons,
Applicants respectfully request reconsideration and withdrawal of the rejection and allowance of
claims 1-12, 14-16, 18, 20-23, and 75-81.

Referring now to claim 51, Applicants submit that Chang, Stark, Culbert, and Farris,
alone or in combination, do not discuss, and are in fact missing at least the following element,

inter alia, “wherein the tubular portion comprises a first aperture at a terminal end of the second

end of the second elongated body and a bore extending through the tubular portion from the first

aperture to a second aperture on an exterior surface of the second screw member,” as required by

currently amended independent claim 51. For the same reasons discussed above with respect to
claim 1, Chang, Stark, Culbert, and Farris, alone or in combination, do not discuss or disclose
this limitation.

In light of the remarks above, Applicants respectfully submit that Chang, Stark, Culbert,
and Farris, alone or in combination, do not teach, suggest or render obvious the features of
currently amended claim 51. Accordingly, Applicants respectfully submit that claim 51 is
patentable over Chang, Stark, Culbert, and Farris. Further, as claims 52-53, 55-61, 63-65, and
67-72 depend either directly or indirectly from independent claim 51, they contain all of the
elements and limitations of at least claim 51. Claims 52-53, 55-61, 63-65, and 67-72 are
therefore patentable over Chang, Stark, Culbert, and Farris, for at least the same reasons as
discussed above regarding independent claim 51. Accordingly, for at least these reasons,
Applicants respectfully request reconsideration and withdrawal of the rejection and allowance of

claims 51-53, 55-61, 63-65, and 67-72.
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IV. THE DOUBLE PATENTING REJECTION
The Examiner provisionally rejected claims 1-11 and 20-23 on the ground of non-
statutory double patenting over claims 114-136 of co-pending Application No. 12/456,808. (See

Office Action dated September 28, 2011, pp. 2-4). In view of the extensive amendments to

claim 1, as discussed above, Applicants submit the non-statutory double patenting rejection of

claims 1-11 and 20-23 should be withdrawn and action to that end is respectfully requested.

CONCLUSION

In view of the foregoing, the application is believed to be in condition for allowance and
therefore Applicants respectfully request reconsideration and withdrawal of the rejections and
objections and allowance of pending claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, 67-72,
and 75-81.

Should any changes to the claims and/or specification be deemed necessary to place the
application in condition for allowance, the Examiner is respectfully requested to contact the
undersigned to discuss the same.

This response is being filed with a petition for a three month extension of time. If any
other petitions and/or other fees are required, the Patent and Trademark Office is specifically
authorized to charge such fee to Deposit Account No. 23-0420 in the name of Ward & Zinna,

LLC.

Respectfully submitted,
Date: March 28, 2012 iévw éi%u,q

#fancis E. Morris
Reg. No. 24,615
Ward & Zinna, LLC
382 Springfield Avenue, Suite 300
Summit, New Jersey 07901
(908) 277-3333
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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.
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earned patent term adjustment. See 37 CFR 1.704(b).
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)X Responsive to communication(s) filed on 28 March 2012.
2a)[X] This action is FINAL. 2b)[] This action is non-final.
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4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.
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5[ Claim(s) 1-12,14-16,18.20-53,55-61,63-65 and 67-81 is/are pending in the application.
5a) Of the above claim(s) 12-19,24-50,61-68 and 73-81 is/are withdrawn from consideration.

6)[] Claim(s) ____is/are allowed.

7)X Claim(s) 1-11,20-23,51-53,55-60 and 69-72 is/are rejected.

8)[] Claim(s) ____is/are objected to.

9)[] Claim(s) ____ are subject to restriction and/or election requirement.

Application Papers

10)[C] The specification is objected to by the Examiner.
11)X] The drawing(s) filed on 28 March 2012 is/are: a)[X] accepted or b)[_] objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
12)[C] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

13)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or ().
a)[J Al b)[JSome * ¢)[] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No. _____
3.[]] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) |:| Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)
2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _
3) X Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paper No(s)/Mail Date 4/3/2012. 6) |:| Other:
U.S. Patent and Trademark Office
PTOL-326 (Rev. 03-11) Office Action Summary Part of Paper No./Mail Date 20120425
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DETAILED ACTION

Election/Restrictions

Newly submitted amended claims 1-11, 20-23, 51-53, 55-60, and 69-72 and new
claims 75-81 are directed to an invention and species that is independent or distinct
from the invention originally claimed for the following reasons: the elected invention in
claims 1-25, 51-74 (8/15/2011) do not include a "first screw", a "second screw", a "first
longitudinal axis", a "second longitudinal axis", a "terminal end", a "third axis".

Since applicant has received an action on the merits for the originally presented
invention, this invention has been constructively elected by original presentation for
prosecution on the merits. Accordingly, newly amended claims 1-12, 14-16, 18, 20-23,
75-81 and 51-53, 55-61, 63-65, 67-72 are withdrawn from consideration as being
directed to a non-elected invention and species. See 37 CFR 1.142(b) and MPEP §
821.03.

Accordingly claims 12-19, 24-25, 61-68, and 73-74, which were withdrawn in the

prior office action, remain withdrawn.

Double Patenting
The nonstatutory double patenting rejection is based on a judicially created
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the
unjustified or improper timewise extension of the “right to exclude” granted by a patent

and to prevent possible harassment by multiple assignees. A nonstatutory
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obviousness-type double patenting rejection is appropriate where the conflicting claims
are not identical, but at least one examined application claim is not patentably distinct
from the reference claim(s) because the examined application claim is either anticipated
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir.
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163
USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d)
may be used to overcome an actual or provisional rejection based on a nonstatutory
double patenting ground provided the conflicting application or patent either is shown to
be commonly owned with this application, or claims an invention made as a result of
activities undertaken within the scope of a joint research agreement.

Effective January 1, 1994, a registered attorney or agent of record may sign a
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with
37 CFR 3.73(b).

Claims 1-11, 20-23 are provisionally rejected on the ground of nonstatutory
double patenting over claims 114-136 of copending Application No. 12/456,808. This is
a provisional double patenting rejection since the conflicting claims have not yet been

patented.
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The subject matter claimed in the instant application is fully disclosed in the
referenced copending application and would be covered by any patent granted on that
copending application since the referenced copending application and the instant
application are claiming common subject matter, as follows: Claims 114, 115, 123
discloses an intramedullary assembly for bone fusion, comprising: a lag screw member,
wherein the lag screw member comprises a first elongated body (claim 114, line 2-3),
and wherein the first elongated body includes a first threaded portion at a first end
(claim 115, lines 1-2) and a bulbous portion at a second end (claim 114, line 2-3); and a
tapered screw member for coupling to the lag screw member (claim 114, line 4-5),
wherein the tapered screw member includes a second elongated body, wherein the
second elongated body comprises a second threaded portion at a third end (Claim 123
line 103), a tubular portion at a fourth end, wherein the tubular portion comprises an
opening (claim 114, line 5) disposed at an end of the tubular portion.

Furthermore, there is no apparent reason why applicant would be prevented from
presenting claims corresponding to those of the instant application in the other
copending application. See In re Schneller, 397 F.2d 350, 158 USPQ 210 (CCPA

1968). See also MPEP § 804.

Claim Rejections - 35 USC § 112

The following is a quotation of the first paragraph of 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and process of
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall
set forth the best mode contemplated by the inventor of carrying out his invention.
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Claims 1-12, 14-16, 18, 20-23, 75-81 and 51-53, 55-61, 63-65, 67-72 are
rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written
description requirement. The claim(s) contains subject matter which was not described
in the specification in such a way as to reasonably convey to one skilled in the relevant
art that the inventor(s), at the time the application was filed, had possession of the
claimed invention. The specification as originally filed provides no support for claims 1-
12, 14-16, 18, 20-23, 75-81 and 51-53, 55-61, 63-65, 67-72, for example: "first screw", a
"second screw", a "first longitudinal axis", a "second longitudinal axis", a "terminal end",

or a "third axis".

Claim Rejections - 35 USC § 103
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148
USPQ 459 (1966), that are applied for establishing a background for determining
obviousness under 35 U.S.C. 103(a) are summarized as follows:

Determining the scope and contents of the prior art.

Ascertaining the differences between the prior art and the claims at issue.
Resolving the level of ordinary skill in the pertinent art.

Considering objective evidence present in the application indicating
obviousness or nonobviousness.

o=
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Claims 1-10, 20, 22-23 are rejected under 35 U.S.C. 103(a) as being
unpatentable over U.S. Patent Publication 2009/0240252 to Chang in view of U.S.
Patent 5,456,267 to Stark.

Regarding claim 1, Chang discloses an intramedullary assembly for bone fusion,
comprising: a lag screw member (11), wherein the lag screw member comprises a first
elongated body, and wherein the first elongated body (Fig 4) includes a first threaded
portion (111) at a first end and a bulbous portion (112) at a second end; and a tapered
screw member (10) for coupling to the lag screw member (11), wherein the tapered
screw member includes a second elongated body (Fig 4), a tubular portion at a fourth
end, wherein the tubular portion comprises an opening (103) disposed at an end of the
tubular portion. Chang does not disclose that the second elongated body comprises a
second threaded portion at a third end. Stark discloses a second elongated body
(intramedullary rod) 74 with a threaded portion in order to better “draw the pin into the
bone.” (col 6, Il 19-25.) It would have been obvious to one of ordinary skill in art at the
time of the invention to construct the device of Chang with a threaded second elongated
body to draw the pin into the bone.

Regarding claim 2, Chang in view of Stark discloses the invention as claimed and
discussed above and Chang further discloses that lag screw member (11) is slideably
coupled to the tapered screw member and makes a fixed angle (Fig 4) with the tapered
screw member (10).

Regarding claim 3, Chang in view of Stark discloses the invention as claimed and

discussed above and Chang further discloses that the fixed angle is in the range of
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about 0 to about 90 degrees. The angle in figure 4 appears to be approximately 90
degrees.

Regarding claims 4 and 5, Chang in view of Stark discloses the invention as
claimed and discussed above and Chang further discloses that the bulbous (112)
portion comprises a taper (Fig 4) adapted for providing an interference fit or lock with
said distal member (10).

Regarding claim 6, Chang in view of Stark discloses the invention as claimed and
discussed above and Chang further discloses that the lag screw member (11) is
cannulated having a cross-section with said first elongated body. Para 0020.

Regarding claims 7-9, Chang in view of Stark discloses the invention as claimed
and discussed above and Chang further discloses that the bulbous portion (112) further
includes an orifice (113) with a hexagonal shape (Fig. 3) longitudinally coextensive with
a length of the bulbous portion (112), adapted for receiving a complementary shaped
end (442) of an instrument (40).

Regarding claim 10, Chang in view of Stark discloses the invention as claimed
and discussed above and Chang further discloses that the first threaded portion (111)
contains a plurality of bone threads (111) on an outer surface of the first threaded
portion (111).

Regarding claim 20, Chang in view of Stark discloses the invention as claimed
and discussed above but does not disclose that the second threaded portion contains a
plurality of threads on an outer surface of the second threaded portion. However, it

would have been obvious to one having ordinary skill in the art at the time the invention
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was made to put a plurality of threads (111) on a second threaded portion on an end of
a shaft, since it has been held that mere duplication of the essential working parts of a
device involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193
USPQ 8.

Regarding claims 22 and 23, Chang in view of Stark discloses the invention as
claimed and discussed above and Chang further discloses that the lag screw member
(11) and the tapered screw member (10) are provided for insertion into at least a first

medullary canal of bone. (Fig 5)

Claims 11 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable
over U.S. Patent Publication 2009/0240252 to Chang in view of U.S. Patent 5,456,267
to Start and in further view of U.S. Patent Publication 2009/0149857 to Culbert et al.
(“Culbert”).

Regarding claims 11 and 21, Chang in view of Stark discloses the invention as
claimed and discussed above but does not disclose that the second threaded portion
comprises a self-tapping edge adapted for removing bone material. Culbert discloses a
“self-tapping or self-drilling bone stabilization device” in order to omit a separate step of
drilling into the bone. Para 0226. It would have been obvious to one of ordinary skill in
the art at the time of the invention to construct the device of Chang with a self-tapping
screw in view of Culbert to eliminate a step of drilling into the bone, which removes

bone material.
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Claims 51- 53, 55-59, 69, 71-72 are rejected under 35 U.S.C. 103(a) as being
unpatentable over U.S. Patent Publication 2009/0240252 to Chang in view of U.S.
Patent 5,456,267 to Stark and in further view of U.S. Patent 6,669,700 to Farris et al.
(“Farris”),

Regarding claims 51 and 69, Chang discloses an intramedullary assembly for
bone fusion, comprising: a lag screw member (11), wherein the lag screw member
comprises a first elongated body, and wherein the first elongated body (Fig 4) includes
a first threaded portion (111) at a first end and a bulbous portion (112) at a second end;
and a tapered screw member (10) for coupling to the lag screw member (11), wherein
the tapered screw member includes a second elongated body (Fig 4), a tubular portion
at a fourth end, wherein the tubular portion comprises an opening (103) disposed at an
end of the tubular portion. Chang does not disclose that the second elongated body
comprises a second threaded portion at a third end. Stark discloses a second
elongated body (intramedullary rod) 74 with a threaded portion in order to better “draw
the pin into the bone.” (col 6, Il 19-25.) It would have been obvious to one of ordinary
skill in art at the time of the invention to construct the device of Chang with a threaded
second elongated body to draw the pin into the bone.

Chang does not disclose that the bulbous portion (112) is semi-spherical for
providing angular rotation of the lag screw member (11). Farris teaches a variable angle
bone screw (60) with a semi-spherical surface (Fig 5). It would have been obvious to

one of ordinary skill in the art at the time of the invention to construct the device of
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Chang with a screw with a semi-spherical head in view of Farris in order to provide a lag
screw (11) that can rotate about various angles.

Regarding claim 52, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the lag
screw member (11) is slideably coupled to the tapered screw member and makes an
angle (Fig 4) with the tapered screw member (10).

Regarding claim 53, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the
fixed angle is in the range of about 0 to about 90 degrees. The angle in figure 4 appears
to be approximately 90 degrees.

Regarding claim 55, Chang in view of Stark and in further view of Farris disclose
the invention as claimed and discussed above and Chang further discloses that the lag
screw member (11) is cannulated having a cross-section with said first elongated body.
Para 0020.

Regarding claims 56-58, Chang in view of Stark and in further view of Farris
disclose the invention as claimed and discussed above and Chang further discloses that
the bulbous portion (112) further includes an orifice (113) with a hexagonal shape (Fig.
3) longitudinally coextensive with a length of the bulbous portion (112), adapted for
receiving a complementary shaped end (442) of an instrument (40).

Regarding claim 59, Chang in view of Stark and in further view of Farris disclose

the invention as claimed and discussed above and Chang further discloses that the first
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threaded portion (111) contains a plurality of bone threads (111) on an outer surface of
the first threaded portion (111).

Regarding claims 71 and 72, Chang in view of Stark and in further view of Farris
disclose the invention as claimed and discussed above and Chang further discloses that
the lag screw member (11) and the tapered screw member (10) are provided for
insertion into at least a first medullary canal of bone. (Fig 5)

Claims 60 and 70 are rejected under 35 U.S.C. 103(a) as being unpatentable
over U.S. Patent Publication 2009/0240252 to Chang in view of U.S. Patent 5,456,267
to Stark and in further view of U.S. Patent 6,669,700 to Farris et al. (“Farris”) and in
further view of U.S. Patent Publication 2009/0149857 to Culbert et al. (*Culbert”).

Regarding claims 60 and 70, Chang in view of Stark and in further view of Farris
disclose the invention as claimed and discussed above but do not disclose that the
second threaded portion comprises a self-tapping edge adapted for removing bone
material. Culbert discloses a “self-tapping or self-drilling bone stabilization device” in
order to omit a separate step of drilling into the bone. Para 0226. It would have been
obvious to one of ordinary skill in the art at the time of the invention to construct the
device of Chang with a self-tapping screw in view of Culbert to eliminate a step of

drilling into the bone, which removes bone material.

Conclusion
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time
policy as set forth in 37 CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within
TWO MONTHS of the mailing date of this final action and the advisory action is not
mailed until after the end of the THREE-MONTH shortened statutory period, then the
shortened statutory period will expire on the date the advisory action is mailed, and any
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of
the advisory action. In no event, however, will the statutory period for reply expire later

than SIX MONTHS from the mailing date of this final action.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to STUART S. BRAY whose telephone number is
(571)270-7648. The examiner can normally be reached on Mon-Thurs 7:30-5:00.

If attempts to reach the examiner by telephone are unsuccessful, please contact
the examiner’s supervisor, Eduardo C. Robert, at 571-272-4719. The fax phone
number for the organization where this application or proceeding is assigned is 571-
273-8300.

If there are any inquiries that are not being addressed by first contacting

the Examiner or the Supervisor, you may send an email inquiry to
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Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http:/pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/STUART S BRAY/
Examiner, Art Unit 3733

/EDUARDO C. ROBERT/

Supervisory Patent Examiner, Art Unit 3733
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

.

In re Application of: Jeff Tyber, et al. Confirmation No.: 1344

Serial No.: 12/658,680 Examiner: Bray, Stuart Samuel
Filed: February 11, 2010 ' Art Unit: 3733

For: INTRAOSSEOUS INTRAMEDULLARY Atty. Doc. No.: 277-042
FIXATION ASSEMBLY AND METHOD
OF USE

Mail Stop RCE
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

REQUEST FOR CONTINUED EXAMINATION AND
RESPONSE TO FINAL OFFICE ACTION OF MAY 3. 2012

SIR:

This is a Request for Continued Examination and an amendment and response to the
office action of May 3, 2012. Based upon the following amendments and remarks, the
application is believed to be in condition for allowance and action to that end is respectfully
requested.

Prior to further substantive examination, please amend the subject application as follows:

AMENDMENTS TO THE CLAIMS begin on page 2 of this paper.

REMARKS begin on page 16 of this paper.
Election/Restriction remarks begin on page 16 of this paper
Double Patenting remarks begin on page 17 of this paper.
35 U.S.C. § 112 remarks begin on page 18 of this paper.

35 U.S.C. § 103 remarks begin on page 19 of this paper.
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IN THE CLAIMS:

The following listing of claims will replace all prior versions and listings of claims in the

subject application:

1. (Currently amended): An intramnedullary assembly for bone fusion, comprising:

a first screw member, wherein the first screw member comprises a first elongated body
extending along a first longitudinal axis, and wherein the first elongated body includes a first
threaded portion at a first end and a bulbous portion at a second end; and

a second screw member for coupling to the first screw member, wherein the second
screw member includes a second elongated body having first and second ends, [[and]] the second

elongated body extending along a second longitudinal axis, wherein the second elongated body

comprises a second threaded portion at the first end of the second elongated body, a first aperture
at a terminal end of the second end of the second elongated body, and a bore extending along a
third axis from the first aperture to a second aperture on an exterior surface of the second screw
member, wherein the second longitudinal axis and the third axis define an angle,

wherein the first screw member couples to the second screw member by inserting the first
screw member into the bore until the bulbous portion of the first screw member abuts the first

*

aperture of the second screw member.

2. (Currently amended): The intramedullary assembly of claim 1, wherein the first screw

member couples to the second screw member at the angle.
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3. (Currently amended): The intramedullary assembly of claim 1, wherein the angle is in the

range of about 0 degrees to about 90 degrees.

4. (Currently amended): The intramedullary assembly of claim 1, wherein the bulbous portion

includes a taper for providing an interference fit with the second screw member.

5. (Currently amended): The intramedullary assembly of claim 4, wherein the taper provides

for an interference lock with the second screw member.

6. (Currently amended): The intramedulary assembly of claim 1, wherein the first screw

member is cannulated having a circular cross-section with said first elongated body.

7. (Currently amended): The intramedullary assembly of claim 1, wherein the bulbous portion

includes an aperture disposed along the first longitudinal axis.

8. (Currently amended): The intramedullary assembly of claim 7, wherein the aperture of the

bulbous portion has a hexagonal shape, a star shape, or a square shape.

9. (Currently amended): The intramedullary assembly of claim 7, wherein the aperture of the

bulbous portion is provided to receive a complementary shaped end of an instrument.

10. (Currently amended): The intramedulary assembly of claim 1, wherein the first threaded

portion comprises a plurality of bone threads on an outer surface of the first threaded portion.
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11. (Currently amended): The intramedullary assembly of claim 1, wherein the first threaded

portion includes a self-tapping edge for removing bone material.

12. (Currently amended): The intramedullary assembly of claim 1, wherein the second screw

member comprises an internal aperture disposed in the second elongated body.
13. (Canceled).

14. (Currently amended): The intramedullary assembly of claim 12, wherein the internal

aperture is disposed along the second longitudinal axis.

15. (Currently amended): The intramedullary assembly of claim 12, wherein the internal
aperture includes a hexagonally shaped opening, a star-shaped opening, or a square-shaped

opening partially disposed in the second elongated body.

16. (Currently amended): The intramedullary assembly of claim 15, wherein the hexagonally
shaped opening, the star-shaped opening, or the square-shaped opening is provided to receive a

complementary shaped member.
17. (Canceled).

18. (Currently amended): The intramedullary assembly of claim 1, wherein the bore receives

the first elongated body of the first screw member, wherein the bulbous portion resides within
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the bore, and further wherein the bulbous portion abuts the first aperture at the second end of the
®

second elongated body.
19. (Canceled).

20. (Curreﬁtly amended): The intramedullary assembly of claim 1, wherein the second
threaded portion comprises a plurality of threads on an outer surface of the second threaded

portion.

21. (Currently amended): The intramedullary assembly of claim 1, wherein the second

threaded portion includes a self-tapping edge for removing bone material.

22. (Currently amended): The intramedullary assembly of claim 1, wherein the first screw

member is provided for insertion into at least a first medullary canal of a bone.

23. (Currently amended): The intramedultary assembly of claim 22, wherein the second screw

member is provided for insertion into at least the first medullary canal of the bone.

24, (Withdrawn): The intramedullary assembly of claim 1, further comprising a cover portion

for coupling to the bulbous portion of the lag screw member.
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25. (Withdrawn): The intramedullary assembly of claim 24, wherein the cover portion
comprises a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

26. (Withdrawn): A method for bone fusion, comprising:
providing a lag screw member, wherein the lag screw member comprises a first elongated
body, and wherein the first elongated body includes a first threaded portion at a first end
and a bulbous portion at a second end; and
providing a tapered screw ﬁember coupled to the lag screw member, wherein the tapered
screw member includes a secoﬂd elongated body, wherein the second elongated body
comprises a second threaded portion at a third end, a tubular portion at a fourth end, and
an opening at the fourth end;
making an incision in the foot;
forming a first medullary canal in a first bone;
inserting tﬁe tapered screw member into the first medullary canal;
aligning the tapered screw member in the first medullary canal;
forming a second medullary canal in the first bone;
coupling the lag screw member to the tapered screw member;
inserting the lag screw member into the second medullary canal;
applying torque to the lag screw member to lock the tapered screw member to the lag

screw member, thereby compressing the first bone to the second bone.
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27. (Withdrawn): The method of claim 26, wherein the lag screw member is slideably coupled

to the tapered screw member and makes a fixed angle with the tapered screw member.

28. (Withdrawn): The method of claim 27, wherein the fixed angle is in the range of

approximately O to approximately 90 degrees.

29. (W ithdrawn): The method of claim 26, wherein the bulbous portion includes a taper for

providing an interference fit with the tapered screw member.

30. (Withdrawn): The method of claim 29, wherein the taper provides for an interference lock

with the tapered screw member.

31. (Withdrawn): The method of claim 26, wherein the lag screw member is cannulated having

a circular cross-section with said first elongated body.

32. (Withdrawn): The method of claim 26, wherein the bulbous portion includes an orifice

longitudinally coextensive with a length of the bulbous portion.

33. (Withdrawn): The method of claim 32, wherein the orifice has a hexagonal shape, a star

shape, or a square shape.

34. (Withdrawn): The method of claim 32, further comprising receiving a complementary

shaped end of an instrument in the orifice.
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35. (Withdrawn): The method of claim 26, wherein the first threaded portion contains a

plurality of bone threads on an outer surface of the threaded portion.

36. (Withdrawn): The method of claim 26, wherein the first threaded portion includes a self-
tapping edge, wherein the self-tapping edge provides for removal of bone material during

insertion of the lag screw member.

37. (Withdrawn): The method of claim 26, wherein the tapered screw member comprises a

plurality of apertures disposed in the second elongated body.

38. (Withdrawn): The method of claim 37, wherein the plurality of apertures comprises a first

internal aperture and a tapered aperture.

39. (Withdrawn): The method of claim 38, wherein the first internal aperture partially traverses

the tubular portion at the fourth end.
40. (Withdrawn): The method of claim 38, wherein the first internal aperture comprises a
hexagonally shaped opening, a star-shaped opening, or a square-shaped opening partially

disposed in the second elongated body.

41. (Withdrawn): The method of claim 40, further comprising receiving a complementary

shaped member in the opening.
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42. (Withdrawn): The method of claim 38, wherein the tapered aperture traverses the second
elongated body from the end of the tubular portion to an exterior surface on the second elongated

body.

43. (Withdrawn): The method of claim 38, further comprising receiving the first elongated
body of the lag screw member in the tapered aperture, wherein the bulbous portion is contained
in the tapered aperture, and further wherein the bulbous portion abuts the opening at the end of

the tubular portion.

44. (Withdrawn): The method of claim 38, wherein the tapered aperture forms a predetermined

angle with the second elongated body.

45. (Withdrawn): The method of claim 26, wherein the second threaded portion contains a

plurality of threads on an outer surface of the second threaded portion.
46. (Withdrawn): The method of claim 26, wherein the second threaded portion includes a self-
tapping edge, wherein the self-tapping edge provides for removal of bone material during

insertion of the tapered screw member.

47. (Withdrawn): The method of claim 26, further comprising inserting the lag screw member

into at least a first medullary canal of bone.
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48. (Withdrawn): The method of claim 47, further comprising inserting the tapered screw

member into at least the first medullary canal of the bone.

49, (Withdrawn): The method of claim 26, further comprising providing a cover portion

coupled to the bulbous portion of the lag screw member.

50. (Withdrawn): The method of claim 49, wherein the cover portion comprises a hexagonally
shaped opening, a star-shaped opening, or a square-shaped opening partially disposed in the

second elongated body.

51. (Currently amended): An intramedulary assembly for bone fusion, comprising:

a first screw member, wherein the first screw member comprises a first elongated body,
and wherein the first elongated body includes a first threaded portion at a first end and a bulbous
portion at a second end; and

a second screw member for coupling to the first screw member, wherein the second
screw member includes a second elongated body having first and second ends, wherein the
second elongated body comprises a second threaded portion at the first end of the second
elongated body and a tubular portion at the second end of the second elongated body, wherein
the tubular portion comprises a first aperture at a terminal end of the second end of the second
elongated body and a bore extending through the tubular portion from the first aperture to a
second aperture on an exterior surface of the second screw member,

wherein the bulbous portion is semi-spherical for providing angular rotation of the first

screw member relative to the second screw member, and
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wherein the first screw member couples to the second screw member by inserting the first

screw member into the bore until the bulbous portion of the first screw member abuts the first

aperture of the second screw member.

52. (Currently amended): The intramedullary assembly of claim 51, wherein the first screw

member couples to the second screw member at an angle.

53. (Currently amended): The intramedullary assembly of claim 52, wherein the angle varies

between about 0 degrees and about 90 degrees.

54. (Canceled).

55. (Currently amended): The intramedulary assembly of claim 51, wherein the first screw

member is cannulated having a circular cross-section with said first elongated body.

56. (Currently amended): The intrameduliary assembly of claim 51, wherein the bulbous

portion includes an aperture.

57.(Currently amended): The intramedullary assembly of claim 56, wherein the aperture of

the bulbous portion has a hexagonal shape, a star shape, or a square shape.

58. (Currently amended): The intramedullary assembly of claim 56, wherein the aperture of

the bulbous portion is provided to receive a complementary shaped end of an instrument.
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59. (Currently amended): The intramedullary assembly of claim 51, wherein the first threaded

portion comprises a plurality of bone threads on an outer surface of the first threaded portion.

60. (Currently amended): The intramedutary assembly of claim 51, wherein the first threaded

portion includes a self-tapping edge for removing bone material.

61. (Currently amended): The intramedullary assembly of claim 51, wherein the second screw

member comprises an internal aperture disposed in the second elongated body.
62. (Canceled).

63. (Currently amended): The intramedullary assembly of claim 61, wherein the internal

aperture partially traverses the tubular portion at the second end of the second elongated body.

64. (Currently amended): The intramedullary assembly of claim 61, wherein the internal
aperture includes a hexagonally shaped opening, a star-shaped opening, or a square-shaped

opening partially disposed in the second elongated body.

65. (Currently amended): The intramedullary assembly of claim 64, wherein the hexagonally
shaped opening, the star-shaped opening, or the square-shaped opening is provided to receive a

complementary shaped member.

66. (Canceled).
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67. (Currently amended): The intramedullary assembly of claim 51, wherein the bore receives
the first elongated body of the first screw member, wherein the bulbous portion resides within
the bore, and further wherein the bulbous portion abuts the first aperture at the second end of the

second elongated body.

68. (Currently amended): The intramedullary assembly of claim 51, wherein the bore forms a

predetermined angle with the second elongated body.

69. (Currently amended): The intramedullary assembly of claim 51, wherein the second
threaded portion comprises a plurality of threads on an outer surface of the second threaded

portion.

70. (Currently amended): The intramedullary assembly of claim 51, wherein the second

threaded portion includes a self-tapping edge for removing bone material.

71. (Currently amended): The intramedullary assembly of claim 51, wherein the first screw

member is provided for insertion into at least a first medullary canal of a bone.

72. (Currently amended): The intramedullary assembly of claim 71, wherein the second screw

member is provided for insertion into at least the first medullary canal of the bone.

73. (Withdrawn): The intramedullary assembly of claim 51, further comprising a cover portion

coupled to the bulbous portion of the lag screw member.
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74. (Withdrawn): The intramedullary assembly of claim 73, wherein the cover portion
comprises-a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

75. (Currently amended): The intramedullary assembly of claim 1, wherein the bore is adapted

for retaining the bulbous portion.

76. (Currently amended): The intramedullary assembly of claim 4, wherein the bore comprises

a taper for providing an interference fit with the taper of the bulbous portion.

77. (Currently amended): The intramedullary assembly of claim 2, wherein the angle is
adapted to cause the intramedullary assembly to couple to at least a first bone and translate
compression applied to bone fragments across the first screw member and the second screw

member, thereby drawing the bone fragments together.

78. (Currently amended): The intramedullary assembly of claim 2, wherein the angle is
adapted to cause the intramedullary assembly to couple to at least a first bone and translate
compression applied to bone fragments by the second screw member and the first screw member

into uniform compression through a plurality of points of fixation.

79. (Currently amended): The intramedullary assembly of claim 1, wherein the bulbous

portion comprises a spherical portion adapted to allow the first screw member to couple to the
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second screw member at a plurality of possible angles ranging from about 0 degrees to about 90

degrees.

80. (Currently amended): The intramedullary assembly of claim 79, wherein the spherical
portion is adapted to allow the first screw member to rotate within the bore to set an angle
between the first screw member and the second screw member to at least one of the plurality of

possible angles.

81. (Currently amended): The intramedullary assembly of claim 1, wherein the second screw
member comprises a tubular portion at the second end of the second elongated body, wherein the '
tubular portion comprises the first aperture and the bore, and wherein the second aperture is on

an exterior surface of the tubular portion.
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REMARKS

Applicants first wish to thank the Examiner for his helpful suggestions made during the
course of an Examiner Interview held with Applicants’ representatives on July 25, 2012.

Claims 1 - 12, 14— 16, 18,20 - 23, 51 — 53, 5561, 63 - 65,67 — 72 and 75 — 81 are
pending in this application. Please amend claims 1-12, 14 — 16, 18, 20 - 23, 51 — 53, 55 - 61,
63 — 65,67 — 72 and 75 — 81. Although these claims have been amended, added, and/or canceled
herein to provide clarification, correct typographical inaccuracies and/or informalities, and/or to
better track practical/commercial implementations/practices (hereinafter “amendment,”
“amendments,” and/or “amended”), Applicants submit that the originally filed claims are
patentable and reserve the right to pursue the originally filed claims (as well as any claims
dependent therefromj at a later time and/or in one or more continuation/divisional application(s).
Applicants submit that these new claims and/or claim amendments are supported throughout the
originally filed specification and that no new matter has been added by way of these
amendments. Applicants respectfully submif that the invention, as defined by claims 1 - 12, 14
—-16,18,20-23,51 - 53, 55 - 61,63 -65,67 — 72 and 75 — 81 is patentable over the prior art.

Accordingly, Applicants respectfully request reconsideration of the instant application in

view of the following remarks:

L THE ELECTION/RESTRICTIONS

In a communication to the PTO dated August 15, 2011, Applicants elected claims 1-25
and 51-74 and the species depicted in FIGS. 8-16 for prosecution. Applicants have since
amended claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, and 67-72 and added new claims

75-81 in a communication to the PTO dated March 28, 2012. In the Office Action of May 3,
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2012, the Examiner withdrew amended claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, 67-
72, and 75-81 for being directed to an invention and species that is independent or distinct from
the invention originally claimed. Specifically, the Examiner indicated that the elected invention
in claims 1-25 and 51-74 from Applicant’s August 15, 2011 communication do not include a
“first screw,” a “second screw,” a “first longitudinal axis,” a “second longitudinal axis,” a
“terminal end,” or a “third axis.”

However, during an Examiner interview between the Examiner and Applicants’
representatives held on July 25, 2012, the Examiner agreed that amended claims 1-12, 14-16, 18,
20-23, 51-53, 55-61, 63-65, 67-72, and 75-81 are indeed drawn to the originally elected
invention and species. Moreover, for the Examiner’s convenience, Applicants have enclosed
annotated versions of amended claim 1 and 51 to further illustrate that the elements identified by
the Examiner as not included in the originally elected species are, to the contrary, included in the
previously elected species, depicted in FIGS. 8-16. As such, Applicants submit that the
Examiner’s withdrawal of claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, 67-72, and 75-81
from consideration has been obviated and, therefore, Applicants respectfully request the
Examiner to reinstate claims 1-12, 14-16, 18, 20-23, 51-53, 55-61, 63-65, 67-72, and 75-81 for

prosecution.

IL THE DOUBLE PATENTINQ REJECTION

The Examiner provisionally rejected claims 1 — 11 and 20 — 23 on the ground of non-
statutory double patenting over claims 114 — 136 of co-pending Application No. 12/456,808.
Since no claims have issued in that application, Applicants respectfully request the Examiner to

hold the rejection of claims 1-11 and 20-23 on this ground in abeyance.
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III. THE 35 U.S.C. § 112 REJECTION

The Examiner rejected claims 1 — 12, 14 -16, 18,20 —-23, 75 — 81 and 51 — 53, 55 - 61,
63 — 65, and 67 — 72 under 35 U.S.C. § 112, first paragraph, as failing to comply with the written
description requirement. The Examiner pointed out that the specification as originally filed
provides no support for, for example, a “first screw”, a “second screw”, a “first longitudinal
axis”, a “second longitudinal axis™, a “terminal end”, or a “third axis.”

Applicants respectfully disagree and submit that the claims are supported by the
originally filed specification. In particular, Applicants wish to draw the Examiner’s attention to
Figures 8 — 11 and Figures 14 — 16 and paragraphs [0054] through [0061] and [0065] through
[0071] of U.S. Patent Application Publication No. 2010/0256638. For example, a “first screw”
member is disclosed as lag screw member 815 as shown in Figure 10 and described in paragraph
[0056]; a “first longitudinal axis” is disclosed as longitudinal axis 1002 as shown in Figure 10
and described in paragraph [0056]; a “second screw” member is disclosed as tapered screw
member 810 as shown in Figure 11 and described in paragraph [0059]; a “second longitudinal
axis” is disclosed as longitudinal axis 1104 as shown in Figure 11 and described in paragraph
[0059]; a “terminal end” is disclosed as end 1120 as shown in Figure 11 and described in
paragraph [0060]; and a “third axis” is disclosed as axis 1102 as shown in Figure 11 and
described in paragraph [0060]. For the Examiner’s convenience, Applicants have enclosed
annotated versions of claim 1 and 51 to further indicate where the support in the specification
can be found for the particular elements of claim 1 and 51 that the Examiner deemed as failing to
comply with the written description requirement of 35 U.S.C. § 112, paragraph 1.

In light of the remarks above, Applicants respectfully submit that claims 1 - 12, 14 - 16,

18,20-23,75-81 and 51 — 53, 55— 61, 63 - 65, and 67 — 72 comply with the written
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description requirement. Accordingly, for at least these reasons, Applicants respectfully request
reconsideration and withdrawal of the rejection and allowance of claims 1 — 12, 14 - 16, 18, 20 -

23,75~ 81 and 51 — 53, 55 - 61, 63 — 65, and 67 — 72.

IV. THE 35 U.S.C § 103 REJECTION

The Examiner rejected claims 1 — 11, 20 - 23, 51 — 53,55 - 60, 69 — 72 under 35 U.S.C.
§ 103(a) as being unpatentable over various combinations of U.S. Patent Publication No.
2009/0240252 to Chang (hereinafter “Chang™), U.S. Patent No. 5,456,267 to Stark (hereinafter
“Stark™), U.S. Patent Publication No. 2009/0149857 to Culbert, et al. (hereinafter “Culbert”), and
U.S. Patent No. 6,669,700 to Farris, et al. (hereinafter “Farris”). Applicants respectfully traverse
the Examiner’s rejection, and submit that Chang, Stark, Culbert, and Farris, alone or in
combination, do not discuss or disclose every element of claims 1 — 12, 14 — 16, 18, 20 ~ 23, 75
— 81 and 51 - 53, 55-61, 63 - 65, and 67 — 72.

Referring first to claim 1, Applicants submit that Chang, Stark, Culbert, and Farris, alone
or in combination, do not discuss, and are in fact missing at least the following element, inter

alia, “wherein the second elongated body comprises a second threaded portion at the first end of

the second elongated body, a first aperture at a terminal end of the second end of the second

elongated body, and a bore extending along a third axis from the first aperture to a second

aperture on an exterior surface of the second screw member,” as required by currently amended

independent claim 1. In fact, Chang specifically and only discloses through holes (101 and 102)
that are merely provided along the shaft of the nail. (See Chang, FIGS. 1-5, Abstract and

paragraphs [0017] and [0024]). Notably, Chang does not discuss or disclose a structure having
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an aperture at a terminal end of the nail. Likewise, Stark, Culbert, and Farris all fail to discuss or
disclose this feature.

In light of the remarks above, Applicants respectfully submit that Chang, Stark, Culbert,
and Farris, alone or in combination, do not teach, suggest or render obvious currently amended
claim 1. Accordingly, Applicants respectfully submit that claim 1 is patentable over Chang,
Stark, Culbert, and Farris. Dependent claims 2 — 12, 14— 16, 18,20 — 23 and 75 — 81 are
patentable by virtue of their dependency on claim 1. For at least the-se reasons, Applicants
respectfully request reconsideration and withdrawal of the rejection and allowance of claims 1 —
12,14 -16, 18,20 - 23 and 75 — 81.

Referring now to claim 51, Applicants submit that Chang, Stark, Culbert, and Farris,
alone or in combination, do net discuss, and are in fact missing at least the following element,

inter alia, “wherein the tubular portion comprises a first aperture at a terminal end of the second

end of the second elongated body and a bore extending through the tubular portion from the first

aperture to a second aperture on an exterior surface of the second screw member,” as required by

currently amended independent claim 51. For the same reasons discussed above with respect to
claim 1, Chang, Stark, Culbert, and Farris, alone or in combination, do not discuss or disclose
this limitation.

In light of the remarks above, Applicants respectfully submit that Chang, Stark, Culbert,
and Farris, alone or in combination, do not teach, suggest or render obvious currently amended
claim 51. Accordingly, Applicants respectfully submit that claim 51 is patentable over Chang,
Stark, Culbert, and Farris. Dependent claims 52 — 53, 55— 61, 63 — 65 and 67 — 72 are

patentable by virtue of their dependency on claim 51. For at least these reasons, Applicants
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respectfully request reconsideration and withdrawal of the rejection and allowance of claims 51 -

53,55-61,63 - 65and 67 - 72.

CONCLUSION

In view of the foregoing, Applicants respectfully request reconsideration and withdrawal
of the rejections and allowance of pending claims 1 — 12, 14 - 16, 18, 20 — 23, 51 - 53, 55 - 61,
63 — 65,67 — 72 and 75 — 81.

Should any changes to the claims and/or specification be deemed necessary to place the
application in condition for allowance, the Examinér is respectfully requested to contact the
undersigned to discuss the same.

This Response is being filed with a Request for Continue Examination and a fee of
$465.00 under 37 C.F.R. § 1.17(e). This Response is also being filed with a two month
extension of time. In the event that any additional fee is required for the entry of this response
the Patent and Trademark Office is specifically authorized to charge such fee to Deposit Account

No. 23-0420 in the name of Ward & Zinna.

Respectfully submitted,

Date: October 3, 2012 [Francis E. Morris/
Francis E. Morris
Reg. No. 24,615
Ward & Zinna, LLC
382 Springfield Avenue, Suite 300
Summit, New Jersey 07901
(908) 277-3333
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ANNOTATED CLAIMS:
1. (Currently amended): An intramedullary assembly for bone fusion, comprising:
~ a first screw member (815, Fig. 10, § [0056] and/or 1415, Fig. 15, 9 [0066]*], wherein the

first screw member comprises a first elongated body extending along a first longitudinal axis
[1002, Fig. 10, 4 [0056] and/or 1502, Fig. 15, § [0067]], and wherein the first elongated body
includes a first threaded portion at a first end and a bulbous portion at a second end; and

a second screw member [810, Fig. 11, §[0059] and/or 1410, Fig. 16, § [0069]] for
coupling to the first screw member, wherein the second screw member includes a second
elongated body having first and second ends, the second elongated body extending along a
second longitudinal axis [1104, Fig. 11, 1[0059] and/or 1640, Fig. 16,  [0070]], wherein the
second elongated body comprises a second threaded portion at the first end of the second
elongated body, a first aperture [1130, Fig. 11, §[0060] and/or 1630, Fig. 16, §[0070]] at a |
terminal end [1120, Fig. 11, 9 [0060]] of the second end of the second elongated body, and a
bore extending along a third axis [1102, Fig. 11, § [0060] and/or 1602, Fig. 16, 9 [0070]] from
the first aperture to a second aperture on an exterior surface of the second screw member,
wherein the second longitudinal axis and the third axis define an angle,

wherein the first screw member couples to the second screw member by inserting the first
screw member into the bore until the bulbous portion of the first screw member abuts the first

aperture of the second screw member.
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51. (Previously presented): An intramedullary assembly for bone fusion, comprising;:

a first screw member [815, Fig. 10, § [0056] and/or 1415, Fig. 15, § [0066]*], wherein the
first screw member comprises a first elongated body, and wherein the first elongated body
includes a first threaded portion at a first end and a bulbous portion at a second end; and

a second screw member [810, Fig. 11, §[0059] and/or 1410, Fig. 16, § [0069]] for
coupling to the first screw member, wherein the second screw member includes a second
elongated body having first and second ends, wherein the second elongated body comprises a
second threaded portion at the first end of the second elongated body and a tubular portion at the
second end of the second elongated body, wﬁerein the tubular portion comprises a first aperture
[1130, Fig. 11, §[0060] and/or 1630, Fig. 16,  [0070]] at a terminal end [1120, Fig. 11,
[0060]] of the second end of the second elongated body and a bore extending through the tubular
portion from the first aperture to a second aperture on an exterior surface of the second screw
member,

wherein the bulbous portion is semi-spherical for providing angular rotation of the first

screw member.

* All references are made to U.S. Pat. App. Pub. No. 20100256638.
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Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHS FROM THE MAILING DATE OF
THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).
Status
)X Responsive to communication(s) filed on 10/9/2012.

[] A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon ____.
2a)[] This action is FINAL. 2b)[X] This action is non-final.
3)[] An election was made by the applicant in response to a restriction requirement set forth during the interview on
___ ;therestriction requirement and election have been incorporated into this action.
4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.
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5a) Of the above claim(s) 24-50,73 and 74 is/are withdrawn from consideration.

6)[] Claim(s) ____is/are allowed.

7)Y Claim(s) 1-12,14-16,18,20-23,51-563,55-61,63-65,67-72 and 75-81 is/are rejected.
8)[] Claim(s) _____is/are objected to.

9] Claim(s) are subject to restriction and/or election requirement.

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
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Priority under 35 U.S.C. § 119
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Application/Control Number: 12/658,680 Page 2
Art Unit: 3733

The present application is being examined under the pre-AlA first to invent

provisions.

DETAILED ACTION
Election/Restrictions
Applicant has requested notice that claims 1-12, 14-16, 18, 20-23, 51-53, 55-61,
63-65, 67-72 and 75-81 are pending in the application as drawn to an elected species.

Claims 24-50 and 73-74 remain withdrawn.

Double Patenting

The nonstatutory double patenting rejection is based on a judicially created
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the
unjustified or improper timewise extension of the “right to exclude” granted by a patent
and to prevent possible harassment by multiple assignees. A nonstatutory double
patenting rejection is appropriate where the claims at issue are not identical, but at least
one examined application claim is not patentably distinct from the reference claim(s)
because the examined application claim is either anticipated by, or would have been
obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d
1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir.
1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum,
686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619

(CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).
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Application/Control Number: 12/658,680 Page 3
Art Unit: 3733

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d)
may be used to overcome an actual or provisional rejection based on a nonstatutory
double patenting ground provided the reference application or patent either is shown to
be commonly owned with this application, or claims an invention made as a result of
activities undertaken within the scope of a joint research agreement. A terminal
disclaimer must be signed in compliance with 37 CFR 1.321(b).

The USPTO internet Web site contains terminal disclaimer forms which may be
used. Please visit http://www.uspto.gov/forms/. The filing date of the application will
determine what form should be used. A web-based eTerminal Disclaimer may be filled
out completely online using web-screens. An eTerminal Disclaimer that meets all
requirements is auto-processed and approved immediately upon submission. For more
information about eTerminal Disclaimers, refer to
http://www.uspto.gov/patents/process/file/efs/guidance/e TD-info-1.jsp.

Furthermore, there is no apparent reason why applicant was prevented from
presenting claims corresponding to those of the instant application during prosecution of
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158
USPQ 210 (CCPA 1968). See also MPEP § 804.

Claim 1-11, 20-23, 51-53,55-61, 63-65, 67-72, 75-81 are rejected on the ground
of nonstatutory double patenting as being unpatentable over claims 1-18, 35-54, 56, 60
of U.S. Patent No. 8,303,589. Although the claims at issue are not identical, they are not
patentably distinct from each other because the ‘589 patent claims a first screw member

with a head and a shaft (claims 1, 35, 56, 60) a second screw member for coupling to
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Application/Control Number: 12/658,680 Page 4
Art Unit: 3733

the first, with a threaded end, elongated body a bore extending to an aperture. The
claims do not disclose a bulbous head on the second screw but it would have been
obvious to one ordinarily skilled in the art at the time of the invention to modify the head
of the second screw to be bulbous, because the bulbous shape is an obvious design
choice to allow an interference fit, with some movement, and disallow the first screw
from passing through the bore in the second screw as is taught in Figure 2 of the '859

patent.

Specification
The specification is objected to as failing to provide proper antecedent basis for
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(0). Correction
of the following is required: there does not appear to be sufficient explanation of the
plurality of points of fixation and uniform compression (what is being uniformly

compressed) as recited in claim 78, which is rejected under 112 2nd below.

Claim Rejections -35USC § 112

The following is a quotation of 35 U.S.C. 112(b):

(b) CONCLUSION.—The specification shall conclude with one or more claims particularly
pointing out and distinctly claiming the subject matter which the inventor or a joint inventor
regards as the invention.

The following is a quotation of 35 U.S.C. 112 (pre-AlA), second paragraph:
The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.
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Claim 78 is rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second
paragraph, as being indefinite for failing to particularly point out and distinctly claim the
subject matter which the inventor or a joint inventor, or for pre-AlA the applicant regards
as the invention.

Claim 78 is rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second
paragraph, as being incomplete for omitting essential elements, such omission
amounting to a gap between the elements. See MPEP § 2172.01. The omitted
elements are: the plurality of points of fixation. The claim is unclear what these points
are. It is unclear whether the plurality of points of fixation is associated with the first

screw member or the second. The meaning of "uniform compression” is also unclear.

Claim Rejections - 35 USC § 103
The following is a quotation of pre-AlA 35 U.S.C. 103(a) which forms the basis

for all obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described
as set forth in section 102 of this title, if the differences between the subject matter sought to
be patented and the prior art are such that the subject matter as a whole would have been
obvious at the time the invention was made to a person having ordinary skill in the art to which
said subject matter pertains. Patentability shall not be negatived by the manner in which the
invention was made.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148
USPQ 459 (1966), that are applied for establishing a background for determining
obviousness under pre-AlA 35 U.S.C. 103(a) are summarized as follows:

1. Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.
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3. Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating
obviousness or nonobviousness.

Claims 1-5, 10, 11, 18, 20-23, 51-53, 59-61, 67-72, 75-80 are rejected under pre-
AlA 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 7,542,326 to Dierks in
view of U.S. Patent 7,204,838 to Jackson.

Regarding claims 1-5, 10, 11, 18, 20-23, 51-53, 59-61, 67-72, 75-77, 79-81
Dierks teaches a second screw member with first and second ends along a second
axis, a threaded portion at the second end, first and second apertures connected by a
bore, along a third axis, through the head of the screw. Dierks teaches a second screw
member (41, col 7 line 40, a fastener, which is interpreted as including a screw that has
threads opposite the spherical bulbous portion), along a second axis, with a second
shaft and a partially spherical bulbous portion with a taper. The second screw is
adapted for coupling to at least one of the internal surfaces (Fig 3a-d). The first and
second screws are coupled at a fixed acute angle (between 0 and 90 degrees).
Because the bulbous portion is partially spherical, the angle is variable when not
locked/fixed. The angle is adapted to cause compression applied to bone fragments to
translate and draw bones together. This is possible because the head of the first screw
isn’t locked within the bore of the second screw and as the first screw is rotated into a
bone, the bone is drawn up the helix and toward the head of the screw, which brings
that bone closer to the bone of the second screw. Because the fastener is interpreted to

include a bone screw, which is obvious and well known in the art, it is interpreted that

Ex. 1015 - pg.86



Application/Control Number: 12/658,680 Page 7
Art Unit: 3733

Dierks discloses the second screw to have bone threads and a self-tapping edge like
the first screw. Dierks does not disclose that the first internal surface is partially
spherical, however, Jackson teaches a bone screw receiver with a hemispherical
(partially spherical) internal surface (43, fig 4, Col 4 In 59- Col 5 In 5). It would have
been obvious to one ordinarily skilled in the art at the time of the invention to modify the
internal surface of Dierks with a partially spherical shape, as taught by Jackson, for a
positive engagement with the bulbous head of the screw. Both screws are capable of
being inserted into a medullary canal of a bone. The bore is adapted for retaining the
bulbous portion. The second screw has a tubular portion with the bore and aperture.
Regarding claim 78 and in light of the 112 rejection above, the angle is also

adapted for the compression to go through a plurality of points of fixation.

Claim 6-9, 12-16, 55-58, 63-65 are rejected under pre-AlA 35 U.S.C. 103(a) as
being unpatentable over Dierks in view of Jackson and in further view of 2009/0240252
to Chang.

Dierks in view of Jackson teaches the invention as claimed and discussed above
but does not disclose cannulation or a longitudinal orifice in the first or second screws.
Chang discloses that the screw member can be cannulated, which is also a longitudinal
orifice (para 0020). Chang discloses that a screw member has an orifice (103) aligned
along the longitudinal axis and receives the complementary end (3131) of an instrument
(31). Chang teaches an aperture (113) with a hex shape (Fig 3) which is complementary

to the end of an instrument (40). It would have been obvious to one ordinarily skilled in
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the art at the time of the invention to modify the aperture/orifices in both the first and
second screws to be a hex shape to connect with a complementary instrument in order

to make a secure fit between the two.

Response to Arguments
Applicant’s arguments with respect to claims 1-12, 14-16, 18, 20-23, 51-53, 55-
61, 63-65, 67-72, 75-81 have been considered but are moot because the arguments do

not apply to any of the references being used in the current rejection.

Conclusion

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to STUART S. BRAY whose telephone number is
(5671)270-7648. The examiner can normally be reached on Mon-Thurs 7:30-5:00.

If attempts to reach the examiner by telephone are unsuccessful, please contact
the examiner’s supervisor, Eduardo C. Robert, at 571-272-4719. The fax phone
number for the organization where this application or proceeding is assigned is 571-
273-8300.

If there are any inquiries that are not being addressed by first contacting
the Examiner or the Supervisor, you may send an email inquiry to

TC3700_Workgroup_D_Inguiries@uspto.gov.
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Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/STUART S BRAY/
Examiner, Art Unit 3733

/ELLEN C HAMMOND/
Primary Examiner, Art Unit 3733
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of: Jeff Tyber, et al. Confirmation No.: 1344
Serial No.: 12/658,680 Examiner: Bray, Stuart Samuel
Filed: February 11,2010 Art Unit: 3733
For: INTRAOSSEOUS INTRAMEDULLARY Atty. Doc. No.: 277-042
FIXATION ASSEMBLY AND METHOD
OF USE

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

AMENDMENT AND RESPONSE TO THE OFFICE ACTION OF MAY 22,2014

SIR:
This is an amendment and response to the office action of May 22, 2014. Based upon the

following amendments and remarks, the application is believed to be in condition for allowance

and action to that end is respectfully requested.
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IN THE CLAIMS:
The following listing of claims will replace all prior versions and listings of claims in the

subject application:

1. (Currently amended): An assembly for bone fusion, comprising:
a first screw member, wherein the first screw member comprises a first elongated body
extending along a first longitudinal axis, and wherein the first elongated body includes a first

threaded portion at a first end for advancing said first screw member into a first bone or bone

fragment and a bulbous portion at a second end comprising an exterior surface; and

a second screw member for coupling to the first screw member, wherein the second
screw member includes a second elongated body having first and second ends, the second
clongated body extending along a second longitudinal axis, wherein the second elongated body
comprises a second threaded portion at the first end of the second elongated body for advancing

said second screw member into a second bone or bone fragment, a first aperture at a terminal end

of the second end of the second elongated body, and a bore extending along a third axis from the
first aperture to a second aperture on an exterior surface of the second screw member, wherein

the bore comprises an interior surface at the first aperture, wherein the second longitudinal axis

and the third axis define an angle,

wherein the first screw member couples to the second screw member by being inserted

wmsertine-the-first serew—member into and through the bore until the exterior surface of the

bulbous portion of the first screw member abuts the interior surface of the bore at the first

aperture of the second screw member and the first threaded portion extends out of the second

aperture to engage the first bone or bone fragment, wherein the first screw member and the
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second screw member translate compression to the first bone or bone fragment and the second

bone or bone fragment thereby drawing the bones or bone fragments together.

2. (Previously presented): The assembly of claim 1, wherein the first screw member couples to

the second screw member at the angle.

3. (Previously presented): The assembly of claim 1, wherein the angle is in the range of about

0 degrees to about 90 degrees.

4. (Currently amended): The assembly of claim 1, wherein the exterior surface of the bulbous

portion includes a taper for providing an interference fit with the second screw member.

5. (Previously presented): The assembly of claim 4, wherein the taper provides for an

interference lock with the second screw member.

6. (Previously presented): The assembly of claim 1, wherein the first screw member is

cannulated having a circular cross-section with said first elongated body.

7. (Previously presented): The assembly of claim 1, wherein the bulbous portion includes an

aperture disposed along the first longitudinal axis.

8. (Previously presented): The assembly of claim 7, wherein the aperture of the bulbous

portion has a hexagonal shape, a star shape, or a square shape.
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9. (Previously presented): The assembly of claim 7, wherein the aperture of the bulbous

portion is provided to receive a complementary shaped end of an instrument.

10. (Previously presented): The assembly of claim 1, wherein the first threaded portion

comprises a plurality of bone threads on an outer surface of the first threaded portion.

11. (Previously presented): The assembly of claim 1, wherein the first threaded portion includes

a self-tapping edge for removing bone material.

12. (Previously presented): The assembly of claim 1, wherein the second screw member

comprises an internal aperture disposed in the second elongated body.

13. (Canceled).

14. (Previously presented): The assembly of claim 12, wherein the internal aperture is disposed

along the second longitudinal axis.

15. (Previously presented): The assembly of claim 12, wherein the internal aperture includes a

hexagonally shaped opening, a star-shaped opening, or a square-shaped opening partially

disposed in the second elongated body.
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16. (Previously presented): The assembly of claim 15, wherein the hexagonally shaped
opening, the star-shaped opening, or the square-shaped opening is provided to receive a

complementary shaped member.

17. (Canceled).

18. (Currently amended): The assembly of claim 1, wherein the bore receives the first

clongated body of the first screw member, wherein the bulbous portion resides within the bore,

and further wherein the bulbous portion abuts the interior surface of the bore at the first aperture

at the second end of the second elongated body.

19. (Canceled).

20. (Previously presented): The assembly of claim 1, wherein the second threaded portion

comprises a plurality of threads on an outer surface of the second threaded portion.

21. (Previously presented): The assembly of claim 1, wherein the second threaded portion

includes a self-tapping edge for removing bone material.

22. (Previously presented): The assembly of claim 1, wherein the first screw member is

provided for insertion into at least a first medullary canal of a bone.
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23. (Previously presented): The assembly of claim 22, wherein the second screw member is

provided for insertion into at least the first medullary canal of the bone.

24, (Withdrawn): The intramedullary assembly of claim 1, further comprising a cover portion

for coupling to the bulbous portion of the lag screw member.

25. (Withdrawn): The intramedullary assembly of claim 24, wherein the cover portion
comprises a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

26. (Withdrawn): A method for bone fusion, comprising;:
providing a lag screw member, wherein the lag screw member comprises a first elongated
body, and wherein the first elongated body includes a first threaded portion at a first end
and a bulbous portion at a second end; and
providing a tapered screw member coupled to the lag screw member, wherein the tapered
screw member includes a second elongated body, wherein the second elongated body
comprises a second threaded portion at a third end, a tubular portion at a fourth end, and
an opening at the fourth end;
making an incision in the foot;
forming a first medullary canal in a first bone;
inserting the tapered screw member into the first medullary canal,;
aligning the tapered screw member in the first medullary canal;

forming a second medullary canal in the first bone;
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coupling the lag screw member to the tapered screw member;
inserting the lag screw member into the second medullary canal;
applying torque to the lag screw member to lock the tapered screw member to the lag

screw member, thereby compressing the first bone to the second bone.

27. (Withdrawn): The method of claim 26, wherein the lag screw member is slideably coupled

to the tapered screw member and makes a fixed angle with the tapered screw member.

28. (Withdrawn): The method of claim 27, wherein the fixed angle is in the range of

approximately 0 to approximately 90 degrees.

29. (Withdrawn): The method of claim 26, wherein the bulbous portion includes a taper for

providing an interference fit with the tapered screw member.

30. (Withdrawn): The method of claim 29, wherein the taper provides for an interference lock

with the tapered screw member.

31. (Withdrawn): The method of claim 26, wherein the lag screw member is cannulated having

a circular cross-section with said first elongated body.

32. (Withdrawn): The method of claim 26, wherein the bulbous portion includes an orifice

longitudinally coextensive with a length of the bulbous portion.
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33. (Withdrawn): The method of claim 32, wherein the orifice has a hexagonal shape, a star

shape, or a square shape.

34. (Withdrawn): The method of claim 32, further comprising receiving a complementary

shaped end of an instrument in the orifice.

35. (Withdrawn): The method of claim 26, wherein the first threaded portion contains a

plurality of bone threads on an outer surface of the threaded portion.

36. (Withdrawn): The method of claim 26, wherein the first threaded portion includes a self-

tapping edge, wherein the self-tapping edge provides for removal of bone material during

insertion of the lag screw member.

37. (Withdrawn): The method of claim 26, wherein the tapered screw member comprises a

plurality of apertures disposed in the second elongated body.

38. (Withdrawn): The method of claim 37, wherein the plurality of apertures comprises a first

internal aperture and a tapered aperture.

39. (Withdrawn): The method of claim 38, wherein the first internal aperture partially traverses

the tubular portion at the fourth end.
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40. (Withdrawn): The method of claim 38, wherein the first internal aperture comprises a
hexagonally shaped opening, a star-shaped opening, or a square-shaped opening partially

disposed in the second elongated body.

41. (Withdrawn): The method of claim 40, further comprising receiving a complementary

shaped member in the opening.

42. (Withdrawn): The method of claim 38, wherein the tapered aperture traverses the second
elongated body from the end of the tubular portion to an exterior surface on the second elongated

body.

43. (Withdrawn): The method of claim 38, further comprising receiving the first elongated
body of the lag screw member in the tapered aperture, wherein the bulbous portion is contained
in the tapered aperture, and further wherein the bulbous portion abuts the opening at the end of

the tubular portion.

44. (Withdrawn): The method of claim 38, wherein the tapered aperture forms a predetermined

angle with the second elongated body.

45. (Withdrawn): The method of claim 26, wherein the second threaded portion contains a

plurality of threads on an outer surface of the second threaded portion.
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46. (Withdrawn): The method of claim 26, wherein the second threaded portion includes a self-
tapping edge, wherein the self-tapping edge provides for removal of bone material during

insertion of the tapered screw member.

47. (Withdrawn): The method of claim 26, further comprising inserting the lag screw member

into at least a first medullary canal of bone.

48. (Withdrawn): The method of claim 47, further comprising inserting the tapered screw

member into at least the first medullary canal of the bone.

49. (Withdrawn): The method of claim 26, further comprising providing a cover portion

coupled to the bulbous portion of the lag screw member.

50. (Withdrawn): The method of claim 49, wherein the cover portion comprises a hexagonally
shaped opening, a star-shaped opening, or a square-shaped opening partially disposed in the

second elongated body.

51. (Currently amended): An assembly for bone fusion, comprising;:
a first screw member, wherein the first screw member comprises a first elongated body,
and wherein the first elongated body includes a first threaded portion at a first end for advancing

said first screw member into a first bone or bone fragment and a bulbous portion at a second end

comprising an exterior surface; and

10
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a second screw member for coupling to the first screw member, wherein the second
screw member includes a second elongated body having first and second ends, wherein the
second elongated body comprises a second threaded portion at the first end of the second

clongated body for advancing said second screw member into a second bone or bone fragment

and a tubular portion at the second end of the second elongated body, wherein the tubular portion
comprises a first aperture at a terminal end of the second end of the second elongated body and a
bore extending through the tubular portion from the first aperture to a second aperture on an

exterior surface of the second screw member, wherein the bore comprises an interior surface,

wherein the bulbous portion is semi-spherical for providing angular rotation of the first
screw member relative to the second screw member, and

wherein the first screw member couples to the second screw member by being inserted

mserting-the-first serew—member into and through the bore until the exterior surface of the

bulbous portion of the first screw member abuts the interior surface of the bore at the first

aperture of the second screw member and the first threaded portion extends out of the second

aperture to engage the first bone or bone fragment, wherein the first screw member and the

second screw member translate compression to the first bone or bone fragment and the second

bone or bone fragment thereby drawing the bones or bone fragments together.

52. (Previously presented): The assembly of claim 51, wherein the first screw member couples

to the second screw member at an angle.

53. (Previously presented): The assembly of claim 52, wherein the angle varies between about

0 degrees and about 90 degrees.

11
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54. (Canceled).

55. (Previously presented): The assembly of claim 51, wherein the first screw member is

cannulated having a circular cross-section with said first elongated body.

56. (Previously presented): The assembly of claim 51, wherein the bulbous portion includes an

aperture.

57. (Previously presented): The assembly of claim 56, wherein the aperture of the bulbous

portion has a hexagonal shape, a star shape, or a square shape.

58. (Previously presented): The assembly of claim 56, wherein the aperture of the bulbous

portion is provided to receive a complementary shaped end of an instrument.

59. (Previously presented): The assembly of claim 51, wherein the first threaded portion

comprises a plurality of bone threads on an outer surface of the first threaded portion.

60. (Previously presented): The assembly of claim 51, wherein the first threaded portion

includes a self-tapping edge for removing bone material.

61. (Previously presented): The assembly of claim 51, wherein the second screw member

comprises an internal aperture disposed in the second elongated body.

12
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62. (Canceled).

63. (Previously presented): The assembly of claim 61, wherein the internal aperture partially

traverses the tubular portion at the second end of the second elongated body.

64. (Previously presented): The assembly of claim 61, wherein the internal aperture includes a
hexagonally shaped opening, a star-shaped opening, or a square-shaped opening partially

disposed in the second elongated body.

65. (Previously presented): The assembly of claim 64, wherein the hexagonally shaped

opening, the star-shaped opening, or the square-shaped opening is provided to receive a

complementary shaped member.

66. (Canceled).

67. (Currently amended): The assembly of claim 51, wherein the bore receives the first

clongated body of the first screw member, wherein the bulbous portion resides within the bore,

and further wherein the bulbous portion abuts the internal surface of the bore at the first aperture

at the second end of the second elongated body.

68. (Previously presented): The assembly of claim 51, wherein the bore forms a predetermined

angle with the second elongated body.
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69. (Previously presented): The assembly of claim 51, wherein the second threaded portion

comprises a plurality of threads on an outer surface of the second threaded portion.

70. (Previously presented): The assembly of claim 51, wherein the second threaded portion

includes a self-tapping edge for removing bone material.

71. (Previously presented): The assembly of claim 51, wherein the first screw member is

provided for insertion into at least a first medullary canal of a bone.

72. (Previously presented): The assembly of claim 71, wherein the second screw member is

provided for insertion into at least the first medullary canal of the bone.

73. (Withdrawn): The assembly of claim 51, further comprising a cover portion coupled to the

bulbous portion of the lag screw member.

74. (Withdrawn): The intramedullary assembly of claim 73, wherein the cover portion
comprises a hexagonally shaped opening, a star-shaped opening, or a square-shaped opening

partially disposed in the second elongated body.

75. (Previously presented): The assembly of claim 1, wherein the bore is adapted for retaining

the bulbous portion.
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76. (Currently amended): The assembly of claim 4, wherein the interior surface of the bore

comprises a taper for providing an interference fit with the taper of the bulbous portion.

77. (Cancelled).

78. (Currently amended): The assembly of claim [[2]] 1, wherein uniform compression is

translated across the first screw member and the second screw member to the first bone or bone

fragment and the second bone or bone fragment the-angle-is-adapted-to-cause-the-assemblyte

79. (Previously presented): The assembly of claim 1, wherein the bulbous portion comprises a

spherical portion adapted to allow the first screw member to couple to the second screw member

at a plurality of possible angles ranging from about 0 degrees to about 90 degrees.

80. (Previously presented): The assembly of claim 79, wherein the spherical portion is adapted
to allow the first screw member to rotate within the bore to set an angle between the first screw

member and the second screw member to at least one of the plurality of possible angles.

81. (Previously presented): The assembly of claim 1, wherein the second screw member

comprises a tubular portion at the second end of the second elongated body, wherein the tubular
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portion comprises the first aperture and the bore, and wherein the second aperture is on an

exterior surface of the tubular portion.
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REMARKS
Claims 1-12, 14 - 16, 18,20 -23,51 - 53,55 - 61, 63 — 65, 67 — 72 and 75 — 76, and
78 — 81 are pending in this application. Please amend claims 1, 4, 18, 51, 67, 76, and 78 and
cancel claim 77. Although these claims have been amended, added, and/or canceled herein to
provide clarification, correct typographical inaccuracies and/or informalities, and/or to better

2% ¢

track practical/commercial implementations/practices (hereinafter “amendment,” “amendments,”
and/or “amended”), Applicants submit that the originally filed claims are patentable and reserve
the right to pursue the originally filed claims (as well as any claims dependent therefrom) at a
later time and/or in one or more continuation/divisional application(s). Applicants submit that
these new claims and/or claim amendments are supported throughout the originally filed
specification and that no new matter has been added by way of these amendments. Applicants
respectfully submit that the invention, as defined by claims 1 — 12, 14 — 16, 18, 20 — 23, 51 — 53,
55-61,63 - 65,67 —72 and 75 — 76, and 78 — 81 is patentable over the prior art.

Accordingly, Applicants respectfully request reconsideration of the instant application in
view of the following remarks:

L THE DOUBLE PATENTING REJECTION

The Examiner provisionally rejected claims 1 — 11,20 — 23, 51 — 53,55 -61, 63 — 65, 67
— 72, and 75 — 81 on the ground of non-statutory double patenting over claims 1 — 18, 35 — 54,
56, and 60 of U.S. Patent No. 8,303,589. It is respectfully requested that the filing of a terminal
disclaimer be deferred until the Examiner has given an indication of allowable claims.

IL. SPECIFICATION AND THE 35 U.S.C. § 112 REJECTION

The Examiner objected to the specification because, according to the Examiner, there

does not appear to be sufficient explanation of the plurality of points of fixation and uniform
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compression (i.e., what is being uniformly compressed) as recited in claim 78. Consequently,
the Examiner rejected claim 78 under 35 U.S.C. § 112, second paragraph, because, according to
the Examiner, the claim is unclear what the plurality of points of fixation are and whether the
plurality of points of fixation is associated with the first screw member or the second. The
Examiner also noted that the meaning of "uniform compression" is also unclear.

Claim 78 has been amended to recite that "uniform compression is translated across the
first screw member and the second screw member to the first bone or bone fragment and the
second bone or bone fragment." Support for this amendment is found in paragraph [0055] of
U.S. App. Pub. No. 20100256638, which recites:

The fixed angle between the tapered screw member 810 and the lag screw

member 815 causes the intramedullary fixation assembly 800 to "hook" into

the bone segments and translates the compression applied to bone fragments

across the members 810 and 815. .. The intramedullary fixation assembly

800 translates compression applied to bone fragments by the tapered screw

member 810 and the lag screw member 815 into uniform compression through

multi-point fixation.
As is apparent in Figures 8-9, the interaction of members 810 and 815 cause compression to be
applied to bone fragments across the length of members 810 and 815 — the compression being
uniformly applied to the bone fragments between and across members 810 and 815. In light of
the amendment to claim 78 and the remarks above, Applicants respectfully submit that claim 78
complies with 35 U.S.C. § 112, second paragraph. Accordingly, for at least these reasons,
Applicants respectfully request reconsideration and withdrawal of the objection and the rejection.

III. THE 35 U.S.C § 103 REJECTION

The Examiner rejected claims 1 -5, 10, 11, 18, 20 — 23, 51 — 53,59 - 61, 67 — 72, and 75
— 80 under 35 U.S.C. § 103(a) as being unpatentable over U.S. Patent No. 7,542,326 to Dierks

("Dierks") in view of U.S. Patent No. 7,204,838 to Jackson ("Jackson").
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Applicants thank the Examiner for an Interview conducted on September 9, 2014.
During the interview, the undersigned and the Examiner discussed the Dierks reference, the
foregoing amendments to independent claims 1 and 51, and the arguments discussed below. In
addition, the Examiner pointed out the likely applicability of U.S. Pat. App. Pub. No.
20110282398 to Overes ("Overes"). However, Applicants submit that Overes is not a proper 35
U.S.C. § 102 or 103 reference. Overes was filed on May 9, 2011 and claims the benefit of a
provisional application filed on May 13, 2010. The subject application, however, was filed on
February 11, 2010 — prior to the carliest filing date Overes can claim. Accordingly, any
rejection in light of Overes would be improper.

The bone fusion assembly 800 of the present invention, as claimed in independent claim
1 and as shown in Figures 9-11 reproduced below, comprises a first screw member 815 and a

second screw member 810 for coupling to the first screw member §15.

Figure 9
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The first screw member 815 comprises a first elongated body extending along a first longitudinal
axis 1002. The first elongated body includes a first threaded portion 1015 at a first end 1045 for
advancing the first screw member 815 into a first bone or bone fragment as shown in Figure §.
The first elongated body further includes a bulbous portion 1010 at a second end 1040
comprising an exterior surface, as shown in Figure 10.

The second screw member 810 includes a second elongated body having first 1150 and
second 1125 ends, the second elongated body extending along a second longitudinal axis 1104.
The second clongated body comprises a second threaded portion 1115 at the first end 1150 of the
second elongated body for advancing the second screw member 8§10 into a second bone or bone
fragment, as shown in Figure 8. The second elongated body further comprises a first aperture
1130 at a terminal end 1120 of the second end of the second elongated body, and a bore
extending along a third axis 1102 from the first aperture 1130 to a second aperture on an exterior
surface 1135 of the second screw member 810. As shown in Figure 11, the bore comprises an
interior surface at the first aperture 1130. The second longitudinal axis 1104 and the third axis
1102 define an angle.

When assembled, the first screw member 815 couples to the second screw member 8§10
by being inserted into and through the bore until the exterior surface of the bulbous portion 1010
of the first screw member 815 abuts the interior surface of the bore at the first aperture 1130 of
the second screw member 810 and the first threaded portion 1015 extends out of the second
aperture to engage the first bone or bone fragment. Importantly, as shown in Figure 8, the first
screw member 815 and the second screw member 810 translate compression to the first bone or
bone fragment and the second bone or bone fragment thereby drawing the bones or bone

fragments together.
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Applicants submit that Dierks fails to disclose or teach the present invention as claimed
in claim 1. Dierks fails to disclose an assembly that translates compression to first and second
bones or bone fragments. Instead, as shown below, Dierks discloses a bone screw 1 for attaching

a spinal longitudinal rod (not shown) to a vertebra. (See Dierks, col. 7, Ins. 14-18).

Dierks, Figure 1f Dierks, Figure 2¢ L Dierks, Figure 3¢

Specifically, as shown in Figure 2c, a fastening device 30 comprises an arch-shaped retaining
area 33 for receiving the spinal longitudinal rod. (See Dierks, col. 8, Ins. 56-61). As shown in
Figure 3c, the fastening device 30 is secured to bone screw 1 via threaded screw or stud 41. (See
Dierks, col. 7, Ins. 36-42). Stud 41, however, is not equivalent to the first screw member 815 of
the present invention and stud 41 does not couple in the same way to bone screw 1 as the first
screw member 815 couples to the second screw member 810 in the present invention. Contrary
to the present invention, the threaded portion of stud 41 is not advanced into any bone — instead,
as shown in Figure 3c, the threaded portion of stud 41 is advanced into the threaded hole 10
(Figure 1f) of bone screw 1. Specifically, the threads of stud 41 do not extend out of the aperture

at the side surface of the bone screw 1 to engage the first bone or bone fragment, as required by
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amended independent claim 1. In addition, the head portion of stud 41 does not abut any bore or
interior surface of bone screw 1. Instead, as shown in Figure 3¢, the head portion of stud 41
engages a hole in leg 32 of the fastening device 30.

As shown above, Dierks fails to disclose, and is in fact missing, the following limitations
of independent claim 1: "wherein the first elongated body includes a first threaded portion at a

first end for advancing said first screw member into a first bone or bone fragment," "wherein the
second elongated body comprises a second threaded portion at the first end of the second
elongated body for advancing said second screw member into a second bone or bone fragment,”
"wherein the first screw member couples to the second screw member by being inserted into and
through the bore until the exterior surface of the bulbous portion of the first screw member abuts
the interior surface of the bore at the first aperture of the second screw member and the first
threaded portion extends out of the second aperture to engage the first bone or bone fragment,"”
and "wherein the first screw member and the second screw member translate compression to the
first bone or bone fragment and the second bone or bone fragment thereby drawing the bones or
bone fragments together."”

Jackson was simply cited for teaching a partially spherical internal surface.

In light of the remarks above, Applicants respectfully submit that Dierks and Jackson,
alone or in combination, do not teach, suggest or render obvious currently amended claim 1.
Accordingly, Applicants respectfully submit that claim 1 is patentable over Dierks and Jackson.
Dependent claims 2 — 12, 14 — 16, 18, 20 — 23, 75 — 76, and 78 — 81 are patentable by virtue of
their dependency on claim 1. For at least these reasons, Applicants respectfully request

reconsideration and withdrawal of the rejection and allowance of claims 1 — 12, 14 — 16, 18, 20 —

23,7576, and 78 — 81.
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Referring to independent claim 51, Applicants submit that Dierks and Jackson, alone or
in combination, do not discuss, and are in fact missing at least the following elements, inter alia,
required by currently amended independent claim 51: "wherein the first elongated body includes
a first threaded portion at a first end for advancing said first screw member into a first bone or

bone fragment," "wherein the second elongated body comprises a second threaded portion at the

first end of the second elongated body for advancing said second screw member into a second

bone or bone fragment," "wherein the first screw member couples to the second screw member
by being inserted into and through the bore until the exterior surface of the bulbous portion of the
first screw member abuts the interior surface of the bore at the first aperture of the second screw
member and the first threaded portion extends out of the second aperture to engage the first bone
or bone fragment," and "wherein the first screw member and the second screw member translate
compression to the first bone or bone fragment and the second bone or bone fragment thereby
drawing the bones or bone fragments together." For the same reasons discussed above with
respect to claim 1, Dierks and Jackson, alone or in combination, do not discuss or disclose these
limitations. Dependent claims 52 — 53, 55 — 61, 63 — 65 and 67 — 72 are patentable by virtue of
their dependency on claim 51. For at least these reasons, Applicants respectfully request

reconsideration and withdrawal of the rejection and allowance of claims 51 — 53, 55 - 61, 63 —

65 and 67 — 72.
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CONCLUSION

In view of the foregoing, Applicants respectfully request reconsideration and withdrawal
of the rejections and allowance of pending claims 1 — 12, 14 — 16, 18, 20 — 23, 51 — 53, 55 - 61,
63 — 65,6772 and 75 — 76, and 78 — 81.

Should any changes to the claims and/or specification be deemed necessary to place the
application in condition for allowance, the Examiner is respectfully requested to contact the
undersigned to discuss the same.

This Response is being filed with a one month extension of time. In the event that any
additional fee is required for the entry of this response the Patent and Trademark Office is
specifically authorized to charge such fee to Deposit Account No. 23-0420 in the name of Ward

& Zinna.

Respectfully submitted,

Date: September 17, 2014 / Hanna Bondarik Mosolygo/
Hanna Bondarik Mosolygo
Reg. No. 66,475
Ward & Zinna LL.C
382 Springfield Avenue
Suite 300
Summit, New Jersey 07901
(908) 277-3333
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