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Washington, D.C. 20231 gé c/ OPQ' ! QJ; Date: March 6, 2003
1. This is a request for ex pate reexamingtlon plfsuant to 37 CFR 1.510 of patent number 5,053,036 issued
Oct. 1, 1991. The request is made by:

[ patent owner. X third party requester.

2. )X The name and address of the person requesting reexamination is:
Smith & Nephew, Inc.

1450 Brooks Rd.
Memphis, TN 38116

3. [ a. A check in the amount of $2,520.00 is enclosed to cover the reexamination fee, 37 CFR 1.20(c)(i); or

[ b. The Commissioner is hereby authorized to charge the fee as set forth in 37 CFR 1.20(c)(i) to Deposit
Account No. 501458; or

[ c. Payment by credit card. Form PTO-2038 is attached.

. X Any refund should be made by [] check or [X] credit to Deposit Account No. 501458. 37 CFR 1.26(c).
If payment is made by credit card, refund must be to credit card account.

. D A copy of the patent to be reexamined having a double column format on one side of a separate
paper is enclosed. 37 CFR 1.510(b)(4) o

. [J CD-ROM or CD-R in duplicate, Computer Program (Appendix) or large table

. [ Nucleotide and/or Amino Acid Sequence Submission
If applicable, all of the following are necessary
a. [J Computer Readable Form (CRF)
b. Specification Sequence Listing on:
i [0 CD-ROM (2 copies) or CD-R (2 copies); or
i (] paper
c. Statements verifying identity of above copies
8. [J A copy of any disclaimer, certificate of correction or reexamination certificate issued in the patent is included.
9. I Reexamination of claim(s) 1-15 is requested.
10. X A copy of every patent or printed publication relied upon is submitted herewith including a listing thereof on
Form PTO-1449.

11. IJ An English language translation of all necessary and pertinent non-English language patents or printed
publications is included.
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Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the
individual case. Any comments on the amount of time you are required to complete this form should be sent to the Chief Information
Ofﬁcer U S. Patent and Trademark Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
SEND TO: Assnstant Commissioner for Patents, Box Reexam, Washington, DC 20231.
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12. X The attached detailed request includes at least the following items:

a. A statement identifying each substantial new question of patentability based on prior patents
and printed publication. 37 CFR 1.510(b)(1)
b. An identification of every claim for which reexamination is requested, and a detailed

explanation of the pertinency and manner of applying the cited prior art to every claim for

which reexamination is requested. 37 CFR 1.510(b)(2)
13.[J A proposed amendment is included (only where the patent owner is the requester). 37 CFR

1.510(e)
14.[X] a. Itis certified that a copy of this request (if filed by other than the patent owner) has been
served in its entirety on the patent owner as provided in 37 CFR 1.33(c).
The name and address of the party served and the date of service are:
Service by Federal Express to:
Caspar Carl Schneider, Jr., Fish & Richardson, 45 Rockefeller Plaza, New York NY 10111

Synthes (U.S.A.), 1690 Russell Road, Paoli, PA 19301

Brian M. Poissant, Pennie & Edmonds LLP, 1155 Avenue of the Americas, New York, NY 10036

Date of Service: Mar. 6, 2003; or
[(Jb. A duplicate copy is enclosed since service on patent owner was not possible.

& Customer Number > :
Code Labe
OR Type Customer Number here Q?ES }t{;L
ol O Firmor ¢ PATENTTRADEMARK OFFICE

Individual Name

Address (line 1)

4| Address (line 2)

City thate | |Zip [

Country

Telephone | Fax I

|
1

116.X The patent is currently the subject of the following concurrent proceeding(s):

[J a. Copending reissue application Serial No.
(] b. Copending reexamination Control No.
[J c. Copending Interference No.

X d. Copending l|t|gat|on styled:

WARNING: Information on this form may become public. Credit card information should not
be included on this form. Provide credit card information and authorization on PTO-2038.

AUQM Sod Qs e w22

Authorized Signature [0 For Patent Owner Requester
Y\/\ a r‘/é‘ é/ 3005 I Eor Third Party Requester |
Date .
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CERTIFICATE OF SERVICE
I hereby certify that on March é , 2003, a copy of the Request for Ex Parte
Reexamination of U.S. Patent No. 5,053,036, has been served upon the parties

identified below by Federal Express.

Attorney of record (pursuant to PTO records for USP 5,053,036):
Caspar Carl Schneider, Jr.

FISH & RICHARDSON

45 Rockefeller Plaza

New York NY USA 10111

Telephone: (212) 765-5070

Courtesy copy to:

Synthes (U.S.A.)

1690 Russell Road

Paoli, PA 19301
Telephone: (610) 647-9700

Attorney of record for Synthes (U.S.A.)

Synthes (U.S.A.) v. Smith & Nephew, Inc., Civil Action No. 03-0084 (E.D. Pa.)
Brian M. Poissant, Esq.

PENNIE & EDMONDS LLP

1155 Avenue of the Americas

New York, New York 10036

Telephone: (212) 790-6301
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Attorney Docket No. 10436.280288 PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re the Application of: Art Unit: To Be Assigned
Perren et al. Examiner: To Be Assigned
Patent No.: 5,053,036 Issued: Oct. 1, 1991
Serial No.:  07/492,403 Filed: Mar. 8, 1990
For: POINT CONTACT BONE COMPRESSION PLATE

REQUEST FOR REEXAMINATION

Box REEXAM
Assistant Commissioner for Patents
Washington, D.C. 20231
Sir:

Reexamination of Claims 1-15 of United States Patent No. 5,053,036 (“the
‘036 patent”) is requested pursuant to 35 U.S.C. §§ 302-307 and 37 C.F.R. § 1.510 in
light of several newly uncovered references, for example: USP 1,105,105
(“Sherman”) (issued 1914, filed 1912); USP 4,364;382'(¢@Mennen”) (issued 1982,
filed 1979); the Sutter a&icie (“Sutter Article”) dated 1984; and the Vattolo

dissertation (“Vattolo™) dated 1986. Far from being novel, reduced contact bone

plates were well known in the art as evidenced below.

Challenged Patent Uncovered Prior Art
1987 1912 1979 1984
2 [4 "

7. :
Arched gap Arched gap Arched gap Arched gap
‘036 Patent Sherman Mennen Sutter Article
1
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A. Introduction

.. . . ‘036 Patent
In obtaining the ‘036 patent, the patentee asserted that existing aten

bone plates lie flat against the bone and that designing plates with
arches to improve blood flow to the bone surface therefore is novel.

‘036 Patent, Figs. 2 and 3. However, this design was well known in

the art since at least 1912 as is evident in Sherman. Sherman Fig. 7,

Pg. 1, lines 81-86.

Sherman

LRUAAD AW gya e,

‘he urvatu;-ent_)f the concave iriner sur-
fn'cle T)fc the bone plate is:preferably of a
smaller. radius than th}?tto htheinb;?:é eBt}t\(;
tq e . . . w on l: b .
which it is applied, so tf athe"bone  etail 8
.of -the bone

Tee Smén mnooI- -

marginal side edges.o
bear against,the: outer surface

Additionally, the newly uncovered Sutter Article, which was co--  Sutter Article
authored by one of the ‘036 inventorsA three years prior to the ‘036
filing, also reveals that the use of arches was known in the art.

Mennen also shows the use of arches and explains the
resulting benefits on blood flow. Mennen Fig. 2; Col. 4, lines 27-30
(“The plate is designed so that only in the immediate vicinity

where each fastening formation 10.25 is inserted ... is periosteal

circulation impaired.”) (emphasis added).

WSHLIBO1' 164712 3
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‘036 Patent

The ‘036 patentee further asserted the novelty of

placing arches along the sides, between the screw holes. » FIG.4
‘036 Patent Fig. 4; Col. 2, lines 64-68. This approach, too, slii(:Sv

was well knowr} in the art as shown by Sherman, Mennen,

and the Sutter Article.

Top View

Top
Vi
Arches tew ‘
Side
Cross View
Section

View

FIG. 7

Sherman Sutter Article

Mennen

The Sutter Article explains, “On the titanium reconstruction plate ... grooves
which ‘were radial on all sides were machined in between t\he cylindrical 4.5 mm
borings [screw holes).” Sutter Article, p.5, lines 21-23 (emphasis added).

Moreover, in his dissertation, Mauro Vattolo establishes that it was well

known in the art to improve blood circulation by combining the use of a central

longitudinal groove with transverse grooves between the screw holes.

Chalienged Patent (1987) Vattolo’s Prior Dissertation (1986)

Cross Section

— —

7

|y
| =zza

Arched Gaps t

Side View

=

t1

Arched Gaps
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Vattolo states that although plates originally were grooved for mechanical
reasons, the grooves also provided increased blood flow. Vattolo, pp. 6-7 (“The
grooved plates ... were originally designed ... for mechanical reasons ... By putting
gfooves between the screw holes ...[w]ith an additional longitudinal groove along
the axis of the screw holes ... the blood supply of the corticalis is affeéted most
favorably ") (emphasis added). ‘The front cover of the dissertation reveals that

another ‘036 inventor, Stephan M. Perren', was aware of Vattolo’s findings the year

prior to the filing of the ‘036 patent.

Thesis Advisor: S.M. Perren

‘036 Patent Uncovered Dissertation
United States Patent (19 Froam the Laboratory for Experimental Surgery,
Suies Ravaareh Snatitub, Daves
Perren et al, Direston: Prof, & M. Parren, MDD
and The Cltote for Work Animals and Horses
{54] POINT CONTACT BONE CO| 10N of the University of Bera

PLATE irector: Prof, H. Gerber, DV.M)

{75] Inventors,

\ Thesic yndor the diresticn of
Frof. 5. X Parren and Prof. B A Rahn

Stephan N. Perren,

5 rg; Franz
Sutter, Niederdorf; Slobodan Tepic,
Davos, all of Switzerland '

{73} Assignee: Synthes (U.S.A.), Paoli, Pa. THE EFFECT OF GROOVES IN OSTEOSYNTHESIS PLATES
[211 App] No.: 492,403 ON THE RESTRUCTURING OF THE CORTICALIS

(22] Filed:  Mar. 8, 1990

Related U.S, Application Data DISSERTATION
{63] Continuation of Ser. No. 247,357, Sep. 21, 1988, aban- Par-
doned. ' The Doctorate of the Faculty of Veterinary Kedising
of ths University of Barn
a - ign Application Priority Data
0} PCT Int'l Appl. ... PCI/EP87/00663
Frasented by
Author:. Mauro Vattolo P o vatiao
1986

SApproved™ sto. = no xigrature or date

! The face of the ‘036 patent has the incorrect middle initial of the inventor. The PCT priority document
confirms that the correct name is Stephan “M.” Perren and not Stephan “N.” Perren.

4
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The Vattolo dissertation was completed in Switzerland,’ the residence of the

‘036 inventors. The dissertation is supported by an affidavit from the Swiss National
Library stating that the dissertation was received by the ‘library nearly a year before
the ‘036 patent filing and was indexed in the published Swiss National Bibliography
ten months prior to the filing date (a copy of the affidavit and the pertinent pages of
the Swiss National Bibliography are submitted with this request). Federal regulations
bar the ‘036 patent owner from establiéhing a date of invention earlier than the filing
date. See 37 C.F.R. §'l .131 (“...Prior invention may not be established ... before

January 1, 1996, in 2. WTO country [e.g., Switzerland]...”).

B. Claims-to-Reference Grid

15

Sherman

Vattolo .

Mennen

- P P P
<]
<

<l ]2l jun

< ]2 ] L] 2]
<]

P P P

Sutter Art.

Judet

Sutter Art. & Sherman N

<]
<]
2]
<]
<]
<

Sherman & Vattolo

Sherman & Raveh Art. 83 or 84

Mennen & Vattolo N N J

< ]e ]2t

Mennen & Raveh Art. 83 or 84

Mennen & Sutter v N

Sherman & Sutter N

Sherman & Allgower

Mennen & Allgower

<t {2

Sutter Art. & Allgower

Sherman & Kummer

Mennen & Kummer

Ll 22
<)<

Sutter Art. & Kummer

Judet & Mennen

Mennen & Vattelo & Sutter N Y ] N} J

Sherman & Vattolo & Sutter N v 3 v

Sherman & Vattolo & Allgower v

Mennen & Vattolo & Allgower N

Sherman & Vattolo & Kummer v N

Mennen & Vattolo & Kummer v N
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Mennen & Vattolo & Sherman v

Judet & Mennen & Vattolo

The above rejections are based primarily on stand-alone, anticipatory
references. For those that involve a combination of references, all of the references
pertain directly to the bone plate art; therefore, one skilled in the art would have been

aware of the collective teaching of the references.

C. Statement of New Questions of Patentability.

This request raises substantial new questions of patentability based on the
prior art references that are detailed below. VF orm PTO-1449, which lists the
references, is attached.

Claims 1-15 are unpatentable for at least the following reasons:

Claims 1, 2, 5, 6, and 14 are rejected under

Sherman

35 U.S.C. 102(b) as being anticipated by USP

1,105,105 (Sherman).

Claims 1, 2,4, 5, 6,9, and 14 are rejected under 35

Vattolo -

U.S.C. 102(b) as being anticipated by the Vattolo

dissertation (Vattolo). Mennen

Claims 1, 5, 6, and 14 are rejected under 35 U.S.C.

/

102(b) as being anticipated by USP 4,364,382 (Mennen). AN “i"/

Claims 1, 5, 6, and 14 are rejected under 35 U.S.C. 102(b) as

Sutter Article

being anticipated by the Sutter article dated 1984 (Sutter Article).

WSHLIBOI 164712 3



Claim 15 is rejected under 35 U.S.C. 102(b) as being anticipated by USP

4,263,904 (“Judet”).

Claim 2 is rejected under 35 U.S.C. 103(a) as being

unpatentable over Sutter Article in view of Sherman.

Claims 1,2, 5, 6,9, 13, and 14 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Sherman in view of the Vattolo dissertation dated 1986 (Vattolo).

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over
Sherman in view of the Raveh article dated 1983 (Raveh Art. 83) or the Raveh article
dated 1984 (Raveh Art. 84). 4

Claims 1, 5, 6, 9, and 14 are rejected under 35 U.S.C. 103(a) as being

unpatentable over Mennen in view of Vattolo.

Raveh Art. 84

Claim 14 is rejected under 35 U.S.C. 103(a) as being

unp;atentable over Mennen in view of Raveh Art. 83 or Raveh
Art. 84.

Claims 2 and 3 are rqjected under 35 U.S.C. 103(a) as being unpatentable over
Mennen in view of USP 4,484,570 (“Sutter”).

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over

Sherman in view of Sutter.

Sutter

Claim 4 is rejected under 35 U.S.C. 103(a) as being
unpatentable over Sherman in view of USP Re. 31,628 (“Allgower”).

Claim 4 is rejected under 35 U.S.C. 103(a) as

being unpatentable over Mennen in view of Allgower.

WSHLIBO1 1647123
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Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sutter
Article in view of Allgower.

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable
over Sherman in view of USP 4,338,926 (“Kummer”).

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable

over Mennen in view of Kummer.

Kummer
oF T B Claims 7 and 8 are rejected under 35 U.S.C. 103(a)

as being unpatentable over Sutter Article in view of

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over
Judet in view of Mennen.

Claims 2, 3, 10, 11, and 12 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Mennen in view of Vattolo as applied to claims 1 and 9, ahd further
in view of Sutter.

Claims 3, 10, 11, and 12 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Sherman in view of Vattolo as applied to claims 1, 2, and 9, and
further in view of Sutter.

~ Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over
Sherman in view of Vattolo as applied to claim 1 and further in Yiew of Allgower.

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen -
in view of Vattolo as applied to claim 1 and further in view of Allgower.

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Sherman in view of Vattolo and further in view of Kummer.

8
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Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Mennen in view of Vattolo and further in view of Kummer.

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over
Mennen in view of Vattolo as applied to claim 9 and further in view of Sherman.

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatenfable over Judet

in view of Mennen and further in view of Vattolo.

WSHLIBO1 164712 3



D. Detailed Explanation of Pertinency and Manner of Applying the Cited

Prior Art.

Claim 1

“A compression plate

for osteosynthesis,”

Claims 1, 2, 5, 6, and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by USP

1,105,105 (“Sherman”).
Sherman

Sherman shows a plate (Fig. 1, item 2) for osteosynthesis. See Page 1,

lines 21-27 and 79-82 (“Another object of the invention is to provide ... a
bone plate [for] maintaining the fractured bone in alined (sic)
position.” “...Figure 1 [shows] a bone plate... .”) (emphasis added).

It should be noted that for at least two reasons, the term
“compression” in the preamble, is non-limiting. First, it merely recites
the intended use of a structure because nothing in the body of the claim
relies on it for completeness, but rather the limitations in the body are
able to stand alone. MPEP 211.02; In re Hirao, 535 F.2d 67, 190 USPQ
15 (CC'PA 1976). Second, under the doctrine of claim differentiation, if
“compression” is to be given weight (i.e., that there are self-compressing
screw holes), then dependent claim 4 (requiring a screw hole to be a self-
compressing screw hole) is superfluous. An interpretation that renders
the dependent claim superfluous is “presumptively unreasonable.” See
Beachcombers, International, inc v. WildeWood Creative Products, Inc.,
31F.3d 1154, 1161 (Fed. Cir. 1994). Accordingly, “compression” is

nonlimiting.

WSHLIBOI 164756 1
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“said plate having a
longitudinal axis, an
upper surface, a lower
surface and a plurality
of screw holes spaced in
the direction of the

longitudinal axis,”

Sherman shows the plate (Fig. 1, item 2) having a longitudinal
axis (Fig. 1, lengthwise dimension), an upper surface (Fig. 5,
outer surface of plate), a lower surface (Fig. 5, surface toward
bone) and a plurality of screw holes (Fig. 1, item 3) spaced in the
direction of the longitudinal axis. See page 1, lines 54-59 (“[T]he
bone plate 2 ... is provided with a series of holes 3, in which the
screws are countersunk on the outer face of the plate... .”)

(emphasis added).

Top View Cross Sectional View

< >

Transverse to Longitudinal Axis

Ll = BT =V Y - O — AN

-

Lower Surface

WSHLIBO1 164756 1
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Sherman shows the lower surface (Fig. 5) being arched concavely
transversely to the longitudinal axis of the plate. See p. I, lines 34-39 and .
72-73; lines 81-86 (“Fig. 5 is a [‘transverse section of the bone plate’]

- on the line V-V of Fig. 1.” “In cross section the plates are concave on
said lower surface
. the inner surface thereof... .” “The curvature of the concave inner
being arched concavely
surface of the bone plate is preferably of a smaller radius than that of
transversely to the )
longitudinal axis of the the bone 8 to which it is applied, so that when in place the marginal side

edges of the bone plate will bear against the outer surface of the

plate,”

s} 3

bone... .””) (emphasis added).

. Cross Sectional View

< >

Transverse to Longitudinal Axis

' FIG. & \

Lower Surface

12
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“in combination with
open sections along the
side edges of the plate
between the screw

holes,”

Sherman shows the transverse arched concave lower surface of
the plate in combination with open sections (Fig. 1, item 7) along
the side edges of the plate between the screw holes (Fig. 1, item
3). (The concave plate with narrow width sections 7 results in
open sections 7 along the side edges of the plate. See also Fig. 2.
Further, the width of the narrow width section 7 is less than the
diameter of the screw holes 3, therefore no contact exists with the
bone at the open sections 7.) (Note: the term “open sections” is
not explained, nor does it appear in the specification of the ‘036

patent.

'4— No Contact Between Plate —p)
: ' and Bofne :

Close up of FIG. 7

No contact Between
‘ Plate and Bone

= Open <
| Sections

FIG. 2
Longitudinal Side View

gl

Open Sections

WSHLIBO1 164756 1
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“said open sections, with
the concave lower
surface of the plate,
forming studs along the
side edges of the lower
surface for contact with

a bone.”

Sherman shows the open sections (Fig. 2, between screw holes 3),
with the concave lower surface of the plate, forming studs along
the side edges of the lower surface for contact with a bone (Fig. 7,
the side edge of the concave plate in between the open sections

" projects down to contact the bone.) See p. I, lines 81-86 (“The
curvature of the concave inner surface of the bone plate is
preferably of a smaller radius than that of the bone 8 to which it is
applied, so that when in place the marginal side edges of the
bone plate will bear against the outer surface of the boné... )

(emphasis added).

e 7 5 x »
' FIG. 2 \/
Longitudinal Side View Open
Sections

Studs : :
14— No Contact Between Plate =1
l
I
I

and Bone |

{ 1
]

N Close up of FIG. 7

Bone Cross Sectional View

WSHLIBOI 164756 1
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“A compression plate
according to claim 1
wherein said screw holes
are conical aﬁd traverse
said plate between said
upper and lower surfaces
such that the narrow end

| of the cone is towards the
lower surface, said holes

f=Eadapted to receive

crews having conical
Theads of a
redetermined cone

1 angle, such thaf the plate
["will not slide down the

: j‘ixeads of the screws.”

Sherman shows a plate (Fig. 5) according to claim 1 wherein the
screw holes (Fig. 5, item 3) are conical and traverse said plate

between said upper and lower surfaces such that the narrow end of

“the cone is towards the lower surface, said holes adapted to receive

screws having conical heads of a predetermined cone angle, such that
the plate will not slide down the heads of the screws. Seep. I, lines
54-64 (“[T]he bone pléte ... is provided with a series of holes 3, in
which the screws are countersunk on the outer face of the plate and
the screws 4 are provided with countersunk heads of the same
degree of angularity so as to insure a neat fit between the contacting

surfaces of the bone plate and the screws.”) (emphasis added).

WSHLIBO1 164756 1
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“A bone plate according Sherman shows a bone plate (Figs. 2) according to claim 1

to claim 1 wherein the wherein the contact elements are less than 5% of the total area
contact elements are of the lower surface of the plate. See p. I, lines 84-86, and p. 2,
less than 5% of the total lines 52-54 (“{When in place the marginal side edges of the
area of the lower surface bone plate will bear against the outer surface of the bone.”
of the plate.” ' “The length and width and the degree of curvature in cross

section of the plates may be varied.”) (emphasis added).

Contact Elements

Sherman shows a bone plate (Figs. 2) according to claim 1 wherein

“ A bone plate according the contact elements are less than 2% of the total area of the lower

surface of the plate. . See p. 1, lines §4-86, and p. 2, lines 52-54

mto claim 1 wherein the

Jtontact elements are (“[W1hen in place the marginal side edges of the bone plate will

”lmless than 2% of the total |  P€ar against the outer surface of the bone.” “The length and

area of the lower surface width and the degree of curvature in cross section of the plates

of the plate.” niay be varied.”) (emphasis added).

Contact Elements

16
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Sherman

: h h 1 .
A compression plate for As detailed above, Sherman shows a plate (2) for osteosynthesis, said plate

o : o s, al p lurali
osteosynthesis, said plate having a longitudinal axis, an upper surface, a lower surface and a plurality

having a longitudinal axis, of screw holes (3) spaced in the direction of the longitudinal axis, said

lower surface being arched concavely, transversely to the longitudinal axis
an upper surface, a lower

) of the plate, in combination with arcuate cut out sections between the holes,
surface and a plurality of

. the intersection of surfaces formed by said cut out sections and the concave
screw holes spaced in the

N 1 lower surface of the plate forming studs for bone contact. The word
direction of the longitudinal

. . “compression” in the preamble is merely a statement of intended use, and
axis, said lower surface

- therefore not limiting.
sbeing arched concavely, &

. Top View Cross Sectional View
transversely to the

Transverse to Longitudinal Axis

ongitudinal axis of the A
% L
Slate, in combination with ° Arcuate Cut ocrew
n Out Sections
g
arcuate cut out sections i
t Bone
u
petween the holes, the d
1
-intersection of surfaces 2
1
-formed by said cut out A
X / Upper Surface
sections and the concave ; ” s B,
v Plate /‘M
lower surface of the plate .
p FIG. 5 \
forming studs for bone Studs Concave
Lower
contact.” Surface

Studs Arcuate cut out sections
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Claims 1, 2, 4, 5, 6, 9, and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by the

“A compression plate

for osteosynthesis, said

plate having a

longitudinal axis, an

upper surface, a lower

surface and a plurality

of screw holes spaced in
mthe direction of the

;‘;:g;pngitudinal axis, said

: ;,,:ower surface being

i{érched concavely
Egransversely to the
 longitudinal axis of the
:;;late, in combination

| vith open sections along

-the side edges of the
SM';E)Iate between the screw
holes, said open sections,
with the concave lower
surface of the plate,
forming studs along the
side edges of the lower
surface for contact with

a bone.”

Vattolo Dissertation (“Vattolo™).

Vattolo shows a compression plate (see Fig. 2) for osteosynthesis. See

title, cover page (“The Effect of Grooves in Osteosynthesis Plates on

the Restructuring of the Corticalis™) (emphasis added). See Fig. 2
(self-compressing screw holes). Vattolo shows the lower surface being
arched concavely in combination with open sections along the sides -
between the screw holes, forming studs for contact with the bone. See
p.6, line 23 to p.7, line 21 (“Jorger ... shows that by reducing the
contact surface between plate and bone the circulatory disruption can
be decreased ... The grooved plates studied by Jorger ... were originally
designed by Brunner ... for mechanical reasoﬁs... By putting grooves
between the screw holes, Brunner achieved equal rigidity over the
whole plate. With an additional groove along the axis of the screw
holes, the contact area between the plate and the bone can be further
reduced ... Through the greates (sic) possible reduction in the contact
surface of the plate, the blood supply of the corticalis is affected
most favorably...”) (emphasis added).

Studs at
side edoes
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Claim 2 Vattolo

“A compression plate
according to claim 1
wherein said screw holes
are conical and traverse
said plate between said
upper and lower surfaces
such that the narrow end
of the cone is towards the
lower surface, said holes
adapted to receive

4 screws having conical

{'predetermined cone

”"ﬁ?ngle, such that the plate
“will not slide down the

_heads of the screws.”

Claim 4

“A bone plate according
to claim 1, wherein one
screw hole is a self-
compressing screw

hole.”

Vattolo shows a compression plate (Fig. 2) according to claim 1
wherein the screw holes are conical and traverse said plate between
said uppér and lower surfaces such that the narrow end of the cone
is towards the lower surface, the holes adapted to receive screws
having conical heads of a predetermined cone angle, such that the

plate will not slide down the heads of the screws.

Conical screw holes with the wider
opening on the top surface

Upper Surface

Narrower screw hole
opening at lower

Bottom View

Vattolo

Vattolo shows a self-compressing screw hole. See Fig. 2.

%57 Self-compressing screw holes

Fig. 2

WSHLIBO!I 166488 1
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“A bone plate according
to claim 1 whereir{ the
contact elements are
less than 5% of the total
area of the lower surface

of the plate.”

Claim 6

;A bone plate according

to claim 1 wherein the
{Ei’%ontact elements are
: fess than 2% of the total
area of the lower surface

of the plate.”

Claim 5 Vattolo

~ Vattolo shows a bone plate (Fig. 2) according to claim 1 wherein the

Vattolo shows a bone plate (Fig. 2) according to claim 1
wherein the contact elements are less than 5% of the total area
of the lower surface of the plate. See p. 7, lines 18-21. Through
the greates (sic) possible reduction in the contact surface of
the plate, the blood supply of the corticalis is affected most

favdrably...”) (emphasis added).

Studs at
side edoes

Vattolo

contact elements are less than 5% of the total area of the lower
surface of the plate. See p. 7, lines 18-21. Through the greates (sic)
possible reduction in the contact surface of the plate, the blood

supply of the corticalis is affected most favorably...”) (emphasis

added). \ Studs at

side edoes
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“A bone plate assembly

comprising a
compression bone plate
and a plurality of bone
screws for attaching said
plate to a bone, said plate
having a longitudinal
axis, an upper surface, a
lower surface and a
plurality of screw holes

for receiving said screws,

;:fi’";paced in the direction of

~the longitudinal axis, said

fower surface being

._,‘f%rched concavely
Qg‘j:ransversely to the
;:;iongitudinal axis of the
jiﬁlate, in combination
Wlth open sections along
the side edges of the -
plate between the screw
holes, said open sections,
with the concave
undersurface of the
plate, forming studs for
bone contact along the

side edges of the lower

surface of the plate.”

As detailed above, Vattolo shows a bone plate assembly comprising a
compression bone plate and a plurality of bone screws for attaching
the plate to a bone, the plate having a longitudinal axis, an upper
surface, a lower surface and a plurality of screw holes for receiving the
screws, spaced in the direction of the longitudinal axis, the lower
surface being arched concavely transversely to the longitudinal axis
of the plate, in combination with open sections along the side edges of
the plate between the screw holes, the open sections, with the concave
undersurface of the plate, forming studs for bone contact along the
side edges of the lower surface of the plate. See p.6, line 23 to p.7, line
21 (“Jorger ... shows that by reducing the contact surface between
plate and bone the circulatory disruption can be decreased ... The
grooved plates studied by Jorger ... were originally designed by
Brunner ... for mechanical reasons... By putting grooves between the
screw holes, Brunner achieved equal rigidity over the whole plate.
With an additional groove along the axis of the screw holes, the
contact area between the plate and the bone can be further reduced ...
Through the greates (sic) possible reduction in the contact surface of
the plate, the blood supply of the corticalis is affected most
favorably...”); p. 8, line 18-19 (“We used ... corticalis screws ...”)

(emphasis added).

Studs at
side edoes

w Concave arch
of lower
surface

Bottom View
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Claim 14 Vattolo

A compression plate for
osteosynthesis, said plate
having a longitudinal axis,
an upper surface, a lower
surface and a plurality of
screw holes spaced in the
direction of the longitudinal
axis, said lower surface

:»ii‘,?eing arched concavely,

“transversely to the

ongitudinal axis of the

jlate, in combination with
i grcuate cut out sections

between the holes, the

intersection of surfaces

“formed by said cut out

sections and the concave
lower surface of the plate
forming studs for bone

contact.”

As detailed above, Vattolo shows a compression plate for
osteosynthesis, the plate having a longitudinal axis, an upper surface,
a lower surface and a plurality of screw holes spaced in the direction
of the longitudinal axis, the lower surface being arched concavely,
transversely to the longitudinal axis of the plate, in combination with
arcuate cut out sections between the holes, the intersection of
surfaces formed by said cut out sections and the concave lower
surface of the plate forming studs for bone contact.. See p.6, line 23
to p.7, line 21 (“Jorger ... shows that by reducing the contact
surface between plate and bone the circulatory disruption can be
decreased ... The grooved plates studied by Jorger ... were originally
designed by Brunner ... for mechanical reasons... By putting grooves
between the screw holes, Brunner achieved equal rigidity over the
whole plate. With an additional groove along the axis of the screw
holes, the contact area between the plate and the bone can be further
reduced ... Through the greates (sic) possible reduction in the
contact surface of the plate, the blood supply of the corticalis is

affected most favorably...””) (emphasis added).

Studs at

side edoes

Self-compressing screw holes
Top View

/ v\Concave arch
of lower
surface
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Claim 1

“A compression plate

for osteosynthesis,”

“Claims 1, 5, 6, and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by

USP 4,364,382 (“Mennen”)
Mennen

Mennen shows a plate for osteosynthesis (Fig. 1, item 10). See col. I,
lines 34-35 (“According to the invention there is provided an internal
fixation device for a bone fracture, the device comprising a metallic
plate... .” (emphasis added).

It should be noted that for at least two reasons, the term
“compression” in the preamble, is non-limiting. First, it merely recites
the intended use of a structure because nothing in the body of the claim
relies on it for completeness, but rather the limitations in the body are
able to stand alone. MPEP 211.02; In re Hirao, 535 F.2d 67, 190 USPQ
15 (CCPA 1976). Second, under the doctrine of claim differentiation, if
“compression” is to be given weight (i.e., that there are seif-compressing
screw holes), then dependent claim 4 (requiring a screw hole to be a self-
compressing screw hole) is superfluous. An interpretation that renders
the dependent claim superfluous is “presumptively unreasonable.” See
Beachcombers, International, inc v. WildeWood Creative Products, Inc.,
31F.3d 1154, 1161 (Fed. Cir. 1994). Accordingly, “compression” is

nonlimiting,.
Plate
10

1015
103

FIG.1
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Mennen shoWs the plate having a longitudinal axis (Fig. 1), an
‘upper surface, a lower surface (Fig. 2) and a plurality of screw

) . holes (Fig. 1, item 10.3) spaced in the direction of the
“said plate having a -
- ) longitudinal axis. See col. 4, line 9 (“[A] screw may be
longitudinal axis, an
provided in each of the openings 10.3.”) (emphasis added).
upper surface, a lower

surface and a plurality of Top View | Cross Sectional View
screw holes spaced in the
L t == <+ —p

direction of the 0 w o Screw Transverse to Longitudinal Axis

n B \
longitudinal axis,” g Hole

i 1015 | Upper Surface

t .

u

d

)i < Plate

n

a

1

Screw

A B Hole

X N

1

s 6§ =]

v “ ™~ FIG.1

“said lower surface being | Mennen shows the lower surface being arched concavely

%arched concavely transversely to the longitudinal axis of the plate (Fig. 2). See col. 1,
étzransversely to the lines 45-46 (“The plate may be provided in an axially symmetrical
~longitudinal axis of the | channel-like form... .”).

plate,” Cross Sectional View

- <

Transverse to Longitudinal Axis
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“in combination with
open sections along the
side edges of the plate
between the screw

holes,”

Mennen shows the transverse arched concave lower surface of the
plate (Fig. 2) in combination with open sections along the side
edges of the plate between the screw holes (Fig. 1, items 10.3).
(The concave plate has narrow width sections between finger
members (Fig. 1, items 10.2) that results in open sections along
the side edges of the plate. See col. 1, lines 62-62 (“[E]ach finger
member having an edge fastening formation at the extremity
thereof.”) (emphasis added). (Note: the term “open sections” is

not explained, nor does it appear in the specification of the ‘036

patent.
s 5 No contact Zone Between
W g Screw Plate and Bone
Hole l‘ ' >

Finger Memher cl
ose up
Open of FIG. 1
Sections
Screw ! I
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“said open sections, with
the concave lower
surface of the plate,
forming studs along the
side edges of the lower
surface for contact with

a bone.”

Mennen shows the open sections (Fig. 1), with the concave lower
surface of the plate (Fig. 1), forming studs along the side edges of the
lower surface for contact with a bone. See col. 1, lines 62-62; col. 2,
lines 65-68 (“[E]ach finger member having an edge fastening
formation at the extremity thereof.”) (“The extremity of each finger
member 10.2 is bent inwardly to provide a sharpened fastening

formation 10.25 pointing inwardly... .””) (emphasis added).

No contact Between Plate

and Bone

4—>
Open —» | '

Sections\ |

Close up
of FIG. 1
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. Mennen shows a bone plate according to claim 1 wherein the
“A bone plate according
contact elements are less than 5% of the total area of the lower

surface of the plate. See col. 1, lines 62-62; col. 4, lines 27-30

to claim 1 wherein the
contact elements are

(“[E]ach finger member having an edge fastening formation at the
less than 5% of the total
extremity thereof.”) (“The plate is designed so that only the
area of the lower surface
immediate vicinity where the fastening formation 10.25 is inserted
of the plate.”

and penetrates into the bone, is periosteal circulation impaired...”)

(emphasis added).

Claim 6

Mennen shows a bone plate according to claim 1 wherein the

e . contact elements are less than 5% of the total area of the lower
1A bone plate according
i ) surface of the plate. See col. 1, lines 62-62; col. 4, lines 27-30
to claim 1 wherein the
(“[E]ach finger member having an edge fastening formation at the
contact elements are
extremity thereof.”) (“The plate is designed so that only the
less than 2% of the total
immediate vicinity where the fastening formation 10.25 is inserted
area of the lower surface -
and penetrates into the bone, is periosteal circulation impaired...”)

of the plate.”
(emphasis added).

27
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Claim 14 Mennen

) As detained above, Mennen shows a plate for osteosynthesis, the plate
“A compression plate for
) ) (Figs. 1 and 2) having a longitudinal axis, an upper surface, a lower
osteosynthesis, said plate : .
) L surface and a plurality of screw holes (10.3) spaced in the direction of the
having a longitudinal o o i
] longitudinal axis, said lower surface being arched concavely, transversely
axis, an upper surface, a o i ) o )

: to the longitudinal axis of the plate, in combination with arcuate cut out
lower surface and a
) sections between the holes, the intersection of surfaces formed by said
plurality of screw holes
i L cut out sections and the concave lower surface of the plate forming studs
spaced in the direction of
L ... | forbone contact. The word “compression” in the preamble is merely a
the longitudinal axis, said
statement of intended use, and therefore not limiting.
lower surface being

No contact Zone Between
Plate and Bone

arched concavely,

€0t
Stol

Laransversely to the

ongitudinal axis of the
| Arcuate |

L cut out
ith arcuate cut out sections

Close up
of FIG. 1

late, in combination

ections between the

[ Studs
holes, the intersection of A

A

t out sections and the

€0l
Lo
200

s¢oncave lower surface of “ FI

Q
o

‘the plate forming studs

for bone contact.”
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Claim 1

“A compression plate

for osteosynthesis,”

Claims 1, 5, 6, and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by the Sutter

article dated 1984 (“Sutter Article”).
Sutter Article

The Sutter Article shows a plate for osteosynthesis (Fig. 1g, Fig. 6,
Fig. 7). Seep. 5, line 15 (“The reconstruction plate”)(emphasis
added).

It should be noted that for at least two reasons, the term
“compression” in the preamble, is non-limiting. First, it merely recites
the intended use of a structure because nothing in the body of the claim
relies on it for completenesé, but rather the limitations in the body are
able to stand alone. MPEP 211.02; In re Hirao, 535 F.2d 67, 190
USPQ 15 (CCPA 1976). Second, under the doctrine of claim
differentiation, if “compression” is to be given weight (i.e., that there
are self-compressing screw holes), then dependent claim 4 (requiring a
screw hole to be a self-compressing screw hole) is superfluous. An
interpretation that renders the dependent claim superfluous is
“presumptively unreasonable.” See Beachcombers, Intel;national, incv.
WildeWood Creative Products, Inc., 31 F.3d 1154, 1161 (Fed. Cir.

1994). Accordingly, “compression” is nonlimiting.

Compression Plate

Side View

WSHLIBO1 165458 1
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The Sutter Article shows the plate having a longitudinal axis
(Fig. 6), an upper surface, a lower surface and a plurality of

) X screw holes spaced in the direction of the longitudinal axis. See
“said plate having a
p.5, line 10 (“...[S]olid screw types may be used (Fig. 6:

longitudinal axis, an
C,D).”) (emphasis added).

upper surface, a lower

surface and a plurality of | Side View
screw holes spaced in the

N < - >
direction of the Longitudinal Axis

longitudinal axis,”

FIG. 6

R

said lower surface being The Sutter Article shows the lower surface being arched concavely

T

4

.i.ff:arched concavely transversely to the longitudinal axis of the plate (Fig. 1g).

‘Z;fransversely to the
longitudinal axis of the

plate, <

Transverse to Longitudinal Axis

Lower Surface Arched
Concavely
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“in combination with
open sections along the
side edges of the plate
between the screw
holes, said open sections,
with the concave lower
surface of the plate,
forming studs along the
side edges of the lower

' surface for contact with

f.a bone.”

The Sutter Article shows the transverse arched concave lower
surface of the plate (Fig. 1g) in combination with open sections
along the side edges of the plate between the screw holes (Fig. 6).
See p.5, lines 21-23 (“On the titanium reconstruction plate ...
grooves which were radial on all sides were machined in
between the cylindrical 4.5 mm borings [screw holes]”)
(emphasis added). (Note: the term “open sections” is not
explained, nor does it appear in the specification of the ‘036
patent.) The Sutter Article further shows the open sections, with
the concave lower surface of the plate, forming studs along the

side edges of the lower surface for contact with a bone (Fig. 1g).

Side View

Fig. 6

§ <— Edge of Plate

M

Studs Contact
the Bone

Cross Section
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Claim 5 Sutter Article

. The Sutter Article shows a bone plate according to claim 1 wherein
“A bone plate according ' '

) i | the contact elements are less than 5% of the total area of the lower
to claim 1 wherein the .
surface of the plate. See Fig. Ig, p.5, line 25 (“The radius of the
contact elements are

grooves was made as large as possible ...) (emphasis added).
less than 5% of the total é

area of the lower surface

of the plate.”
Minimal Contact

Claim 6 Sutter Article

The Sutter Article shows a bone plate according to claim 1 wherein
the contact elements are less than 5% of the total area of the lower
surface of the plate. See Fig. Ig, p.5, line 25 (“The radius of the

: grooves was made as large as bossible ...) (emphasis added).
|£A bone plate according

to claim 1 wherein the
contact elements are
less than 2% of the total
area of the lower surface:

of the plate.”
Minimal Contact
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Claim 14 Sutter Article

“A compression plate
for osteosynthesis, said
plate having a
longitudinal axis, an
upper surface, a lower
surface and a plurality of
screw holes spaced in the
direction of the
longitudinal axis, said
lower surface being

|-arched concavely,

I’plate, in combination

Wlth arcuate cut out
'sections between the

Surfaces formed by said
~cut out sections and the
éoncave lower surface of
the plate forming studs

for bone contact.”

As detained above, the Sutter Article shows a plate for osteosynthesis,
the plate having a longitudinal axis, an upper surface, a lower surface and

a plurality of screw holes spaced in the direction of the longitudinal axis

-(Fig. 6), the lower surface being arched concavely, transversely to the

longitudinal axis of the plate (Fig. 1g), in combination with arcuate cut
out sections between the holes, the intersection of surfaces formed by
said cut out sections and the concave lower surface of the plate forming
studs for bone contact. See p.5, lines 21-23 (“On the titanium
reconstruction plate ... grooves which were radial on all sides were
machined in between the cylindrical 4.5 mm borings [screw holes]”)
(emphasis added). The word “compression” in the preamble is merely a

statement of intended use, and therefore not limiting.

< >

Transverse to Longitudinal Axis

Studs

Lower Surface Arched
Concavely

- & <— Side Edge of
Plate

Studs Contact
the Bone

Arcuate Cutout Sections Between
Scerew Haleg
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“A compression plate
for osteosynthesis, said
plate having a
longitudinal axis, an
upper surface, a concave
lower surface, side walls

N .Fjoining said upper and

{-lower surfaces and a

lurality of screw holes
rspaced in the direction of
I'said longitudinal axis, in

¢ combination with a

movably attachéd to

sa1d plate and spaced
|*along the length of said
plate, ”

Claim 15 is rejected under 35 U.S.C. 102(b) as being anticipated by

USP 4,263,904 (“Judet”).

Judet shows a plate (9) for osteosynthesis, the plate having a
longitudinal axis, an upper surface, a concave lower surface (Fig. 4), side

“walls joining the upper and lower surfaces and a plurality of screw holes
(10) spaced in the direction of the longitudinal axis, in combination with
a plurality of clips (1) removably attached to the plate and spaced along
the length of the plate.

It should be noted that for at lbeast two reasons, the term
“compression” in the preamble, is non-limiting. First, it merely recites
the intended use of a structure because nothing in the body of the claim
relies on it for completeness, but rather the limitations in the body are
able to stand alone. MPEP 211.02; In re Hirao, 535 F.2d 67, 190 USPQ
15 (CCPA 1976). Second, under the doctrine of claim differentiation, if
“compression” is to be given weight (i.e., that tﬁere are self-compressing
screw holes), then dependent claim 4 (requiring a screw hole to be a self-

compressing screw hole) is superfluous. An interpretation that renders

the dependent claim superfluous is “presumptively unreasonable.” See

Beachcombers, International, inc v. WildeWood Creative Products, Inc.,
31 F.3d 1154, 1161 (Fed. Cir. 1994). Accordingly, “compression” is

nonlimiting.
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“each of said clips
extending across the
upper surface of the
plate, down the side
walls thereof and having
elements extending
below the lower surface
of said plate to provide a
limited area of bone

contact.”

Judet shows each of the clips extending across the upper surface of the
plate, down the side walls thereof. It should be noted that the ‘036

Patent does not discuss “down the side walls” except for what is

| shown in Fig. 9. Fig. 9 shows the clip extending downward but

away from the side wall. Judet shows a clip curving down past the

side walls (Fig. 4). Judet also shows elements (3,4,5) extending below

the lower surface of said plate to provide a limited area of bone contact.

The ‘036 Patent

‘036 Patent clips project down and away from the side
wall. Judet clips project down & away also.

Portion of
clip
extending
down side
wall of plate

Contact element
extends below plate
‘into bone
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Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable
~ over Sutter Article in view of Sherman.

Claim 2 Sutter Article and Sherman

“A compression plate . ‘ :
. . The Sutter Article shows the plate according to claim 1. Sherman
according to claim'l
L teaches screw holes (Fig. 5, item 3) being conical and traverse the
wherein said screw holes
. plate between the upper and lower surfaces such that the narrow end
are conical and traverse
. . of the cone is towards the lower surface, the holes adapted to receive
said plate between said '
' screws having conical heads of a predetermined cone angle, such that
upper and lower surfaces
' the plate will not slide down the heads of the screws. See p. I, lines
such that the narrow end
54-64 (“[T]he bone plate ... is provided with a series of holes 3, in
of the cone is towards
) which the screws are countersunk on the outer face of the plate and
..the lower surface, said
. . the screws 4 are provided with countersunk heads of the same
holes adapted to receive .
. ) degree of angularity so as to insure a neat fit between the contacting
screws having conical
. surfaces of the bone plate and the screws.”) (emphasis added). It
 hieads of a predetermined

‘would have been obvious to one of ordinary skill in the art to use
ne angle, such that the
i . ) screws with conical heads as taught by Sherman to securely attach the
 plate will not slide down

plate to the bone.
' the heads of the screws.”
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Claims 1, 2, 5, 6, 9, 13, and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Sherman in view of the Vattolo dissertation dated 1986 (“Vattolo”).

As detailed above, Sherman shows all the elements of claims 1, 2, 5, 6, 9, 13, and 14. Vattolo teaches
that it was well known in the art that compression plates for osteosynthesis having reduced bone

| contact were previously designed that way for mechanical reasons, but the design also resulted in
increased blood circulation to the bone. Vattolo also teaches that it was well known in the art to place
a cut out section along the longitudinal axis of the plate in combination with cut out sections made
transversely between the screw holes to increase blood circulation. See Vattolo, p.6, line 23 to 7, line
21 (“Jorger ... shows that by reducing the contact surface between plate and bone the circulatory
disruption can be decreased ... The grooved plates studied by Jorger ... were originally designed by
Brunner ... for mechanical reasons... By putting grooves between the screw holes, Brunner achieved
equal rigidity over the whole plate. With an additional groove along the axis of the screw holes,

;i)ossible reduction in the contact surface of the plate, the blood supply of the corticalis is affected
most favorably...”) (emphasis added).

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sherman in view of the
Raveh article dated 1983 (Raveh Art. 83) or the Raveh article dated 1984 (Raveh Art. 84).

ng detailed above, Sherman shows all the elements of claim 14. Raveh Art. 83 (Fig. 3) and Raveh
| Art. 84 (Fig. 1 and Fig. 11b) each further teaches arcuate cutouts made between the screw holes. It
would have been obvious to one of ordinary skill in the art to combine these teachings such that the

cutouts are between the screw holes and not directly altering the screw holes.

Arcuate Cutouts
etween Screw Holes
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Claims 1, 5, 6, 9, and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen
in view of Vattolo.

As detailed above, Mennen shows all the elements of claims 1, 5, 6, 9, and 14. Vattolo teaches that it
was well known in the art that compression plates for osteosynthesis having reduced bone contact
were previously designed that way for mechanical reasons, but the design also resulted in increased
blood circulation to the bone. Vattolo also teaches that it was well known in the art to place a cut out
section along Ithe longitudinal axis of the plate in combination with cut out sections made transversely
between the screw holes to increase blood circulation. See Vattolo, p.6, line 23 to 7, line 21 (“Jorger
... shows that by reducing the contact surface between plate and bone the circulatory disruption can be
decreased ... The grooved plates studied by Jorger ... were originally designed by Brunner ... for
glechanical reasons... By putting grooves between the screw holes, Brunner achieved equal rigidity
over the whole plate. With an addiiional groove along the axis of the screw holes, the contact area

d ... Through the greates (sic) possible reduction

m the contact surface of the plate, the blood supply of the corticalis is affected most

??%avofably...”) (emphasis added).

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen in view of
Raveh Art. 83 or Raveh Art. 84.

As detailed above, Mennen shows all the elements of claim 14. Raveh Art. 83 (Fig. 3) and Raveh Art.
84 (Fig. 1 and Fig. 11b) each further teaches arcuate cutouts made between the screw holes. It would
have been obvious to one of ordinary skill in the art to combine these teachings such that the cutouts

are between the screw holes and not directly altering the screw holes.

' Arcuate Cutouts
Raveh Art. 84 / Between Screw Holes
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Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen in

view of USP 4,484,570 i“Sutter”i

“A compression plate
according to claim 1
wherein said screw holes
are conical and traverse
said plate between said
upper and lower surfaces
such that the narrow end
of the cone is towards
the lower surface, said
:fjgcrews having conical

Eljleads of a predetermined

‘eone angle, such that the

FE

?f%;falate will not slide down

he heads of the screws.”

As detailed above, Mennen shows a plate according to claim 1
wherein the screw holes (10.3) traverse the plate between the upper
and lower surfaces. Sutter teaches the screw holes (11g) being
conical and traversing the plate between the upper and lower
surfaces such that the narrow end of the cone is towards the lower
surface, the holes adapted to receive screws having conical heads
(15¢) of a predetermined cone angle, such that the plate will not
slide down the heads of the screws. See col. 5, lines 46-50 (“The
diameter of the conical surface 11g gradually decreases from the
head end face toward the tail end of the scre;zv”) (emphasis added).
It would have been obvious to one of ordinary skill in the art to use
screws with conical heads as taught by Sutter to securely attach the

plate to the bone.
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“A bone plate according
to claim 2"wherein the
taper of the conic section
is in the range of 1:5 to

1:20.”

m

As detailed above, Mennen shows the elements of claim 1 and Mennen in
view of Sutter makes obvious the elements of claim 2. Sutter further
teaches using a taper in the range of 1:5 to 1:20 for conical screw heads
used in the bone plate art (a taper of 1:5 to 1:20 correlates roughly to a
taper range of 3° to 11°). See col. 5, lines 46-50 (“The diameter of the
conical surface 11g gradually decreases from the head end face toward
the tail end of the screw. The angle enclosed between the screw axis 13
and the conical surface 11g is less than 10° for example 5°.”)
(emphasis added). Use of conical screw heads within the range of 1:5 to
1:20 (3° to 11°) is well within the level of ordinary skill in the screw art,

as well as the bone plate art, as evidenced in Sutter.

Sutter

WSHLIBO1 164649 t

40



“A bone plate according
to claim 2 wherein the
taper of the conic section
is in the range of 1:5 to
1:20.”

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sherman in view of

Sutter.

As detailed above, Sherman shows the elements of claim 1 and 2.
Sutter teaches using a taper in the range of 1:5 to 1:20 for conical

screw heads used in the bone plate art (a taper of 1:5 to 1:20

. correlates roughly to a taper range of 3° to 11°). See col. 5, lines 46-

50 (“The diameter of the conical surface 11g gradually decreases
from the head end face toward the tail end of the screw. The angle
enclosed between the screw axis 13 and the conical surface 11g is
less than 10° for example 5°.”) (emphasis added). Use of conical
screw heads within the range of 1:5 to 1:20 (3° to 11°) is well within
the level of ordinary skill in the screw art, as well as the bone plate

art, as evidenced in Sutter.
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Claim 4

“A bone plate according
to claim 1 wherein one
screw hole is a self-

compressing hole.”

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sherman in view of USP

Re. 31,628 (“Allgower”).
Allgower

As detailed above, Sherman shows the elements of claim 1.
Allgower teaches using self compreésing screw holes in bone plates.
The ‘036 Patent admits that self-compressing screw holes are known
in the art and explicitly refers to Allgower for an enabling disclosure.
See Col. .4, lines 13-15 (“The plate may be constructed with one or
more self-compressing screw holes of the type described in U.S. Pat.

No. Re. 31,628.”).

Claim 4

A bone plate according

“to claim 1 wherein one
4 X

. screw hole is a self-
“tompressing hole.”

|- Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen in view of USP

Re. 31,628 (“Allgower”).
Allgower

As detailed above, Mennen shows the elements of claim 1. Allgower
teaches using self compressiﬁg screw holes in bone plates. The ‘036
Patent admits that self-compressing screw holes are known in the art
and explicitly refers to Allgower for an enabling disclosure. See Col.
4, lines 13-15 (“The plate may be constructed with one or more self-
compressing screw holes of the type described in U.S. Pat. No. Re.
%1,628.”).

“A bone plate according
to claim 1 wherein one
screw hole is a self-

compressing hole.”

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over

Sutter Article in view of Allgower.
Claim 4 Allgower
As detailed above, the Sutter Article shows the elements of claim 1.

| more self-compressing screw holes of the type described in U.S. Pat.

Allgower teaches using self compressing screw holes in bone plates.
The ‘036 Patent admits that self-compressing screw-holes are known
in the art and explicitly refers to Allgower for an enabling disclosure.

See Col. 4, lines 13-15 (“The plate may be constructed with one or

No. Re. 31,628.”).
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“A metallic compression
plate for osteosynthesis,
said plate having a
longitudinal axis, an
upper surface, a lower
surface, side walls
joining said upper and
lower surfaces and a
plurality of screw holes
spaced in the direction of

:Said longitudinal axis, in

mbination with a
g:if)lurality of individual,
;f%l'%lon-metallic, support
studs attached to the
;,:bl.éower surface of the plate

at the sides of said lower

furface and
jj:ilfongitudinally spaced in
""@f‘:he direction of said axis,
said studs providing bone
contact, at selected points
along the sides of said
plate, and spacing the
central portion of the
lower surface of said
plate along the
longitudinal axis from

the bone.”

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Sherman in view of Kummer.

As detailed above, Sherman shows a metallic plate for osteosynthesis
(“compression” in preamble non-limiting), the plate having a
longitudinal axis, an upper surface, a lower surface, side walls joining
said upper and lower surfaces and a plurality of screw holes spaced in
the direction of the longitudinal axis, in combination with a plurality
of individual studs at the sides of the lower surface and longitudinally
spaced in the direction of the axis, the studs providing bone contact,
at selected points along the sides of the plate, and spacing the central
portion of the lower surface of the plate along the longitudinal axis
from the bone. See Sherman, p. 1, lines 54-56 (“[T]he bone plate ...
formed of vanadium steel alloy... .”) (emphasis added). Kummer
teaches attaching non-metallic support studs to a metallic bone plate.
See Kummer, Fig. 3; Col. 2, lines 16-26; lines 8-12 (“The structural
member is preferably made of metal ...The biologically absorbable
eleﬁient is preferably made of synthetic polymeric material ... The
structural member of the novel prosthesis of the invention may be,
e.g., a bone plate ...) (“[The] biologically absorbable element [is]
adapted to be held under compression against said structural
member ... so that stress is transmitted through said element to said
structural member.”) (emphasis added)” It wouid have been
obvious to one of ordinary skill in the art to use non-metallic support
studs instead of metallic studs as taught by Kummer to minimize the

problems of stress-shielding. Kummer, Col. 1, lines 14-17.
Non-Metallic Studs

’&%ﬂ-.’/[ll:‘”((lll‘. =

K 3 Kummer
=
=

FIG.3
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“A bone plate according
to claim 7 wherein the
contact elements
comprise studs made of
material which is
resorbable or
dissolvable in body
fluids.”

As détailed above, Sherman in view of Kummer renders the
elements of claim 7 obvious to one of ordinary skill in the art.
Kummer further teaches the contact elements comprising studs
made of material which is resorbable or dissolvable in body fluids.
See Kummer, Col. 3, lines 44-49 (“As time passes after
implantation ... element 3 is gradually absorbed by the bodily
fluids and is thus gradua‘lly weakened.”)(emphasis added).

WSHLIBO1 164649 1

44




“A metallic compression
plate for osteosynthesis,
said plate having a
longitudinal axis, an
upper surface, a lower
surface, side walls
joining said upper and
lower surfaces and a

plurality of screw holes

spaced in the direction of

“said longitudinal axis, in

‘combination with a
plurality of individual,
on-metallic, support
ig;;@tuds attached to the

;:z}gwer surface of the plate
at the sides of said lower
j%jﬁf‘?@surface and |
?iiiongitudinally spaced in
”t:he direction of said axis,
said studs providing bone
contact, at selected points
along the sides of said
plate, and spacing the
central portion of the
lower surface of said
plate along the
longitudinal axis from

the bone.”

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen in view

of Kummer.

As detailed above, Mennen shows a metallic plate for osteosynthesis
(“compression” in preamble non-limiting), the plate having a
loﬁgitudinal axis, an upper surface, a lower surface, side walls joining
said upper and lower surfaces and a plurality of screw holes spaced in
the direction of the longitudinal axis, in combination with a plurality
of individual studs at the sides of the lower surface and longitudinally
spaced in the direction of the axis, the studs providing bone contact,
at selected points along the sides of the plate, and spacing the central
portion of the lower surface of the plate along the longitudinal axis
from the bone. See Mennen, Col. 1, lines 35-36 (“[T]he device

comprises a metallic plate... .”) (emphasis added). Kummer teaches

 attaching non-metallic support studs to a metallic bone plate. See

Kummer, Fig. 3; Col. 2, lines 16-26; lines 8-12 (“The structural -
member is preferably made of metal ...The biologically absorbable

element is preferably made of synthetic polymeric material ... The

" structural member of the novel prosthesis of the invention may be,

e.g., a bone plate ...) (“[The] biologically absorbable element [is]
adapted to be held under compression against said structural
member ... so that stress is transmitted through said element to said
structural member.”) (emphasis added)” It would have been
obvious to one of ordinary skill in the art to use non-metallic support
studs instead of metallic studs as taught by Kummer to minimize the

problems of stress-shielding. Kummer, Col. 1, lines 14-17.
Non-Metallic Studs

L L L Kummer

y !N—M!L\‘-N
=
e
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“A bone plate according As detailed above, Mennen in view of Kummer renders the

to claim 7 wherein the elements of claim 7 obvious to one of ordinary skill in the art.
contact elements Kummer further teaches the contact elements comprising studs
comprise studs made of | made of material which is resorbable or dissolvable in body fluids.
material which is See Kummer, Col. 3, lines 44-49 (“As time passes after
resorbable or implantation ... element 3 is gradually absorbed by the bodily
dissolvable in body fluids and is thus gradually weakened.”)(emphasis added).
fluids.”

.....
......
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“A metallic compression
plate for osteosynthesis,
said plate having a
longitudinal axis, an
upper surface, a lower
surface, side walls
joining said upper and
lower surfaces and a

plurality of screw holes

spaced in the direction of

id longitudinal axis, in
tombination with a
urality of individual,
on-metallic, support
-studs attached to the

' lower surface of the plate

4t the sides of said lower
surface énd
j:iiongitudinally spaced in
the direction of said axis,
said studs providing bone
contact, at selected points
along the sides of said
 plate, and spacing the
central portion of the
lower surface of said

plate along the

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over

the Sutter Article in view of Kummer.

T Claim7 Kummer

As detailed above, the Sutter Article shows a metallic plate for
osteosynthesis (“compression” in preamble non-limiting), the plate
having a longitudinal axis, an upper surface, a lower surface, side
walls joining said upper and lower surfaces and a plurality of screw
holes spaced in the direction of the longitudinal axis, in combination
with a plurality of individual studs at the sides of the lower surface
and longitudinally spaced in the direction of the axis, the studs
providing bone contact, at selected points along the sides of the plate,
and spacing the central portion of the lower surface of the plate along
the longitudinal axis from the bone. See Sutter Article, p.5, line 21
(“[T]he titanium reconstruction plate ...”) (emphasis added).
Kummer teaches attaching non-metallic support studs to a metallic
bone plate. See Kummer, Fig. 3; Col. 2, lines 16-26; lines 8-12 (“The
structural member is preferably made of metal ...The biologically
absorbable element is preferably made of syﬁthetic polymeric
material ... The structural member of the novel prosthesis of the
invention may be, €.g., a bdne plate ...) (“[The] biologically
absorbable element [is] adapted to be held under compression
against said structural member ... so that stress is transmitted
through said element to said structural member.”) (emphasis added)”
It would have been obvious to one of ordinary skill in the art to use
non-metallic support studs instead of metallic studs as taught by

Kummer to minimize the problems of stress-shielding. Kummer, Col.

Non-Metallic Studs

!I\-\|!I.\-h\
1

3 Kummer
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Claim 8

“A bone plate according
to claim 7 wherein the
contact elements
comprise studs made of
material which is
resorbable or
dissolvable in body
fluids.”

Kummer

As detailed above, the Sutter Article in view of Kummer renders
the elements of claim 7 obvious to one of ordinary skill in the art.
Kummer further teaches the contact elements comprising studs
made of material which is resorbable or dissolvable in body fluids.

See Kummer, Col. 3, lines 44-49 (“As time passes after

. implantation ... element 3 is gradually absorbed by the bodily

fluids and is thus gradually weakened.”)(emphasis added). .
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Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over USP 4,263,904 (“Judet”)
in view of Mennen.
Claim 15 Judet and Mennen

“A compression plate for

Judet shows a plate (9) for osteosynthesis (“compression” in

osteosynthesis, said plate preamble non-limiting), the plate having a longitudinal axis, an upper

having a longitudinal surface, a concave lower surface (Fig. 4), side walls joining the upper

axis, an upper surface, a and lower surfaces and a plurality of screw holes (10) spaced in the

concave lower surface, direction of the longitudinal axis, in combination with a plurality of

side walls joining said clips (1) removably attached to the plate and spaced along the length

upper and lower surfaces of the plate.

i+fand a plurality of screw

oles spaced in the

irection of said

Judet
! longitudinal axis, in
;;;_i:ombination with a
1.plurality of clips Concave ,
s Lower ompression plate (9)

%,f.,wi"emovably attached to Surface

-5aid plate and spaced

—_— D = A e~ B3O

-along the length of said
‘-ﬂi)late, ”

@ -
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“each of said clips
extending across the
upper surface of the |
plate, down the side
walls thereof and having
elements extending
below the lower surface
of said platé to provide a
limited area of bone

contact.”

L
Bt

Judet shows each of the clips extending across the upper surface of the
plate, down the side walls thereof. It should be noted that the ‘036
Patent does not discuss “down the side walls” except for what is
shown in Fig. 9. Fig. 9 shows the clip extending downward but

away from the side wall. Judet shows a clip curving down past the

side walls (Fig. 4). Judet also shows elements (3,4,5) extending below
the lower surface of said plate to provide a limited area of bone contact.
Mennen teaches that plates of various widths may be used depending
oﬁ the bone fracture. Mennen, Col. 3, lines 5-7. The wider the plate, the
closer the clip will extend down the side walls of the plate. Further,
Mennen teaches an embodiment that may be a clip-like plate device
{(Mennen, Col. 2, lines 1-2) with contact elements (Mennen, Fig. 2,
item 10.25) at the side walls. Judet shows all of the claimed elements.
It would have also been obvious to one or ordinary skill in the art to
combine Mennen with Judet because both address increasing blood

flow by minimizing contact surfaces. (Judet, col. 1, lines 53-57).

The ‘036 Patent

‘036 Patent clips project down and away from the side
wall. Judet clips project down & away also.

Portion of

. Y
clip 2'/\
extending 3
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Rejections Incorporating Vattolo
Claims 2, 3, 10, 11, 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen
in view of Vattolo as applied to claims 1 & 9, and further in view of Sutter or Sutter Art.

Claims 3, 10, 11, 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sherman in
view of Vattolo as applied to claims 1, 2, and 9, and further in view of Sutter or Sutter Art.

Regarding the rejections of claims 10, 11, and 12 noted above, Vattolo shows the bone plate assembly
of claim 9. Sutter teaches using screws (11) having heads (11b) which are expandable by means of a
body (15) inserted to the head. See col. 5, lines 64-67; col. 6, lines 24-27; col. 3, lines 13-17. It would
have been obvious for one of ordinary skill in the art to use screws with expandable heads as taught by
Sutter for securely connecting the plateto the bone. Sutter further teaches a body (11) fitted into the
screw hole, the body being expandable by a conical screw head (15) which has a cone angle smaller
than the resulting friction angle. See col. 5, lines 64-66; lines 24-27; lines 46-50 (“The diameter of
fhe conical surface 11g gradually decreases from the head end face toward the tail end of the screw.

_The angle enclosed between the screw axis 13 and the conical surface 11g is less than 10° for

‘example 5°.”). It would have been obvious for one of ordinary skill in the art to use a body that is
xpandable by a conical screw head which has a cone angle smaller than the resulting friction angle as

”aught by Sutter for securely connectmg the plate to the bone. Sutter teaches using a taper in the range

I

;5 to 1:20 (3° to 11°) is well w1th1n the level of ordinary skill in the screw art, as well as the bone

.plate art, as evidenced in Sutter. The Sutter Article similarly teaches these features.
4 Sutter Art. Sutter
7 Figé
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Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sherman in view of Vattolo
as applied to claim 1 and further in view of Allgower.

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sherman in view of
Vattolo and further in view of Kummer.

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen in view of
. _Vattolo and further in view of Kummer.

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mennen in view of Vattolo
as applied to claim 9 and further in view of Sherman.

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Judet in view of Mennen
and further in view of Vattolo.

All the above references have been discussed in detail. These rejections merely include Vattolo’s
teachings to serve as a further basis for rejecting the claims. Vattolo teaches that it was well known in
the art to place a grooved s‘ection along the longitudinal axis of a compression plate in combination
with grooved sections made transversely between the screw holes to increase blood circulation to the
bone. See Vattolo, p.6, line 23 to ‘7, line 21 (“Jorger ... shows that by reducing the contact surface

3 between plate and bone the circulatory disruption can be decreased ... The grooved plates studied by
’ Jorger ... were originally designed by Brunner ... for mechanical reasons... By putting grooves

T between the screw holes, Brunner achieved equal rigidity over the whole plate. With an additional
; groove along the axis of the screw holes, the contact area between the plate and the bone can be -

. - further reduced ... Through the greates (sic) possible reduction in the contact sprface of the plate,

;the blood supply of the corticalis is affected most favorably...””) (emphasis added).

e Vattolo
M Arched cut-out grooves (Fig. 2)
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Conclusion
It is respectfully submitted that this request for reexamination of the ‘036
patent be granted and claims 1-15 be found invalid in their current form. If there are
any questions, the representative of the requestor may be contacted at the below listed

phone number.

Respectfully submitted, '

owe Mands b 03 DRI

John W. Ball, Jx__)
Reg. No. 44,433

Kilpatrick Stockton LLP
607 14™ St., N.W., Ste. 900
Washington, D.C. 20005
(202) 508-5800
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