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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Transmitted herewith for fling is an application for reissue of United States Letters

-; .1

'>'..

)
)
)
)
)
)
)
)
)
)
)
)

APPARATUS FOR RESTENOSIS )
TREATMENT )

March 28, 1994

May 2, 1995

081219,179

TRANSMITTAL LETTER FOR APPLICATION FOR
REISSUE OF UNITED STATES UTILITY PATENT

Patent No. 5,411,466 issued to Robert L. Hess on May 2, 1995.

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

Filed:

Title:

Serial No.:

Robert L. HESS

U.S. Patent No. 5,411,466

Issued:

In re Reissue Application of

Enclosed are the following documents:

• The reissue application in the form of a copy of the original

Letters Patent No. 5,411,466, along with new Claims 6-19;

• A Declaration as required by 37 C.F.R. §1. 172(a);

• An Order for a Title Report (including a request that the

required fee be charged to Deposit Account No. 02-4800);

• An Offer to Surrender Original Patent.

• Statement

Also enclosed is the basic filing fee of $770.
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Attorney Docket No. 016565-049
Reissue of U.S. Patent No. 5.411.466

Page 2

It is requested that all future correspondence relating to this application for reissue

of United States Letters Patent No. 5,411,466 be addressed to:

James W. Peterson
BURNS, DOANE, SWECKER & MATHIS, L.L.P.

Post Office Box 1404
Alexandria, Virginia 22313-1404

Address all telephone calls to :

Peter K. Skiff at (703) 836-6620

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

Respectfully submitted,

\;&~~r-----
Peter K. Skiff
Registration No. 31,917

By:

The Commissioner is hereby authorized to charge any additional fees under 37

our Deposit Account No.- 02-4800. A duplicate copy of this letter is attached.

c.P.R. §§1.16, 1.17 and 1.19 which may be required, and to credit any overpayment, to

Post Office Box 1404
Alexandria, Virginia 22313-1404
(703) 836-6620

Date: S -'2-({1
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region by angioplasty or other means by applying a
radioactive dose to said reduced region of the artery by
positioning a radioactive dose to the reduced region is
disclosed.

5 Claims. 4 Drawing Sheets
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APPARATIJS FOR RFSI'ENOSIS TREATMENT
-,.-~-...~.-_ ..,~------

, This application is a contiDuation of application Ser.
No. 07nSS,480, f1led Sep. S, 1991, now U.S. Pat. No. 5
5,302,168.

BACKGROUND OF TIlE INVENTION

This invention relates generally to angioplasty and
more particularly to a method and apparatus for pre- 10
venting rcstenosis after angioplasty or other stenosis
treatment.

BACKGROUND DESCRIPTION

In the past. catheters have been developed which 15
may be effectively inserted into blood vessels and ma
neuvered through a vascular tree. A balloon may be
used with such catheters to expand in the vessel and
open blockages found therein. In a typical percutaneous
transluminal coronary angioplasty (PTCA) or pereu- 20
taneous transluminal angioplasty (PTA) procedure, a
guiding catheter is percutaneously introduced into the
vascular system of a patient through an artery and ad
vanced therein until the distal tip of the guiding catheter
is appropriately positioned. A dilation catheter having a 25
balloon on the distal end thereof and a guide wire are
slidably disposed and introduced through the guiding
catheter. The guide wire is first advanced through the
distal tip of the guiding catheter until the distal end of .
the guide wire crosses the lesion to be dilated. The 30
dilation catheter is then advanced over the previously
introduced guide wire until the dilation balloon on the
distal extremity of the dilation catheter is properly posi
tioned inside the lesion. The balloon portion of the
dilation catheter is then inflated to a predetermined size 35
to radially compress the atherosclerotic plaque of the
lesion against the inside of the artery wall to thereby
reduce the annular stenosed area. After a period of time,
the balloon is deflated so that blood flow is resumed,
allowing the dilation catheter to be removed. 40

A major problem encountered in a significant number
of patients treated by this procedure is the subsequent
narrowing of the artery after the expansion treatment.
Various methods and apparatus have been developed to
address the restenosis problem including multiple infla- 45
tions of the balloon during the original procedure,
atherectomy, hot balloons, and lasers. Even the installa
tion of permanent stents has been thought to potentially
have some value in reducing restenosis rates. See, for
example, U.S. Pat. No. 5.019.075 to Spears et al. 50
wherein the region surrounding the balloon utilized in
the angioplasty procedure is heated by means within the
balloon, or within the skin of the balloon, upon inflation
of the balloon in order to ideally fuse together frag
mented segments of tissue. U.S. Pat. No. 4,733.655 to 55
Palmaz discloses an expansible vascular graft which is
expanded within a blood vessel by an angioplasty bal
loon to dilate and expand the lumen of the blood vessel.
The Palmaz method and apparatus leaves the expand
able vascular graft in place to ideally prevent recur- 60
rence of stenosis in the body passageway.

However. recent data seems to indicate that the prior
art methods described above do not significantly reduce
restenosis rates of occurrence. In restenosis. a prolifera
tion of celIs following angioplasty is believed to cause 65
the lesion to reform. The rate of occurrence of resteno-
sis is generally considered to be about 33 percent. It
would therefore be desirable to have a method and
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2
apparatus to ..eat a lesion in order to reduce the reste
nosis rate of occurrence. The present invention is be
lieved to provide a unique method and apparatus to
reduce the restenosis rate of occurrence following an

5 angioplasty or like-intended procedure.

SUMMARY OF THE INVENTION

The purpose of the invention is to provide method
and apparatus to significantly reduce rcstenosis rates of

10 occurrence following an angioplasty procedure. To
accomplish this purpose, there is provided method and
apparatus fOf exposing the dilated lesion to a radiation
dose that will affect smooth muscle cell growth. There
is provided a catheter which has at its distal end a radio-

IS active source, the source being maneuverable to the site
ofa lesion which has been dilated or removed, the appa
ratus allowing the site to be exposed to the radiation
dose that will affect smooth muscle cells such that the
rapid growth of such cells can be prevented, thereby

20 controlling restenosis.
In one aspect of the invention there is provided a

method for treatment and post-treatment of the ste
nosed region of an artery comprising the steps of:

reducing the annular stenosed area within an artery;
25 and

applying a radioactive dose to the area of reduced
stenosis.

In another aspect of the invention there is provided a
method for treatment and post-treatment of the ste-

30 nosed region of an artery after reduction of said region
by angioplasty or other means comprising the step of
applying a radioactive dose to said reduced region of
the artery.

In yet another aspect of the invention there is pro
35 vided apparatus for post-treatment of a stenosed region

of an artery that has been reduced by angioplasty or
other means comprising:

radioactive dose means; and
positioning means operatively connected to said dose

40 means to position said dose means within the ste
nosed region of an artery that has been reduced by
angioplasty or other means.

DESCRIPTION OF THE DRAWING

45 FIG. 1 is a partial cross-sectional view of an embodi-
ment of the invention wherein said dose applying means
is a radioactive element contained within a wire wound
housing for radioactive containment, the housing hav
ing a window cut-out. A larger wire wound sheath

SO covers the window during insertion and removal, the
sheath being withdrawn to expose the radioactive ele
ment at the lesion site.

FIG. Z is a partial perspective view of an altemate
embodiment having a radioactive dose means posi-

55 tioned upon the balloon of an expandable balloon cathe
ter, said balloon catheter being provided with a means
or perfusiun to ..lluw bloo..i Juw .lwwl; we ..iwc ;,h..
balloon is inflated. .

FIG. 3 is an enlarged partial cross-sectional view of a
60 portion of the apparatus shown in FIG. 2.

FIG. 4 is a partial perspective view of the apparatus
shown in FIGS. 2 and 3 upon expansion of the balloon
portion of the apparatus.

FIG. 5 is a partial perspective view of another em-
5S bodiment of the invention wherein the radioactive dose

means is an element that may be contained within a
complementary containment means provided with a
remotely actuated window.

Be 000100
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FIG. 6 is a partial perspective cross-sectional view of

a catheter tip containing radioactive dose means show
ing the remotely actuated window.

FIG. 7 is a partial perspective cross-sec.-tional view of
an alternate embodiment further including a stent 5
wherein said radioactive dose means is in the form of a
coating of radioactive material on the stent.

FIG. 8 is a partiaI cross-sectional view of the device
shown in FIG. 7 after expansion of the stent shown in

. FIG. 7. 10 .
FIG. 9 is a partial perspective view of the stent illus

trated in FIGS. 7 and 8 wherein the stent is implanted
within the artery.

DESCRIPTION OF THE PREFERRED
EMBODIMENTS

With continued reference to the drawing, FIG. 1
illustrates the apparatus and method for preventing
restenosis of an artery that has been enlarged by angie
plasty or other procedure. Specifically, apparatus, 20
shown generally at 10, is positioned within artery seg
ment 12 having lesion site 14 which has previously been
enlarged by angioplasty or other procedure such that
atherosclerotic plaque 16 has been radially compressed
by expansion of the balloon portion of an angioplasty 25
device (not shown) or removed by other means. Device
10 having distal end 18 with tip 20 and wire wound
housing 22 is positioned such that housing 22 is posi
tioned within the lesion site 14. Housing 22 contains
radioactive dose means 30 and is provided with window 30
cut-out 32. Device 10 includes a wire wound retractable
sheath 24 and catheter shaft 26 with guide wire and
guide wire port 28. A radioactive dose means 30 is
moveable by advancing or retracting catheter shaft 26
which may be referred to as a positioning means. Sheath J5
24 is drawn back when the radioactive dose means is
positioned directly proximate the lesion site 14 such that
window cut-out 32 is opened to expose the lesion site
14, which has been previously dilated, to a radiation
dose that will affect the smooth muscle cells/plaque. 40

In FIG. 2 there is illustrated a device shown gener
ally at 34 which is an alternate embodiment of the in
vention further including an angioplasty balloon 36
with dose means in the form of radioactive elements 38
attached thereto. Device 34 includes catheter shaft 40 45
having perfusion capabilities provided by holes 41 posi
tioned proximately and distally to the balloon portion.

FIG. 3 shows in expanded view details of balloon 36
of FIG. 2 positioned about catheter shaft 40 having two
main lumens 42 and 44. Lumen 42 makes provision for 50
guide wire capability and contains perfusion holes.
Lumen 44 is the lumen which provides the passage to
inflate the balloon from the inflation port 4S shown in
FIG. 2 at the rrnTim~J "",-,=, ':lfth~ device ~1. TI:c r:.dlc-
active elements 38 are not shown in FIG. 3. 55

FIG. 4 illustrates the device 34 of FIGS. 2 and 3
wherein the balloon 36 is expanded in the vicinity of the
lesion site 46, and the radioactive elements 38 are forced
into contact with the lesion.

It is understood that the various embodiments of the 60
subject invention are useful in the treatment of a lesion
site within an artery. "Lesion site" includes those le
sions which have been treated with balloon angioplasty,
those lesions that have been tre:lted by an atherectomy
or laser angioplasty, those lesions that have been treated 65
by rotational atherectomy or any other means of com
pressing or removing the material of the lesion which
may cause trauma to the artery. It is this trauma which
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causes the proliferation of smooth muscle cells which
method and apparatus of the subject invention is in
tended to inhibit.

With regard to all embodiments of the subject inven
ti D, "radioactive dose" means bombardment by parti
c emitted from radioactive materials including, but
n t limited to, materials such as Radon 222, Gold 198.
S ntium 90, Radium 192, and Iodine 125. These mate

may be incorporated into or delivered in a solid.
·d. or gaseous form, and the delivery of such form,A..

idered to be wfthin the scope of the subject in
tion.

G. 5 illustrates an alternate embodiment of the
su .ect invention in the form of apparatus shown gener-

15 all at 48. Sheath 50 of said device is preferably made
fro a helically wire wound member to provide a mea
sur of shielding for the radioactive dose means. Device
48 . ludes positioning means 52 which is a motion wire
pro ding slidable motion of the radioactive dose means

20 54 thin the sheath. Radioactive dose means 54 is thus
posi nable proximate to the lesion site 56 of artery
segm nt 58 and retractable within sheath 50 for inser
tion d removal within the artery segment 58.

FIG. 6 illustrates yet another embodiment of the
2S subject invention in the form of the device shown gen-

erally at 60, similar to the device 10 shown in FIG. 1. In
FIG. 6, device 60 is comprised of the shaft portion 62
and contains at its distal end a canister 64 containing the

30 radioactive dose means. This canister 64 has a remotely
actuated window 66 which can be actuated through
port 68 to expose the radioactive dose means to the
lesion 70.

FIGS. 7, 8, and 9 illustrate yet another embodiment
35 of the subject invention wherein a device shown gener

ally at 72 is an inflatable stent delivery balloon system
for delivery and expansion of stent 74. Stent 74 may be
removable or may be a permanent implant. In the case
of a permanently implanted stent, the radioactive dose

40 means has to be carefully chosen in terms of dose level
and half-life in order to limit the total radiation dose. In
this embodiment, the radioactive dose means is associ
ated with stent 74 and may be included as a cladding, a
coating, an additive within the basic stent material itself,

45 or an attachment by other means to the stent. In FIG. 7
the device 72 includes an inflatable balloon dilation
catheter to position stent 74 within lesion 76.

FIG. 8 shows the expanded balloon of the stent deliv
ery system 78 having dilated stent 74 in close proximal

50 contact with lesion 76.
FIG. 9 shows the stent 74 in place within lesion 76

with the stent delivery system having been removed
ITom tile artery.

The foregoing description of the drawing illustrates
55 various methods of the invention. It should be under

stood that the methods of the invention include the
treatment and post-treatment of an annularly stenosed
region of an artery. Most methods of treatment cur
rently available cause some trauma to the artery. The

60 artery in response to this trauma proliferates the growth
of smooth muscle cells in many cases, and this results in
restenosis at the site of the original stenosis-usually
within a six-month period. The post-treatment consists
of exposing the treated region of the stenosis to a radia-

6S tion dose which is sufficient to retard or halt the prolif
eration ofsmooth muscle cells. It should also be pointed
out that both the treatment and post-treatment could
occur simultaneously if the device which removes or



5
compresses the stenosis material also contains the radio
active dose means.

Having indicated above preferred embodiments of
the present invention, it will occur to those skilled in the
art that modification and alternatives can be practiced 5
within the spirit of the invention. It is accordingly in
tended to define the scope of the invention only as
indicated in the fonowing claims.

What is claimed is:
@Apparatus for post-treatment of stenosed region of 10

an artery that has been reduced by angioplasty or other
means comprising:

radioactive dose means for emitting radiation; and
positioning means operatively connected to said dose

means for advancing said dose means and position- IS
ing said dose means within the stenosed region of
an artery that has been reduced by angioplasty or
other means, said positioning means also being
operatively connected to said dose means for with
drawing said dose means from the artery, the posi- 20
tioning means further including an angioplasti i
balloon, said radioactive dose means being con
nected to said balloon and moveable into contact
with the stenosed region by expansion of said bal-
loon. ' 25

2. The apparatus of claim 1, wherein the radioactive
dose means comprises a plurality of radioactive sources
distributed around the balloon.
@Apparatus for post-treatment of stenosed region of

an artery that has been reduced by angioplasty or other 30
means comprising:

radioactive dose means for emitting radiation; and
positioning means operatively connected to said dose

means for advancing said dose means and position
ing said dose means within the stenosed region of 3S
an artery that has been reduced by angioplasty or

40

4S

50

55

60

/

6S
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6
other means. said positioning means also being
operatively connected to said dose meaDS for with
drawing said dose means from the artery, the posi
tioning means including a retraetable_~eath which

5 may be removably positioned over safd radioactive
dose means and the dose means being located in a
housing having a cut-out in a sidewall thereof, the
dose means being exposed to the stenosed region
by moving the sheath from a first position wherein

10 the cut-out is covered by the sheath to a second
position wherein the cut-o~t is not covered by the
sheath. ".

4. The apparatus of claim 3, wherein the housing is a
~ound housing.

15 ~Apparatus for post-treatment of stenosed region of
an artery that has been reduced by angioplasty or other
means comprising:

radioactive dose means for emitting radiation;: and
positioning means operatively connected to said dose

20 means for advancing said dose means and position
ing said dose means within the stenosed region of
an .artery that has been reducedUU.angioplasty or
other means. said positj,oning m~ also being
operatively connected to said dose means for with·

25 drawing said dose means from the artery, the posi
tioning means including a retractable remotely
activated cover which may be removably posi
tioned over said radioactive dose means and the
dose means being located in a housing having an

30 opening therein. the dose means being exposed to
the stenosed region by moving the remotely acti
vated cover from a first position wherein the open
ing is covered by the remotely activated cover to a
second position wherein the opening is not covered
by the remotely activated cover.

7. The apparatus of Claim 6, wherein the dose means is

in solid form.

60 8. The apparatus of Claim 6, wherein the dose means is

in liquid form.
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7

9. The apparatus of Claim 6, wherein the dose means is

in gaseous form.

10
that has been reduced b

roc ure said catheter also bein

ada ted to withdraw said ra iation source from the arte

after said radiation source is e osed to the stenosed re ion

15 for a eriod of time sufficient 0 reduce restenosis of the

stenosed region.

11. The apparatus of Claim 10, wherein the radiation

source is in solid form.

20
12. The apparatus of Claim 10, wherein the radiation

source is in liquid form.

13. The apparatus of Claim 10, wherein the radiation

25 source is in gaseous form.

10 wherein the catheter

15. The apparatus of Claim 1~. wherein the catheter

includes a first lumen in fluid communication with the

balloon.

35

45

wherein the catheter

communication with

of blood in the

laim 10 wherein the radiation

n dose to the stenosed re ion

ation of smooth muscle cells at
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PATENT
Attorney Docket No. 016565-049

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Reissue Application of )
)

U.S. Patent No. 5,411,466 )
)

Robert L. HESS )
)

Issued: May 2, 1995 )
)

Serial No.: 081219,179 )
)

Filed: March 28, 1994 )
)

Title: APPARATUS FOR RESTENOSIS )
TREATMENT )

DECLARATION AND POWER OF ATTORNEY

Assistant Commissioner for Patents
Washington, D.C. 20231

j:'; Sir: l-cL
I, Robert L. HESS, the above-named inventor, hereby declare that:

I am a citizen of the United States, and my residence is 35 Tages Court, Portola

(( i,.A...--~..._California 94025. ~

I verily believe myself to be the original, first inventor of the invention

described and claimed in U.S. Letters Patent No. 5.411,466 ("the '466 !latent") and for

which invention I solicit a Reissue Patent.

I have reviewed and understand the contents of the specification and the claims of

the Reissue Application. I have also reviewed and understand the contents of the original

NC 000111



Attorney Docket No. 016565-049
Reissue of U.S. Patent No. 5.411.466

Page 2

specification of Serial No. 081219,179, filed March 28, 1994 as a continuation of Serial

No. 071755,480 filed September 5, 1991.

I do not know and do not believe that said invention was ever known or used in

the United States of America before my invention thereof.

I acknowledge my duty to disclose all information known to me which is material

to patentability as defined in Title 37, Code of Federal Regulations, Sec. 1.56.

PETITIONER further declares the following:

I verily believe the '466 patent may be at least partly inoperative or invalid for the

reason that I claimed less than I had a right to claim in the '466 patent.

The error in claiming less than I had a right to claim in the '466 patent was

discovered as a result of discussions between myself and my attorney, Peter K. Skiff,

during April and May of 1997. During these discussions, it was discovered that Claim 1

of the '466 patent may be unduly limiting by reciting in lines 12-13 that the positioning

means includes an angioplasty balloon. Petitioner now realizes that it was error not to

include in the original patent, claims which are not limited to a positioning means

including an angioplasty balloon. Petitioner also now realizes that it was error to not

specifically claim various advantageous aspects of the disclosed invention.
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Attorney Docket No. 016565-049
Reissue of U.S. Patent No. 5.411.466

Page 3

New Claim 6 is similar to Claim 1 of the '466 patent but omits the feature of the

angioplasty balloon. New Claims 7-9 recite that the dose means is in solid form, liquid

form and gaseous form, respectively, features disclosed at column 4, lines 4-12 of the

'466 patent. New Claim 10 is similar to Claim 1 of the '466 patent but omits the feature

of the angioplasty balloon, recites --a radiation source-- rather than "radioactive dose

means for emitting radiation" and recites --a catheter-- rather than "positioning means".

New Claims 11-13 recite that the radiation source is in solid form, liquid form and

gaseous form, respectively, as disclosed at column 4, lines 4-12 of the '466 patent. New

Claim 14 recites that the catheter includes a balloon as disclosed at column 3, lines 41-59

of the '466 patent. New Claim 15 recites that the catheter includes a first lumen in fluid

communication with the balloon as disclosed at column 3, lines 45-54 of the '466 patent.

New Claim 16 recites that the catheter includes a second lumen in fluid communication

with perfusion holes which allow perfusion of blood in the artery during inflation of the

balloon as disclosed at column 2, lines 53-58 and column 3, lines 45-51 of the '466

patent. New Claim 17 recites that the radiation source provides a radiation dose to the

stenosed region sufficient to retard proliferation of smooth muscle cells at the stenosed

region as disclosed at column 2, lines 13-20 and column 4, lines 54-66 of the '466 patent.

New Claiin 18 recites that the catheter comprises a balloon catheter capable of performing

angioplasty and the post-treatment as disclosed at column 2, lines 53-58 and column 4,

line 55 through column 5, line 2 of the '466 patent. New Claim 19 recites that the

catheter is capable of reducing the stenosed region and performing the post-treatment as

disclosed at column 4, line 55 through column 5, line 2 of the '466 patent.

He 000113
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Attorney Docket No. 016565-049
Reissue of U.S. Patent No. 5.411.466

Page 4

After becoming aware of the aforementioned errors, the present application for

reissue of the '466 patent was promptly prepared.

I hereby appoint James W. Peterson, Registration No. 26,057 and Peter K. Skiff,

Registration No. 31,917 as my principal attorneys, with full power of substitution and
r--

revocation, to appoint other principal and associate attorneys, to prosecute this

application, and to transact all business in the Patent and Trademark Office connected

with this application.

Please address all correspondence to:

James W. Peterson
~B1JB.N"S, DOANE; SWECKER ~_MA~, L.L.P.
Post oificeBox14{f4----------- -

/ Alexandria, Virginia 22313-1404

Address all telephone calls to :

Peter K. Skiff at (703) 836-6620
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AtJwi:y Docket No. 016565-042
ReiIme of U.s. PIIalIt No. 5.411.466

PageS

tbat Ibe8e sta1eJDmlfl were !DIde with the kDowledgc tb8l willful fa1&e ,,'Iements ml1hc

like 10 made aIC pamisbabJe by fiDe Or~ or both. lIDder Sc:ction 1001 of 1ltle

18 or tile United SbItat Code. and that lOCh wiIIfUl D1Be stahmem may je0pudi7.e the

validity of tbc app1icatiou or my patent issoiDg tbcleon.

Dmd: . By:
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PATENT
Attorney Docket No. 016565-049

In re Reissue Application of )
)

U.S. Patent No. 5,411,466 )
)

Robert HESS )
)

Issued: May 2, 1995 )
)

Serial No.: 081219,179 )
)

Filed: March 28, 1994 )
)

Title: APPARATUS FOR RESTENOSIS )
TREATMENT )

REQUEST FOR TITLE REPORT

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

Please prepare and file a title report on U.S. Patent No. 5,411,466 in this

Reissue Application. Please charge the costs for this service to our Deposit Account No.

06/23/1997 NtRltM~o680~tHi~6af~, DOANE, SWECKER & MATHIS, L.L.P., P.O. Box
03 FC:570 ' 25.00 CH

1404, Alexandria, Virginia, 22313.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

By: . ~\(' Q~JJ1/\_'__
Peter K. Skiff~
Kegistratton No. jl,9lJ

P.O. Box 1404
Alexandria, Virginia 22313-1404
Phone No.: (703) 838-6620

Dated: May 2, 1997

'NC 000116



PATENT
Attorney Docket No. 016565-049

o~ ,,~

~ ~ . i:

l~~J
Pflf:.~

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Reissue Application of )
)

U.S. Patent No. 5,411,466 )
)

Robert HESS )
)

Issued: May 2, 1995 )
)

Serial No.: 08/219,179 )
)

Filed: March 28, 1994 )
)

Title: APPARATUS FOR RESTENOSIS )
TREATMENT )

.!i

OFFER TO SURRENDER ORIGINAL LETTERS PATENT

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

Applicant hereby offers to surrender Original U.S. Letters Patent No.

5,411,466.

Re~pectfully submitted,

S, DOANE, SWECKER & MATHIS, L.L.P.

Peter K. Skiff
Registration No. 31,917

B

By:

r.o. DOh 1404
~ 7\lexandria, Virginia 22313-1404

Phone No.: (703) 838-6620

Dated: May 2, 1997

He 000117



PATENT
Attorney Docket No. 016565-049

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Reissue Application of )
)

U.S. Patent No. 5,411,466 )
)

Robert HESS )
)

Issued: May 2, 1995 )
)

Serial No.: 08/219,179 )
)

Filed: March 28, 1994 )
)

Title: APPARATUS FOR RESTENOSIS )
TREATMENT )

REQUEST FOR TRANSFER OF DRAWINGS
FROM PATENT FILE OF U.S. PATENT NO. 5.411,466

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

Please transfer the formal drawings (Figures 1-9) from the patent file of

U.S. Patent No. 5,411,466 to the present Reissue Application.

Respectfully submitted,

By:

P.O. Bux i404
Alexandria, Virginia 22313-1404
Phone No.: (703) 838-6620

Dated: May 2, 1997

B NS, DOANE, SWECKER & MATHIS, L.L.P.

,L
Peter K. Skiff
Registration No. 31,917
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PATENT
Attorney Docket No. 016565-049

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Reissue Application of )
)

U.S. Patent No. 5,411,466 )
)

Robert L. HESS )
)

Issued: May 2, 1995 )
)

Serial No.: 08/219,179 )
)

Filed: March 28, 1994 )
)

Title: APPARATUS FOR RESTENOSIS )
TREATMENT )

STATEMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

The Examiner is advised that the reissue application filed herewith includes new

Claims 8 and 12 which recite that a radioactive dose means (Claim 8) or radiation source

(Claim 12) is in liquid form. Reissue Claims 8 and 12 are thus directed to subject matter

which corresponds to at least the subject matter of Claim 1 of U.S. Patent No. 5,616,114

issued to Thornton et al. on April 1, 1997.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

By: _~.~_'~~~~.d:>,l--__
Peter K. Skiff
Registration No. 31,917

Post Office Box 1404
Alexandria, Virginia 22313-1404
(703) 836-6620

Date: \-~(;) - 9~
He 000119



FORM PTO·122
(REV. 12-87)

U.S. DEPARTMENT OF COMMERCE
PATENT AND TRADEMARK OFFICE

TITLE REPORT

A. APPLICATION FILE DATA

PAPER N

1. SERIAL NO.

3. INVENTOR(S)-FULL NAME(S)

4. DIVISION OF

5. CONTINUATION OF

6. REISSUE OF

7. SUBSTITUTE OF

B. ASSIGNMENT RECORD DATA

The assignment records reveal that the Title appears to be vested in:

~tor(s)
o (2.) As endorsed

o (3.) As the record now stands, the patent, when granted, will issue in the
name of the inventor(s).

o (4.) Other

EXAMINED
UP TO AND INCLUDING THIS CERTIFICATE

DATED

He 000120



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant(s): Robert L. Hess

Serial No.: 08/850,073

Filed: May 2,1997 Docket: 1944 CON RE (203-2201 CON RE)

Date: February 9, 1998

For: APPARATUS FOR RESTENOSIS TREATMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

LETTER
Sir:

~ ~, '\
~~,j} ~
~~ ~'l ~"-&:\. ~ ()

Enclosed herewith for filing with respect to th~a\e~entified
application are the following:

1. Notification of Loss of Entitlement to Small Entity Status under 37

C.F.R.§1.28(b)

2. Power of Attorney by Assignee of Entire Interest (Revocation of

Prior Powers); and

3. Certificate under 37 C. F.R. §3.73(b) Establishing Right of Assignee
to take action.

David M. Carter
Dated: February 9, 1998

CERTIFICATE OF MAILING UNDER 37 C F R §1 Sea)
I heretcertify that this correspondence is being deposited with the United States Postal Service as first class

1
mail, stpaid in an envelope, addressed to the: Assistant Commissioner for Patents, Washington, D.C.
20231 February 9, 1998. ~

i1d(fl~
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

o I p Practitioner's Docket No. 1944 CON Re. <203-2201 CON Re.}

~
c...

-0 FEB 1 2 1998 ~l
~ c i

~ N./
ff ~~,.
tfl"DEM"~~-"

PATENT

APPLICANT(S)

SERIAL NO.

ISSUED

Robert L. Hess

08/850,073

May 2, 1997

FOR APPARATUS FOR RESTENOSIS TREA~

0S1~
I:~) ~£)a {6 I ()

Assistant Commissioner for Patents sc:-~~ U l!h
Washington, D.C. 20231 ~O~~~ ' 'J

NOTIFICATION OF LOSS OF ENTITLEMENT TO SMALLENTIT~~
(37 C.F.R. 1.28(b»

Applicant hereby notifies the Patent and Trademark Office that it is no longer
entitled to status as a small entity, and that the claim for small entity status, set forth
in the verified statement filed on September 5. 1991 is hereby withdrawn.

Date /2-/,S- '17
Thomas R. Bremer
(print or type name of person signing)

Signature

I hereby certify that this correspondence is being deposited with the United States Postal Service as rll"st..dass
mail, postpaid in an envl'lo!'I', IIddrl'.<:lll'd tn' Alllll.,h.nt {'~'!!!'1i.,~ln"!..!" 'nor P~t",,"t~, WQ"h~~gt'-'~, !'J:'. ~~231

oJ(b::z ;
Dated: ~ - 9

/99cJ

David M. Carter
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P.0. Address of signatory
[ ] Inventor(s)

[ ] Assignee of Complete interest

[X] Person authorized to sign on behalf of assignee

[ ] Practitioner of record

[ ] Filed under Rule 34(a)

Registration No.

(if applicable)

Telephone No. ( )

Reg. No.

Customer No.

(complete the following, if applicable)

UNITED STATES SURGICAL CORPORATION
(type name of assignee)

150 Glover Avenue
Address of assignee

Norwalk. Connecticut 06856

Sr. Vice President and General Counsel
Title of person authorized to sign on behalf of assignee

Assignment recorded in PTO _

Reel Frnme __

Note: A statement under 37 CPR 3.73(b) is not required to be submitted when the assignee signs a small entity

declaration. Notice of April 30, 1993, 1150 D.G. 62-64.
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PATENT
Practitioner's Docket No. 1944 CON Re. (203-2201 CON Re,)

IN THE UNITED STATE5 PATENT AND TRADEMARK OFFICE

[X] In re patent of: Robert L. Hess

Serial No.: 08/850,073

Filed: May 2, 1997

For: APPARATUS FOR RESTENOSIS TREATMENT

[] Patent No.':

'NOTE: Insert narne( Iventor(s) and title also for patent.

Assistant CommissiOl.. for Patents
Washington, D.C. 20231

POWER OF ATTORNEY BY ASSIGNEE OF ENTIRE INTEREST
(REVOCAnON OF PRIOR POWERS)

As assignee of record of the entire interest of the above identified

[Xl application,

[] patent,

REVOCATION OF PRIOR POWERS OF ATTORNEY

all powers of attorney previously given are hereby revoked and
..-

(power of Allorocy by Alligncc of Entire Inrcrcat [12-2J .. page J of 3)
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NEW POWER OF ATTORNEY

the following attorney(s) and/or agent(s) are hereby appointed to prosecute and transact all
business in the Patent and Trademark Office connected therewith.

PETER G. DILWORTH, Reg. No. 26,450; ROCCO S. BARRESE, Reg. No. 25,253;
DAVID M. CARTER, Reg. No. 30,949; PAUL J. FARRELL, Reg. No. 33,494;
PETER DELUCA, Reg. No. 32,978; FRANK CHAU, Reg. No. 34,136;
ADRIAN T. CALDERONE, Reg. No. 31,746; GEORGE M. KAPLAN, Reg. No. 28,375;
JEFFREY S. STEEN, Reg. No. 32,063; JOSEPH W. SCHMIDT, Reg. No. 36,920;
RAYMOND E. FARRELL, Reg. No. 34,816; RUSSELL R. KASSNER, Reg. No.
36,183; CHRISTOPHER G. TRAINOR, Reg. No. 39,517; GEORGE LIKOUREZOS,
Reg. No. 40,067, JAMES M. WEFFLER, Reg. No. 37,873; WILLIAM E. LEWIS, Reg.
No. 39,274, JAMES J. BITETTO, Reg. No. 40,513, JOHN G. TUTUNJIAN, Reg. No.
39,405, and MARK S. LEONARDO, Reg. No. 41,433, each of them of DILWORTH &
BARRESE, 333 Earle Ovington Boulevard, Uniondale, New York 11553 and; JOHN C.
ANDRES, Reg. No. 30,931; BASAM E. NABULSI, Reg. No. 31,645; NEIL D.
GERSHON, Reg. No. 32,225; NEIL Y. GILBERT, Reg. No. 35,156, and CAROLYN
BLANKENSHIP, Reg. No. 35,449 each of them of UNITED STATES SURGICAL
CORPORATION, 150 Glover Avenue, Norwalk, Connecticut 06856.

(check the following item, if applicable)

[ ] Attached as part of this power of attorney, is the authorization of the above
named attorney(s) to accept and follow instructions from my representative(s).

· ,

SEND CORRESPONDENCE TO:

John C. Andres, &q.
UNITED STATES SURGICAL CORPORATION
333 Earle Ovington Boulevard
Uniondale, New York 11553

DIRECT TELEPHONE CALLS TO:

John C. Andres, &q.
(203) 845-4018

(power of AUOrney by Assignee of Entire Interest [12-2J - page 2 of 3)
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UNITED STATES SURGICAL CORPORATION
(type or print identity of assignee of entire interest)

150 Glover Avenue
Address

Norwalk. CT 06856

[ ] Recorded in PTO on, _

Reel

Frame

[X] Recorded herewith

ASSIGNEE CERTIFICATION

Attached to this power is a "CERTIFICATE UNDER 37 C.F.R. 3.73(B)."

Date: /2 - /5 - 9 7
Signature

Thomas R. Bremer
(type or print name of person authorized to
sign on behalf of assignee)

Sr. Vice President and General Counsel
United States Sur&ical Corporation

Note:

Title

The ..signee of the entire interest may revoke previous pawen md be repreaeoted by aUorney of his or her selectioo. 37 C.P.R. 1.36.

(check the following item, if it forms a part of this power of attorney)

l ] Added page - Authorization of attorney(s) to accept and follow instructions from representative.

(power of AUOmey by Alligoee of Entire Interest [12-2J - Pile 3 of 3)
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

APPLICANT(S)

SERIAL NO.

FILED

FOR

Robert L. Hess

08/850,073

May 2, 1997

APPARATUS FOR RESTENOSIS TREATMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

CERTIFICATE UNDER 37 C.F.R. 3.73(b)
ESTABLISHING RIGHT OF ASSIGNEE TO TAKE ACTION

1. The assignee(s) of the entire right, title and interest hereby seek(s) to
take action in the PTO in this matter.

IDENTIFICATION OF ASSIGNEE

2. UNITED STATES SURGICAL CORPORATION
Name of assignee

Corporation
Type of assignee, e.g., corporation, partnership, university, government agency, etc.

I hereby certify that this correspondence is being deposited with the United States Postal Service as first-class
mail, postpaid in an envelope, addressed to: Assistant Commissioner for Patents, Washington, D.C. 20231

.Je~ 9" 19'tf
Dated: e2 ~ 9 - 9J

David M. Carter
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PERSON AUTHORIZED TO SIGN

3. Thomas R. Bremer
(type name of person authorized to sign on behalf of assignee)

Senior Vice President and General Counsel
Title of person authorized to sign

[X] I, the person signing below, aver that I am empowered to sign this
statement on behalf of the assignee.

BASIS OF ASSIGNEE'S INTERFST

Ownership by the assignee is established as follows:
A.

1. [] An assignment from the inventor(s) of the matter identified above, which
was recorded in the PTO at

Reel _ Frame

2. [X] An assignment (document) separately being submitted for recordal
herewith.

AND/OR

B. [] A chain of title from the inventor(s) to the current assignee as shown below:

1. From: _
Name of inventor(s)

To:-------------------------
Recorded in PTO: Reel , Fame _

2. From: _
Name of inventor(s) or assignee

To: _

Recorded in PTO: Reel , Fame _
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3. From: _
Name of inventor(s) or assignee

To: _

Recorded in PTO: Reel , Fame _

COPIES OF DOCUMENTS IN CHAIN OF TITLE

[] Copies of the assignment(s) or other document{s) in the chain of title are
attached as follows:

[] A

[] B

[] 1

[] 1

[] 2

[] 2 [ ] 3

DECLARATIONS

I, the undersigned, have reviewed all the documents in the chain of title of the

[X] patent application

[ ] reexamination

[] patent

or [ ] reissue

matter identified above and, to the best of my knowledge and belief, title is in the assignee
identified above.

I, hereby declare that all statements made herein of my own knowledge are true, and that
all statements made on information and belief are believed to be true; and further, that these
statements are made with the knowledge that willful false statements, and the like so made,
are punishable by fine or imprisonment, or both, under Section 1001, Title 18 of the United
States Code, and that such willful false statements may jeopardize the validity of the
application or any patent issuing thereon.
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Reg. No. 30.949

Tel. No. (516) 228-8484

Customer No.:

Thomas R. Bremer
(type or print name of authorized person)

Sr. Vice President and General Counsel
Title of authorized person

David M. Carter
(type or print name of practitioner)

333 Earle Ovio&1:oo Boulevard
P.O. Address

Uniondale. New York 11553
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UNITED STATES Dft~~~TMENT OF COMMERCE
Pat.ent and Trademark Office
Arlt'ress: COMMISSIONER OF PATENTS AND TRADEMARKS

Washington, D.C. 20231

FILING DATE

.... ,'j ,,:, . I .. '; /

. '.', .. :

FIRST LAMED APPLICANT

EXAMINER

j'i"IF:f Cli' F II:C F.: I:: >.: :I >'i. Ii d
('j L F::o (\ Ii) '!,,': (\ \l;:" :? :'.':' :! ::'{ q, :i {j U,',f

ART UNIT

DATE MAILED:

PAPER NUMBER

5

1"1 .':> i' .:,:, i -:::, ,~:'

Th~ in response to the Power of Attorney filed ",:.! .I...: . .' ,,' ',.' •

iil"1. The Power of Attorney to you in this application has been revoked by the applicant. Future correspondence will
be mailed to the new address of record. 37 CFR 1.33.

o 2. The Power of Attorney to you in this application has been revoked by the assignee who has intervened
as provided by 37 CFR 3.71. Future correspondence will be mailed to the new address of record. (37 CFR 1.33).

o 3. The withdrawal as attorney in this application has been accepted. Future correspondence will be mailed to the

new address o!record. 37 CFR 1.33. Jfl ' _
This ~unication from the
Patent and Trademark Office

~ The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
below-noted address as proVided by 37 CFR 1.33.

o 5. The Power of Attorney in this application is not accepted for the reason(s) checked below:

o a. The Power of Attorney is from an assignee and the Certificate required by 37 CFR 3.73 (b) has not been
received.

o b. The person signing for the assignee has omitted their empowerment to sign on behalf of the assignee.

o c. The inventor(s) is without authority to appoint attorneys since the assignee has intervened as provided by
37 CFR 3.71.

o d. The signature of , a co-inventor in this
application, has been omitted.1 The Power of Attorney will be entered upon receipt of confirmation signed
by said co-inventor. I

o e. The person(s) appointed in the Power of Attorney is not registered to practice before the U.S. Patent &
Trademark Office.

o f. The revocation is not signed by the applicant, the assignee of the entire interest, or~ particular principal
attorney having the authority to revoke.

J~7/i;!cI,':" ':: ':1" ;',: ii' ::' ;.:.; '::; L: I..i ::; :.:: iii I': (', i, CI ,I !:~ i-'I) j)J I Ii i'!

3~33 E~AI::~l ... E ()Vlj\jGiMI"Clj\1 B(:)!._II.."E:VAj~r:l
!.J 1\1 J C: 1····.1 r! (:1 L.. F:: . 1\1 '--;/ :.i. ,',",;.: :". O}

L
This is a communication from the
Patent and Trademark Office
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FORM PrO 948 (REV. 01-97) U.S. DEPARTMENT OF COMMERCE-Patent and Trademark Office Application No.

NOTICE OF DRAFfPERSON'S
PATENT DRAWING REVIEW

Tho ","w;., r'/oo (mOO"",,,)~.,,
A. not objected to by the Draftperson under 37 CPR 1.84 or 1.152.
B. ,/ objected to by the Draftperson under 37 CPR 1.84 or 1.152 as indi~ated below. The Exa~ner. will require submission of new, corrected
drawings whe necessary Corrected drawings must be submitted according to the instructtons on the back of this notice.

I. DRAWlNGS. 37 CFR 1.84(a): Acceptable categories of drawings:
Black ink. Color.
___Color drawing are not acceptable until petition is granted.

Fig.(s) _
___ Pencil and non black ink is not permitted. Fig(s)c-- _

2. PHOTOGRAPHS. 37 CFR 1.84(b)
___ Photographs are not acceptable until petition is granted,

___ 3 full-tone sets are required. Fig(s), _

___ Photographs not properly mounted (must brystol board or

photographic double-weight paper). Fig(s), _

___ Poor quailty (half-tone). Fig(s)!- _

3. TYPE OF PAPER. 37 CFR 1.84(e)

~per not flexible, strong, white and durable.
_Fig.(s) _

___ Erasures, alterations, overwritings, interlineations,
folds, copy machine marks not acceptable.(~

___ Mylar, vellum paper is not acceptable (too thin).
Fig(s) _

4. SIZE OF PAPER. 37 CFR 1.84(F): Acceptable sizes:

__21.0 em by 29.7 cm (DIN size A4)

___ 21.6 em by 27.9 em (8 1/2 x 11 inches)

___ All drawings sheets not the same size.
Sheet(s), _

5. MARGINS. 37 CFR 18.4(g): Acceptable margins:

Top 2.5 em Left 2.5 em Right 1.5 em Bottom 1.0 em
SIZE: A4 Size
Top 2.5 em Left 2.5 em Right 1.5 cmBottom 1.0 em
SIZE: 8 1/2 x II

___ Margins not acceptable. Fig(s) _

__Top (T) __ Left (L)

__Right (R)__ Bottom (B)

6. VIEWS. CFR 1.84(h)
REMINDER: Specification may require revision to
correspond to drawing changes.

___Views connected hy projection lines or lead lines.
Fig.(s)J-- _

Partial views. 37 CFR 1.84(h)(2)
___ Brackets needed to show figure as one entity.

Fig.(s), _

___ Views not labeled separately or properly.

Fig.(s)'--- _

___Enlarged view not labeled separately or properly.
Fig.(s) _

COMMENTS

w~REVIEWER --'- DATE

ATTACHMENT TO PAPER NO._-->&,«- _

PTOCOpy

7. SECTIONAL VIEWS. 37 CFR 1.84(h)(3)

___Hatching not indicated for sectional portions of an object.
Fig.(s), _

__-_Sectional designation should be noted with Arabic or

Roman numbers. Fig.(s) _

8. ARRANGEMENT OF VIEWS. 37 CFR 1.84(i)

___Words do not appear on a horizontal, left-to-right fashion when
page is either upright or turned, so that the lop becomes the right

side, except for graphs. Fig.(s) ,-

_ __Views not on the same plane on drawing sheet. Fig.(s,-) 1

9. SCALE. 37 CFR 1.84(k)
___Scale not large enough to show mechansim with crowding

when drawing is reduced in size to two-thirds in reproduction.
Fig.(s) _

10. CHARACTER OF LINES, NUMBERS, & LETTERS. 37 CFR 1.84(1)

___Lines, numbers & letters not uniformly thick and well defined,
clean, durable and black (poor line quality).
Fig.(s) ._

II. SHADING. 37 CFR 1.84(m)
___Solid black areas pale. Fig.(s) _

---Solid black shading not permitted. Fig.(s) _

___ Shade lines, pale, rough and blurred. Fig.(s)

12. NUMBERS, LETTERS, & REFERENCE CHARACTERS.
37 CFR 1.48(p)

___Numbers and reference characters not plain and legible.
Fig.(s), _

___Figure legends are poor. Fig.(s) _

___ Numbers and reference characters not oriented in the same

direction as the view. 37 CFR 1.84(p)(3) Fig.(s...) _

__Engligh alphabet not used. 37 CFR 1.84(p)(3) Fig.(s,L.) I

___Numbers, letlers and reference characters must be at least

.32 em (1/8 inch) in height. 37 CFR 1.84(p)(3) Fig.(s...) I

J3.LEAD LINES. 37 CFR 1.84(q)
___Lead lines cross each other. Fig.(s) _

___Lead lines missing. Fig.(s) _

14.NUMBERING OF SHEETS OF DRAWINGS. 37 CFR 1.48(t)

___Sheets not numbered consecutively, and in Ababic numerals

beginning with number I. Fig.(s). _

15.NUMBERING OF VIEWS. 37 CFR 1.84(u)

_ __ Views not numbered consecutively, and in Abrabic numerals,

beginning with number I. Fig.(s). _

16. CORRECTIONS. 37 CFR 1.84(w)
___Corrections not made from PTO-948 dated _

17. DESIGN DRAWINGS. 37 CFR 1.152
___Surface shading shown not appropriate. Fig.(s). _

___Solid black shadinJ!: not used for color contrast.
Fig.(s), _

.
TELEPHONE NO.
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*U.S. GOVERNMENT PAINTING OFRCE: 1l1ll6-411-898

TO SEPARATE. HOLD TOP AND BOTTOM EDGES. SNAP-APART AND DISCARD CARBON

FORM PTO-B92 U.S. DEPARTMENT OF COMMERCE
SERIAL NO. IGROUPART UNIT ATTACHMENT

(REV. 2-92) PATENT AND TRADEMARK OFFICE

otf/~/(i73
TO

'7/3 ( PAPER
NUMBER

NOTICE OF REFERENCES CITED
APPLICANTIS)

1+0..5
U.S. PATENT DOCUMENTS

SUB· FILING DATE IF

* DOCUMENT NO. DATE NAME CLASS CLASS APPROPRIATE

A 13 I ~ y 1 ~ 1./?5 5ILv~A-rJ - -0
"t

('~G.•••fJB H 1.. 0 A.. "3 2 3 ~/~ ?"L. j .-=1 c- .-- --,

C 14 i-/ .~ 4 7 19~ -'/'6'-1 11/Ak. 4-'T5 L'L-~A-- - -~

;"

D '-I I~ c( '7 t; I] ~ IO/c;~ i.k~<:,,"'l.V I T?:;- -, -----

E 1.-/ 17 ...,. -z, I" l .5 ~ / q<,.r Ph JnA-7.- -- -'7 ..

F t-J I <if I
... t/ L/ "I ,/~~J /.Jc.;7L,-'""l.-{/ J 7J--

--'-"',....."

~
...----

G Itt ~ 7 171'" l-I <i Iz.. I : J<'~1 <; /,. /0 ;:::'S K..... '-/ -' -'
.- 'I ' /

H
~ c: I c/ (I

""'7 L
J C;/Cj I c, (r--/le'> ,- ---~

I _ ,
I I)' D :; 1 I ~ t, J", Ie:, / r=, 5 ["IJ-r.~j e"r~--t - -
J

K

FOREIGN PATENT DOCUMENTS

SUB- PERTINENT

* DOCUMENT NO. DATE COUNTRY NAME CLASS SHTS. PP.CLASS
DWG SPEC,

L

M

N

0

P

Q

OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.)

R

S

T

U

EXAMI~~R , .. ' I! L DATE

He 000133
.:.._::::::)~r ..=- "y

* A copy of this reference is not being furnished with this office action.
(See Manual of Patent Examining Procedure, section 707.05 (a).)



/

MAY. as . 99 (WED) 11; so D1 LWORTH&.BARRESE ~ PAGE. 1

'I') (0' ttCj
-:lP7 ]L~b~

~.s PATENT
IN THE UNITED STATES PATENT AND TRADEMARK. OFFICE

APPLICANT(S):

SERIAL NO.:

Roben L. Hess

08/850,073

EXAMINER:

GROUP ART UNIT:

FILED: May 2, 1997 DOCKET: 203-2201 CON RE (1944 CON RE)

FOR: APPARATUS FOR DATED: May 5,1999
RESTENOSIS TREATMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

RECEIVED
MAY 2 S \999

Group 3700

CHANGE OF ATTORNEY'S ADDRESS IN APPLICATION

Sir:

Please send all correspondence for this application to:

John C. Andres. Esq.
Vice President and General Counsel
United States Surgical Corporation

150 Glover Avenue
Norwalk, CT 06856

FAX RECEIVED"

MAY 05 1999

GrOUD3700

DILWORTH & BARRESE
333 Earle Ovington Blvd.
333 Earle Ovington Boulevard
Uniondale, NY 11553
(516) 228-8484

Respectfully submitted,

~,. '#I""ll~-"....n

Christopher G. Trainor
Reg. No. 39,517
Attorney for Applicant(s)

CERTIFICATION OF PACSIMILE TRANSMISSION

1hereby certify Ihillhis paper is being facsimile lrlll8mllltrl 10 &he Pltent Ind TrIIdemark Office on the dare shown below. Totll Number of
PIgCll Sent: .1..-

Cbtlsl.r G, Trainor
Type or Prim Name of Person SIgning CertiflCatinn

May.5,1999
Dall:

He 000134



UNITED STATE )EPARTMENT OF COMMERCE
Patent and Trademark Office
Address: COMMISSIONER OF PATENTS AND TRADEMARKS

Washington, D.C. 20231

APPLICATION NO. I FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO.

l"IF~:';H

EXAMINER

.J () 1"'1 j'"'l C: fl t':~1 j'''l ci r' i:~~ '?:z

Vil=e PI"'esi(Jent ancl
150 Glover Avenue
Norwalk CT 06856

L(\(:YI<,;:..';;::...:1 ---,
ART UNIT I PAPER NUMBER I

~

DATE MAILED:

04/07/00

Please find below and/or attached an Office communication concerning this application or
proceeding.

Commissioner of Patents and Trademarks

PTO-90C (Rev. 2/95)
U.S. G.P.C. 1999 <180-693 1· File Copy

He 000135



UNITED STATE" DEPARTMENT OF COMMERCE
Patent and Trl .nark Office
Address: COMMISSIONER OF PATENTS AND TRADEMARKS

Washington, D.C. 20231

APPUCATION NUMBER FILING DATE FIRST NAMED APPUCANT

ART UNIT

DATE MAILED:

ATTY. DOCKET NO.

EXAMINER

PAPER NUMBER

This is a communication from the examiner in charge of your application.
COMMISSIONER OF PATENTS AND TRADEMARKS

OFFICE ACTION SUMMARY

~ R~poo~ve~oommoo~~~n~fi~doo~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

~ This action is FINAL.

~ Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is closed in
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Application Papers

o See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948.
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Priority under 35 U.S.C. § 119
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o All 0 Some* 0 None of the CERTIFIED copies of the priority documents have been
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o received in this national stage application from the Intema-t-io-n-a-IB-u-r-e-au~(p-C-T~R-u-le-1-7-.-2(-a-))-.
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o Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e).
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Application/Control Number: 08/850,073

Art Unit: 3736

Page 2

1. Claims 14-19 are rejected under 35 U.S.c. 112, second paragraph, as being indefinite for

failing to particularly point out and distinctly claim the subject matter which applicant regards as

the invention.

In claim 16, line 3, "perfusion holes" lacks positive antecedent basis. Claim 17 is directed

to the intended use of the radioactive dose and fails to further limit the apparatus. In claims 18-19

the use of"capable of' is indefinite in that it is unclear whether the function is performed or not.

Claims 14 and 18-19 appear to add the balloon into the claim, however as discussed in the

declaration and looking at the claims this merely appears to be adding back in what was removed

from the claims for these new claims, thereby making it unclear how these are not duplicates of

the existing independent claims.

2. The following is a quotation of the appropriate paragraphs of35 U.S.C. 102 that form the

basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless --

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or
on sale in this country, more than one year prior to the date of application for patent in the United States.

(e) the invention was described in a patent granted on an application for patent by another filed in the United
States before the invention thereof by the applicant for patent, or on an international application by another who
has fulfilled the requirements of paragraphs (I), (2), and (4) of section 371 © of this title before the invention
thereof by the applicant for patent.

3. Claims 6-7 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by Van't

Hooft.
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Application/Control Number: 08/850,073

Art Unit: 3736

Page 3

4. Claims 6-7, 10-11 are rejected under 35 U.S.c. 102(e) as being clearly anticipated by

Liprie.

5. The following is a quotation of35 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.

6. Claims 8-9,12-13 are rejected under 35 U.S.c. 103(a) as being unpatentable over Liprie in

view of Zoumboulis.

Liprie discloses the claimed device except for the specific use of the radioactive dose in a liquid or

gaseous form. Zoumboulis teaches that it is well known to use a radioactive substance in a form

other than solid, i.e. liquid. Therefore a modification ofLiprie such that the radioactive dose is in

any well known and conventionally used form would have been obvious to one skilled in the art.

7. Claims 1-5 are allowed.

8. Any inquiry concerning this comnmnication or earlier communications from the examiner

should be directed to John P. Lacyk whose telephone number is (703) 308-2995.

lP.Lacyk

April 4, 2000 ~!J/
PRIMARY EXAMINER
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PATENT

Atty. Docket No. 1944 CON RE (203-2201 CON RE)

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

APPLICANT:

SERIAL NO. :

Robert L. Hess

08/850,073

GROUP ART UNIT: 3736

EXAMINER: John P. Lacyk

FOR: APPARATUS FORRESTENOSIS TREATMENT

AMENDMENT UNDER C.F.R. § 1.111

Assistant Commissioner for Patents
Washington, D.C. 20231

FILED: May 2,1997 Dated: June 22, 2000
-:
CJ
(J) ;0
.-~ L
C' (" .- m
0 I"'';: I.J
:-..~'t: I rr1
):> 01

<r- !"".,.) fTl,: :...'
;:'0 4::'::::- 0
0 ~

0
:I:

Sir:
In response to the Office Action of the U.S. Patent and Trademark Office mailed

April 7,2000, please amend the above-identified application as follows:

I herehy certify that this correspondence is being deposited with the United States Postal Service as first-class mail,
postpaid in an envelope, addressed to: Assistant Commissioner for Patents, Washington, D.C. 20231

on June 22, 2000

Dated: June 22, 2000

06/30/2000 lAnD01

01 FC:103

Harold G. Furlow

10 08850073

126.00 OP
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IN THE CLAIMS:

S ul~

f;JJ

6. (Amended) Apparatus for pst-treatment of a stenosed region of an artery that has been

reduced by angioplasty or oth r procedure comprising:

radioactive ose means for emitting radiation;

a device ositioned in s aced relation to the dose means' and

positio .ng means operatively connected to said device [dose means] for

ftl
advancing said devi e and dose means [and removably positioning said dose means] within the

stenosed region 0 an artery that has been reduced by angioplasty or other procedure, said

positioning me s also being operatively connected to said device and dose means for positioning

the device an dose means between a first osition and a second osition wherein in the first

osition th dose means is ositioned within the stenosed re ion of the arte in a non-de 10 ed

o er ivel connected to said device and dose means for withdrawing said device and dose means

frzo. the artery after said radioactive dose means is exposed to the stenosed region for a period of

tj e sufficient to reduce restenosis of the stenosed region.

a catheter having at least one lumen adapted to deliver said radiation source within

S\.A\) I O. (Amended) Appara s for post treatment of a stenosed region of an artery that has been

v ~ _ r uced by angiopla y or other procedure comprising:

~~

the stenose region of an artery that has been reduced by angioplasty or other procedure, said

2
./
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at least a tall re osition to withdraw said radiation source from the artery after said radiation

treatment w n ositioned within the stenosed re ion of an arte

catheter also b mg adapted to at least partially reposition relative to the radiation source for

source is exposed to the stenosed region for a period oftime sufficient to reduce restenosis of the

stenose

14. (Amended) The apparatus of Claim 10, wherein the catheter includes a balloon. the catheter

defining at least one hole distal to the balloon and at least one hole proximal to the balloon.

....._...,..-~--------------------------....f-

16. (Amended) The apparatus of Claim 15, wherein the catheter defines a plurality of perfusion

holes and includes a second lumen in fluid communication with perfusion holes which allow

perfusion of blood in the artery during inflation of the balloon.

\(Amended) he apparatus ofClaim 10, wherein the radiation source provides a radiation dose

to he stenos region through a window in the catheter [sufficient to retard proliferation of

cle cells at the stenosed region].

the catheter to position the radiation source for treatment [comprises a balloon catheter capable

of performing angioplasty and the post-treatment].

3
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1~Amended) e apparatus of Claim 10, wherein the catheter includes a balloon for

reooilt· nin a sent the stent includin the radiation source [is capable of reducing the stenosed

'~d performing the post-treatment].

,.,~__ll_.........................................................Jt-------------------t-
20. aratus'&claim 6 wherein the radioactive dose means for emittin radiation is

osition the dose

artiall enclosed within the housin and shielded from treatin the stenosed

The apparatus of claim 20, wherein in the second deployed position the housing is

ar us of claim 20 wherein the housin defines a window and in the second osition

relative to the dose means ositioned in the stenose

to ex ose the stenosed re ion to the dose means

/
I

4
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for emittin

arat ~ of claim 6 wherein a ortion of the device containin radioactive dose means

25. The apparatus of claim 24, wherein the portion of the device that is expanded includes a

balloon with the dose means positioned on the surface of the balloon.

26. The a aratus of claim 24 wherein at least one oction of the device that is e anded

includes a st nt and the stent includes the dose means.

27. The a ar us of claim 26 wherein the dose means included with the stent is selected from

the

REMARKS

This application has been reviewed in light of the Office Action mailed April 7,

2000 (hereinafter "Office Action"). Claims 1-5 are allowed by the Office Action. Claims 6-19

are pending in this application with claims 6-19 being rejected by the Office Action. By this

amended. New dependent Claims 20-27 have been added. Support for the afore-mentioned

amendment is found through this specification and figures. In view of the amendments above and

remarks that follow, reconsideration and allowance of this application has been respectfully

5
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requested. The claims have been amended in a manner which is believed to overcome the

rejections contained in the Office Action. No new matter or issues are believed to be introduced

by this amendment.

CLAIMS REJECTIONS UNDER 35 U.S.C. § 112

Claims 14 -19 stand rejected under 35 U.S.C. § 112, second paragraph, as being

indefinite for failing to particularly point out into and distinctly claim the subject matter

which applicant regards as the invention. The Office Action states:

In Claim 16, line 3, "perfusion holes" lacks positive antecedent
basis. Claim 17 is directed to the intended use ofthe radioactive
dose andfails to further limit the apparatus. In Claims 18-19 the
use of "capable of" is indefinite in that it is unclear whether the
function is performed or not. Claims 14 and 18-19 appear to add
the balloon into the claim, however as discussed in the declaration
and looking at the claims this merely appears to be adding back in
what was removedfrom the claimsfor these new claims, thereby
making it unclear how these are not duplicates ofthe existing
independent claims.

It is respectfully submitted that amended Claims 14 and ·16-19 are now in

compliance with 35 U.S.C. § 112, second paragraph. Claim 15 depends from amended Claim 14

and is now also believed to be in compliance with 35 U.S.C. § 112. It is respectfully submitted

Claims 14-19 are definite and in particular point out and distinctly claim the subject matter which

the applicant regards as the invention.

6
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CLAIM: REJECTIONS UNDER 35 U.S.c. § 102

Claims 6-7 stand rejected under 35 U.S.C. § 102 over U.S. Patent No. 4,881,938

to van't Hooft (hereinafter "van't Hooft"). The Office Action states that Claims 6 and 7 are

rejected as being clearly anticipated by van 't Hooft.

It is respectfully submitted that amended Claim 6 is neither disclosed nor

suggested by van't Hooft. van't Hooft discloses each implant needle is connected to the cart by

means of a patient transfer tube having a patient connector and a machine connector connected

with a plurality of external tubes, from which cart tubes are selectively inserted into the needle or

needles already introduced. The positioning can take place by means of a transport thread

movable in the patent transfer tubes and the final position can be detected pneumatically by

shutting off an air passage bounded by a shoulder, by means of a control head attached to each

tube. See col. 1, lines 23-40; col. 3, line 15 to col. 4, line 33; and FIGS. 1 and 6 below. This

structure positions tubes filled with a radioactive material in a final position at which point

treatment is performed.

FIG.l
1~

2

7
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,.--.'.. _-._-.t I
16

15

In regard to amended Claim 6, van't Hooft fails to teach or suggest, inter alia, the

newly recited positioning means operatively connected to said device fOf advancing said device

and dose means within the stenosed region of an artery that has been reduced by angioplasty or

other procedure, said positioning means also being operatively connected to said device and dose

means for positioning the device and dose means between a first position and a second position,

wherein the first position the dose means is positioned within the stenosed region of the artery in a

non-deployed configuration and a second position, wherein the dose means is in a deployed

configuration for treating at least a portion of the stenosed region of the artery. When positioned,

this configuration is used to move from a non-deployed configuration to a deployed treatment

configuration in which the patient is being actively exposed to the radiation.

It is respectively submitted that dependent Claim 7 is at least patentable for the

reasons that independent Claim 6 from which it directly depends is patentable. Accordingly,

withdrawal of this rejection is respectfully requested.

8
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It is respectively submitted that amended Claim 6 is ne~ther disclosed nor

suggested by van 't Hooft and is allowable thereover. Accordingly, withdrawal of this rejection is

respectfully requested.

Claims 6-7 and 10-11 stand rejected under 35 U.S.C. § 102 (e) over U.S. Patent

No. 5,084,002 by Liprie (hereinafter "Liprie"). The Office Action states that the above-identified

claims were clearly anticipated by Liprie.

It is respectfully submitted that amended independent Claims 6 and 10 are neither

disclosed nor suggested by Liprie. Referring to FIG. 1 ofLiprie, below, a partial cross-sectional

view is shown of a relatively pure iridium core member or seed 12 forin in the end ofthe unitary

elongate relatively pure platinum delivery wire 14. See col. 4, lines 18-21 and FIG. I, below.

Thus, the device and the dose means ofLiprie are fixedly positioned together.

:

14

FrG.r

16

9
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In regard to amended Claim 6, Liprie fails to teach or suggest, inter alia, the

newly recited positioning means operatively connected to said device for advancing said device

and dose means within the stenosed region of an artery t~at has been reduced by angioplasty or

other procedure, said positioning means also being operatively connected to said device and dose

means for positioning the device and dose means between a first position and a second position,

wherein the first position the dose means is positioned within the stenosed region of the artery in a

non-deployed configuration and a second position, wherein the dose means is in a deployed

configuration for treating at least a portion of the stenosed region of the artery. When positioned,

this configuration is used to move from a non-deployed configuration to a deployed treatment

configuration in which the patient is being actively exposed to the radiation.

It is respectively submitted that dependent Claim 7 is at least patentable for the

reasons that independent Claim 6 from which it directly depends is patentable. Accordingly,

withdrawal of this rejection is respectfully requested.

It is respectively submitted that amended Claim 6 is neither disclosed or suggested

by Liprie and is allowable thereover. Accordingly, withdrawal of this rejection is respectfully

requested.

In regard to amended independent Claim 10, Liprie fails to teach or suggest, inter

alia, the newly recited catheter having at least one lumen adapted to deliver said radiation source

said catheter also being adapted to at least partially reposition relative to the radiation source for

treatment when positioned within the stenosed region of an artery, the catheter being adapted to

at least partially reposition to withdraw said radiation source from the artery after said radiation

10
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source is exposed to the stenosed region for a period of time sufficient to reduce restenosis of the

stenosed region. This configuration is used to control the amount of exposure of the stenosed

region of the artery to the radiation and allows movement between two configurations to control

that level of exposure.

It is respectfully submitted that dependent Claim 11 is at least patentable for the

reasons that independent Claim 10 from which it directly depends is patentable. Accordingly,

withdrawal of this rejection is respectfully requested. It is respectfully submitted that amended

independent Claims 6 and 10 are neither disclosed nor suggested by Liprie and are allowable

thereover. Accordingly, withdrawal of this rejection is respectfully requested.

CLAIM REJECTIONS UNDER 35 U.S.c. § 103:

In the Office Action, Claims 8-9 and 12-13 stand rejected under 35 U.S.C.

§ 103(a) as being unpatentable over Liprie in view ofU.S. Patent No. 3,324,847 by Zoumboulis

(hereinafter "Zoumboulis"). The Office Action states:

Claims 8-9, 12-13 are rejected under 35 US.c. 103(a) as being
unpatentable over Liprie in view ofZoumboulis.

Liprie discloses the claimed device exceptfor the speCifiC use of
the radioactive dose in a liquid or gaseousform. Zoumboulis
teaches that it is well known to use a radioactive substance in a
form other than solid, i. e. liquid Therefore a modification of
Liprie such that the radioactive dose is in any well known and
conventionally usedform would have been obvious to one skilled
• If •

til ilit:- c,f i.

It is respectfully submitted that amended independent Claims 6 and 10 are

distinguishable and non-obvious when Liprie is viewed in light of Zoumboulis. For example, in

11
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regard to independent Claim 6, the combination ofLiprie in view ofZoumboulis fails to teach or

suggest, inter alia, applicant's newly recited positioning means operatively connected to said

device for advancing said device and dose means within the stenosed region of an artery that has

been reduced by angioplasty or other procedure, said positioning means also being operatively

connected to said device and dose means for positioning the device and dose means between a

first position and a second position, wherein the first position the dose means is positioned within

the stenosed region of the artery in a non-deployed configuration and a second position, wherein

the dose means is in a deployed configuration for treating at least a portion of the stenosed region

of the artery. When positioned, this configuration is used to move from a non-deployed

configuration to a deployed treatment configuration in which the patient is being actively exposed

to the radiation.
In amended independent Claim 10, the combination ofLiprie in view of

Zoumboulis fails to teach or suggest, inter alia, applicant's newly recited a catheter having at least

one lumen adapted to deliver said radiation source within the stenosed region of an artery that has

been reduced by angioplasty or other procedure, said catheter also being adapted to at least

partially reposition relative to the radiation source for treatment when positioned within the

stenosed region of an artery, the catheter being adapted to at least partially reposition to withdraw

said radiation source from the artery after said radiation source is exposed to the stenosed region

for a period of time sufficient to reduce restenosis of the stenosed region.

In contrast, Liprie teaches a source 10 that includes a relatively pure iridium core

member or seed 12 formed in the end of a unitary elongated pure platinum delivery wire 14. See

col. 4, lines 16-21 and FIG. 1, above. Zoumboulis discloses the use of electrodes in combination

12
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with this solution containing a radioactive isotope that is particularly advantageous in that ions are

formed in the solution and migrate to one of the electrodes in acceptance with laws of

iontophoresis to accumulate a solid radioactive source. See coLI, lines 20-48 and FIG. I, below.

....=:E.::ra~ /

~II'I
~

Thus, neither Liprie nor Zoumboulis teach or suggest, inter alia, positioning

means operatively connected to said device that is movable when positioned between a first non-

deployed configuration and a second deployed configuration. Further, neither Liprie nor

oumboulis teach or suggest, inter alia, an arrangement where a catheter is adapted to at least

artially reposition relative to the radiation source for treatment. Accordingly, withdrawal of this

ejt;\,;i.iull is It;~pectfuliy requestea.

It is respectfully submitted that amended independent Claims 6 and 10 are

atentably distinguishable when Liprie is reviewed in light ofZoumboulis and therefore allowable

hereover. It is respectfully submitted that dependent Claims 8-9 and 12-13 are at least patentably

13

Be 000152



distinguishable for the reason amended independent Claims 6 and 10 from which they respectively

depend are patentable. Accordingly, withdrawal of this rejection is respectfully requested.

CONCLUSION

It is respectfully submitted that none of the references of record disclose or

suggest the present invention is claimed in the claims as amended considered or in combination

with themselves considered in whole or in part. Accordingly, withdrawal of this rejection is

respectfully requested. In view of the foregoing amendments and remarks, reconsideration of the

rejections and allowance of the claims are earnestly solicited.

R~~ctfu~l: submitted, .

/J;u1d fils Cut1
David M. Carter
Registration No. 30,949
Attorney for Applicant

DILWORTH & BARRESE, LLP
333 Earle Ovington Boulevard
Uniondale, New York 11553
(516) 228-8484
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
PATENT

APPLICANT: Robert L. Hess DOCKET: 1944 CON RE (203-2201 CON RE)

SERIAL NO.:

FILED:

08/850,073

May 2, 1997

Group: 3736

Examiner: John P. Lacyk

FOR: APPARATUS FOR RESTENOSIS TREATMENT Dated: June 22, 2000

Transmitted herewith is an amendment in the above-identified application.

o FIRST PRESENTATION OF MULTIPLE DEP. CLAIM

OTHER THAN
SMALL ENTITYSMALL ENTITY

PRESENT ADD IT • ADD IT •
EXTRA RATE FEE OR RATE FEE

7 X 9 $ X 18 $ 126.00

0 X 39 $ X 78 $ 0

X 130 $ X 260 $ 0

TOTAL $ OR TOTAL $ 126.00
ADD IT • FEE $

(Col. 3)

AMENDMENT TRANSMITTAL FORM

No additional fee is required.

(.0 ;0
-~ (.- rt1
C) ,.:.:: ,.....,.
o r- \...,1
__ I rn

Small entity status of this application under 37 C.F.R. §§1.9 and 1.27 has been estabi~sheij.tby a:2
verified statement previously submitted. p ,~:I rn

(..:.~:; CJ
A verified statement to establish small entity under 37 C.F.R. §§1.9 and 1.27 is enclosed. 2~o

o
:J:[ ]

[ ]

[ ]

(Col. 1) (Col. 2)

CLAIMS
REMAINING HIGHEST NO.
AFTER PREVIOUSLY
AMENDMENT PAID FOR

TOTAL *27 MINUS **20

INDEP. *3 MINUS ***3 :;

Sir:

Assistant Commissioner for Patents
Washington, DC 20231

* If the entry in Col. 1 is less than entry in Col. 2, write "0" in Col. 3.
** If the "Highest No. Previously Paid for" IN THIS SPACE is less than 20, enter 112011 •

*** If the IIHighest No. Previously Paid Forll IN THIS SPACE is less than 3, enter 113".
The Highest No. Previously Paid For" (Total or indep.) is the highest nl.lllber found in the
appropriate box in Col. 1 of a prior amendment or the number of claims originally filed.

[] Please charge Deposit Account No. 04-1121 in the amount of $_____ Two (2)' copies of this sheet are
enclosed.

[X] A check in the amount of $ 126.00 is enclosed.

[X] Please charge any deficiency as well as any other fee(s) which may become due under 37 C.F.R. §§1.16
and/or 1.17 at any time during the pendency of this application, or credit any overpayment of such
f-:,p(!Q;) t'n np!"nc:d~ -,("r."llnt Wn 04-11~1 :I,lc:n

i
i", thQ p"~n" AI'\~ !l'1(t~"S~("l~c; tl1 ti~ .f'Jr "'A,Qrn~rfi"'~ !I'-.

required for the pending application(s), please treat this paper as a petition to extend the time as
required and charge Deposit Account No. 04-1121 therefor. TWO (2) COPIES OF THIS SHEET ARE ENCLOSED.

DILWORTH &BARRESE, LLP
333 Earle Ovington Blvd.
Uniondale, NY 11553
(516) 228-8484 David M. Carter

Reg No. 30,949
Attorney for Applicant

CERTIFICATE OF MAILING UNDER 37 C.F.R. §l.B(a)

I hereby certify that this correspondence is being deposited with the United States Postal Service as
first class mail, postpaid in an envelope, addressed to the: Assistant Commissioner for Patents. Washington. D.C.
20231 on June 22. 2000.

Dated: June 22, 2000

Harold G. Furlow HC 000154
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John P. Lacyk

Office Action Summary

Application No.

08/850.073

Examiner

Applicant(5)

Hess

Group Art Unit

3736 II rllll!IIIII!I'I!llll!lllllllllllll
IXl Responsive to communication(s) filed on ~J~u.'..!..n~2:.::9!!.,~2=..!OOO~~ --

IXl This action is FINAl.

o 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 Quay/e, 1935 C.D. 11; 453 O.G. 213.

A shortened statutory period for response to this action is set to expire 3 month(s), or thirty days, whichever
is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of
37 CFR 1.136(a).

Disposition of Claims

IXl Claim(s) ..:.1~-2=-7:-.- is/are pending in the application.

Of the above, claim(s) is/are withdrawn from consideration.--------------------
o Claim(s) is/are allowed.

IXl Claim(s) ,;..1-=-2:...:7 is/are rejected.

o Claim(s) is/are objected to.

o Claims are subject to restriction or election requirement.

Application Papers

o See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948.

o The drawing(s) filed on is/are objected to by the Examiner.

o The proposed drawing correction, filed on is Qpproved Diisapproved.

o The specification is objected to by the Examiner.

o The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. § 119

o Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d).

o All 0 Some* 0 None of the CERTIFIED copies of the priority documents have been

o received.

o received in Application No. (Series Code/Serial Number) --------o received in this national stage application from the International Bureau (PCT Rule 17.2(a)).

*Certified copies not received: -----------------------o Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e).

Attachment(s)

IXl Notice of References Cited, PTO-892

o Information Disclosure Statement(s), PTO-1449, Paper No(s).
----o Interview Summary, PTO-413

o Notice of Draftsperson's Patent Drawing Review, PTO-948

o Notice of Informal Patent Application, PTO-152
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Application/Control Number: 08/850,073

Art Unit: 3736

Page 2

1. The original patent, or an affidavit or declaration as to loss or inaccessibility of the original

patent, must be received before this reissue application can be allowed. See 37 CFR 1.178.

2. In accordance with 37 CFR 1. 175(b)(1), a supplemental reissue oath/declaration under 37

CFR 1.175(b)(I) must be received before this reissue application can be allowed.

Claims 1-27 are rejected as being based upon a defective declaration under 35 U.S.C. 251.

See 37 CFR 1.175. The nature of the defect is set forth above.

Receipt of an appropriate supplemental oath/declaration under 37 CFR 1.175(b)(1) will

overcome this rejection under 35 U.S.C. 251. An example of acceptable language to be used in

the supplemental oath/declaration is as follows:

"Every error in the patent which was corrected in the present reissue application, and is not covered by a
prior oath/declaration submitted in this application, arose without any deceptive intention on the part of
the applicant."

The supplemental oath/declaration should also state an error that is relied upon to support

the reissue application since the claims have been amended thereby obviating the reasons

submitted in the original oath/declaration.

3. The specification is objected to as failing to provide proper antecedent basis for the

claimed subject matter. See 37 CFR 1.75(d)(l) and MPEP § 608.01(0). Correction of

the following is required: The specification fails to provide support for the dose means

being in a non-deployed configuration and a deployed configuration.
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Application/Control Number: 08/850,073

Art Unit: 3736

4. Claims 18-19,26-27 are rejected under 35 U.S.C. 112, second paragraph, as being

indefinite for failing to particularly point out and distinctly claim the subject matter which

applicant regards as the invention.

It appears that the limitations of claim 18 were placed in claim lOin the most

recent amendment to the claims. Therefore claim 18 fails to further define the device.

Claims 6 and 10 both have claimed language such that the device and dose means are

withdrawn from the body. Claims 19 and 26-27 are therefore confusing since they recite

the dose means being a stent. It is unclear how the dose means is withdrawn with the

device. After the stent is deployed it stays in the body.

5. The following is a quotation of the appropriate paragraphs of35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless --

(b) the invention was patented or described in a printed publication in this or a foreign country or in
public use or on sale in this country, more than one year prior to the date of application for patent in the
United States.

Page 3

6. Claims 6-7,10-11,19-21,24-27 are rejected under 35 U.S.C. 102(b) as being clearly

anticipated by Weinstein et al.

Weinstein et al discloses a device that positions a radioactive source within a

stenosed area where a shielding means is "repositioned" to expose the radioactive source

for the treatment and the device and the radioactive source are withdrawn after treatment.

A further embodiment shows the use of a stent to provide the selected treatment.
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Application/Control Number: 08/850,073

Art Unit: 3736

7. The following is a quotation of35 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.

8. Claims 8-9, 12-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Weinstein et at.

Although Weinstein et al only discloses the use ofa solid form, it is well known to

use radioactive elements in liquid and gas forms to treat the body. Therefore a

modification of Weinstein et al such that any desired form is chosen would have been

obvious to one skilled in the art since it is well known to use any of these forms based

upon the suitability for the intended use.

9. Applicant's amendment necessitated the new ground(s) of rejection presented in

this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP

§ 706.07(a). 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

lie 0
00159

Page 4



Application/Control Number: 08/850,073

Art Unit: 3736

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 date ofthis final action.

10. Any inquiry concerning this communication or earlier communications from the

examiner should be directed to John P. Lacyk whose telephone number is (703) 308-2995.

Page 5

J.P. Lacyk

September 11, 2000

I I ,

~f:b£
PRIMARY EXAMINER
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Application No. Applicantls)

08/850.073 Hess

Notice of References Cited 'Examiner IGroup Art Unit

IJohn P. Lacyk 3736 Page 1 of 1

U.S. PATENT DOCUMENTS

NAME CLASS SUBCLASS
DOCUMENT NO. DATE

-5,213,561 5/1993 Weinstein et al 600 3
A

B
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D
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I
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FOREIGN PATENT DOCUMENTS

DOCUMENT NO. DATE COUNTRY NAME CLASS SUBCLASS

N

0

P

Q

R

S

T

NON-PATENT DOCUMENTS
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X
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~ PTO/SB/30 (08·00) +
~I Approved for use through 10/3112002. OMB 0651-0031

)-~ "T"Q U.S. Patent end Trademark Offica: U.S. DEPARTMENT OF COMMERCE
Under the Paparwor~ Rlltl__•._n Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

""" .'

a_A-P-p-liC-a-tiO-n-N-Um-be-r--+-08-1-85-0.:..,O-7-3-------II,/ ~~' ,g/lt
Filing Date May 2, 1997 II'

1944CON RE (203-2201 tGN-'
J. LacykExaminer Name

Attorney Docket Number

First Named Inventor Robert L. Hess J
__G-ro-u-P-A-rt-Un-it---f-3-7-3-6--------'l1.I1~f

-1
Subsection (b) of 35 U.S.C. 1132, eff.ctlve on May 29, 2000,

provld•• for contlnu.d examination of an utility or plant application
flied on or after Jun. I, 1995.

5•• Th. American Inventors Protection Act of 1199 (A/PA).

REQUEST
FOR

CONTINUED ExAMINATION (RCE)
TRANSMITTAL

This is a Request for Continued Examination (RCE) under 37 C.F.R. § 1.114 of the above-Identified application.
~ 37 C.F.R. § 1.114 is effecfive on May 29,2000. If the above-identified application was filed priorfo May 29,2000, applicanfmay
wish to consider filing a continued prosecution application (CPA) under 37 C.F.R. § 1.53 (d) (PTO/SBI29j instead of a RCE fo be eligible for
fhe palenttenn adjustment provisions of the AIPA. Sae Changes to Application Examination and Provisional Application Practice. Final Rule, 65
Fed. Reg. 50092 (Aug. 16.2000); Interim Rule. 65 Fed. Reg. 14865 (Mar. 20, 2000), 1233 Off. Gu. Pal. Office47 (Apr. 11,2000). which
established RCE practice.

1.1 Submission required under 37 C.F.R. § 1.114 I
a. 0 Previously submitted

i 0 Consider the amendment(s)/reply under 37 C.F.R. § 1.116 previously flied on -1 _
• (Any unentared amendment(s) referred to above will be enterad). -n-
II. 0 Consider the arguments in the Appeal Brief or Reply Brief previously filed on ~~..;;I.- ~
Iii. D Other c' j';'l "1

------------------ c) ("') C)
b. 00 Enclosed i'0 \: ;'1

i. 00 Amendment/Reply » "'.::
II. 0 Affldavit(s)/Declaration(s) 1- ~::; inll
iiI. 0 Information Disclosure Statement (IDS) ~:.: ;~;~ :~

iv. 0 Other ------------------ :i
2.1 Miscellaneous I

a. D Suspension of action on the above-identified application Is requested under 37 C.F.R. § 1.1 03(c) for
a period of months. (Period of suspension shall nol exceed 3 months; Fee undar 37 C.F.R. § 1.17(i) rsqulred)

b.D Other _

3. I Fees IThe RCE fee under 37 C.F.R. § 1.17(e) is required by 37 C.F.R. § 1.114 when the RCE is filed.

a.1R] The Director Is hereby authorized to charge the follOWing fees, or credit any overpayments, to
Deposit Account NO._M:l12.L _

l. 0 RCE fee required under 37 C.F.R. § 1.17(e)

ii. D Extension of time fee (37 C.F.R. §§ 1.136 and 1.17)
iii. D Other _

b.oo Check in the amount of $_1!Q.·00 enclosed

c.D Payment by credit card (Form PTO-2038 enclosed)

••• ~t~ •••I.·~"fubih.:5·ioo6:··: •.••••.•.•••••.•••..............
~CI'f.Ilr1~A'C uiYucn.1/ (;.".n. ~ 1.10

I hereby certify that this correspondence and the documents referred to as enclosed are being deposited with the United States Postal Service
on date below in an envelope as "Express Mail Post Office to Addresse" Mall Label Number addressed to:
Assistant Commissioner for Patents, Box Provisional Application, Washington, D.C. 20231.

Name (PrinllTvoel Harold G. Furlow

\.. Signature I Date I December 5, 2000

12!12/2000 CUOil1 00000050 08850073

01 rC:j7] 710.00 OP
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PATENT

Atty. Docket No.....!1~94:!.:4!:,.;C~O~N....!:RE.!;!::i..:~~~...=.:~~i,L.

IN TIlE UNITED STATES PATENT AND TRADEMARK OFFIci

APPLICANT: Robert L. Hess GROUP ART UNIT: 3736

SERIAL NO. : 08/850,073 EXAMINER: J. Lacyk

FOR: APPARATUS FOR RESTENOSIS TREATMENT

PRELIMINARY AMENDMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

-.j C':l
c' p-,
C) ('J

:.-r
J> r"
t- ......'"c::::,
::-(1 c:::
C'.::- C;::~:J

C:'::r

Dated: December 5, 2000
-I
C")

W

May 2, 1997FILED:

Sir:
In response to the Office Action of the U.S. Patent and Trademark Office mailed

September 15, 2000, please amend the above-identified application as follows:

I hereby certify that this correspondence is being deposited with the United States Postal Service as first-class mail,
postpaid in an envelope, addressed to: Assistant Commissioner for Patents, Washington, D.C. 20231

on December 5, 2000

Dated: December 5, 2000

12/12/2000 CV0111

02 rC:l03

00000050 06650073

54.00 OP
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IN THE SPECIFICATION

Please am/nd the specification as follows:

At col. ( line· 10 after "form" revise the text as follows:

Insert ~-in a deployed configured for treatment-

At col. 4, 11": 10 after "forms" revise the text as follows:

Insert --in a non-deployed configuration--

IN THE CLAIMS

_.,.,-_._-.-,,~---~._.-.---.- .-....._--

Please amend the claims as set forth herein below:

/' /

Cancel clai~_s_2~?6, ahd 27 :.w::it::h::o::u::..t~pr:..:e=..:du:.:d=ic:.:e::" -L

6. (T ice Amended) Apparatus for post-treatment ofa stenosed region ofan artery that

(31

has been redu d by angioplasty or other procedure comprising:

adioactive dose means for emitting radiation; and

device having a cut-out positioned in spaced relation to the dose means; and

sitioning means operatively connected to said device for advancing said device

and dose means 'thin the stenosed region of an artery that has been reduced by angioplasty or

other procedure, aid positioning means also being operatively connected to said device and dose

means for position ng the device and dose means between a first position and a second position,

wherein in the first osition the dose means is positioned within the stenosed region of the artery

In a non-deployed c nfiguratlOn and a second position wherein the dose means is exposed to the

stenosed re ion oft e arte throu h the cut-out defined in the device in a deployed configuration

for treating at least a portion of the stenosed region of the artery, said positioning means being

operatively connecte to said device and dose means for withdrawing said device and dose means

2
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\
\

from the artery after said radioacti'f dose means is exposed to the stenosed region for a period of

£)\ I time sufficient to reduce restenosis fthe stenose~region.- _..--------.-- --- -------------
"".::::...---- 10. (Twice Amended) Ap aratus for post treatment ofa stenosed region otaii1utefjt-t

has been reduced by angioplasty or other procedure comprising:

a radiation source;

a catheter having at ast one lumen adapted to deliver said radiation source within

the stenosed region of an artery that has been reduced by angioplasty or other procedure, said

catheter also being adapted to at leas partially reposition relative to the radiation source for

treatment when positioned within the tenosed region of an artery to position a portion of the

catheter in contact with the stenosed re ion and the radiation source in close roximi to but not

/~/ /) in contact with the stenosed re ion of th arte , the catheter being adapted to at least partially

j~)tJ--~~POSition to withdraw said radiatioo sou ce from the artery after said radiation source is exposed

to the stenosed region for a period of time ufficient to reduce restenosis of the stenosed region.
'"-........~''"_."k~ ....... '''~____., ..~ ••. ..• _•• ~ ...._---------.".-

17. (Twice Amended) The apparat ofClaimg [10] wherein the radiation source

provides a radiation dose to the stenosed reg n through a window in the catheter. .,,',._------_.----

19. (Twice Amended) The apparatus fClaim 10, wherein the catheter includes a balloon

[for repositioning a stent, the stent including a adiation source is] capable of reducing the

stenosed region and simultaneously performing the post-treatment by forcing a balloon into

a fluid havin the radiation dose meanscontact WIth a leSIon the balloon bem

incorporated therein. .------ __.._-- ;:.:::----:._ _------_..__..----" --_ _------------\-----------------.
20. (Amended) The apparatus of claim 6, herein the radioactive dose means for emitting

radiation is positioned within the device, the devic defining a housing wherein in the first position

3
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Ill)
the dose means is [at leas partially enclosed within the housing and] shielded from treating the

~tenosed region and in a s cond position the housing is deployed to at least partially expose the

dose means to the stenosed region of the artery.

21. (Amended) The pparatus of claim 20, wherein in the second deployed position ~

sheath [the housing] is withdr wn relative to the dose means positioned in the stenosed region to

expose the stenosed region to t e dose means.
-~---- _.__._~....---------_._- -~ .

----..-- 23. (Amended) The app atus of claim 20, wherein the housing defines a window and a

cover for the window [and the pos ioning means includes a remote actuation mechanism for the

cover] such that in the second positi n the window is open and exposing the stenosed region to

the dose means.

24. (Amended) The apparatus f claim 10 [6] wherein the catheter includes a balloon

with [a portion of the device containing] .adioactive dose means for emitting radiation

inco orated into and enclosed within the aterial of the balloon and the balloon is expanded in

the second deployed configuration positioni g the balloon [dose means] at least partially in

contact with the stenosed region of~~.~t:....ry _
_-' _ -.- - .. -.-._ .. ,,~._;::i"' ..-'-----.-.--.- -- -- l'\ ----- -

/Please add the following new claims: ~
\ ..

28. (New) The apparatus for post treat ent of a stenosed region ofclaim 17, wherein the

,/-/ Jose means is a liquid.

. 29. lNew) Ihe apparatus tor post treat ent of a stenosed region of claim 17, wherein

the dose means is a gas.

30.. (New) The apparatus for post treatme t of a stenosed region of claim 24, wherein

the dose means incorporated into the balloon materi is a solid.

4
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31. (New) The apparatus for post treatment f a stenosed region of claim 24, wherein

33. (New) The apparatus for post treatment ofa s enosed region of claim 6, wherein the

apparatus controls the exposure of the dose means by contr lling the radial direction and axial

dose means incorporated into the balloon material is a ga

the dose means incorporated into the balloon material

32. (New) The apparatus for post treatment of stenosed region of claim 24, wherein the

position of the cut out.
_---l~------.------ ._---------+-------

REMARKS

This application has been reviewed in light of the Office ction mailed September 15,

2000 (hereinafter "Office Action"). Claims 1-27 are pending in this application with

claims 1-27 being rejected by the Office Action. By this amendment, independent claims 6 and 10

are amended as well as dependent claims 17 and 19-24. New dependent claims 28-29 and 33

depend from claim 6. New dependent claims 30-32 depend from independent claim 10. Claims

22 and 26-27 are canceled without prejudice.

New claims 28-33 submitted herein are believed to be in condition for allowance.

Upon notice of allowance applicant will provide an offer to surrender in accordance with

37 C.F.R. 1.178 and a reissue oath/declaration in accordance with 37 C.F.R. 1.175(b)(1).

It is respectfully submitted that amended Claims 18-19 are now in compliance with 35

U.S.C. 9 1l~, seconO paragraph.

Support for the foregoing amendment is found through this specification and figures. In

view of the amendments above and remarks that follow, reconsideration and allowance of this

application has been respectfully requested. The claims have been amended in a manner which is

5
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believed to overcome the rejections contained in the Office Action. No new matter or issues are

believed to be introduced by this amendment.

CLAIMS REJECTIONS UNDER 35 U.S.C. § l02(b)

Claims 6-7, 10-11, 19-21,24-27 stand rejected under 35 U.S.C. § 102(b) over Weinstein

et al. (U.S. Patent No. 5,213,561).

It is respectfully submitted that amended independent claims 6 and 10 are neither disclosed

nor suggested by Weinstein et al. With regard to amended independent claim 6, Weinstein et at.

discloses an outer sleeve 3 of a guidewire 1 slidable over an inner wire 5 for a distance sufficient

to cover and uncover radioactive material 9, so that the shielding section 11 of the outer sleeve

can be moved away from the radioactive material 9 to expose the angioplasty site to radiation.

See col. 3, lines 47-56, and FIG. 1, below. Thus, Weinstein et al. deploys and treats the entire

exposed surrounding area for restenosis upon the shifting of outer sleeve 3 and exposing of the

radioactive material 9.

In regard to amended claim 6, Weinstein et al. fails to teach or suggest, inter alia, the

recited dose being exposed to the stenosed region of the artery through a cut-out defined in a

housing in a deployed configuration. Thus, amended claim 6 has structure that includes a device

defining a cut-out through which treatment of the stenosed region is conducted. See col. 3, lines

20-40, and FIG. 1., below. Thus, amended claim 6 includes a device structure having a window

. ror SeleCtIVely treatmg the vascular portions that have developed restenosis at the angioplasty site,

a device that is neither contemplated nor suggested by Weinstein et at. Accordingly, withdrawal

of this rejection is requested.

6
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It is respectfully submitted that dependent claims 7, 20, and 21 are patentable for at least

the reasons that independent Claim 6 from which they ultimately depend is patentable.

Accordingly, withdrawal of this rejection is respectfully requested.

~L==""
S
/7

___=;\;::;:;;:~.~ii';;iii~(~iiiI
~

-

~'------....v---_.J
/3

FIG. I

FIG. 1 of Weinstein et at.

24

, v

FIG. 1

Ii

FIG. 1 ofpresent disclosure

With respect to amended claim 10, Weinstein et at. discloses a second embodiment

wherein radioactive material 25 is embedded in or mounted on a tube 17 inside a balloon 19. A

retractable radiation shielding sleeve 27 is slidable along tube 17 and covers source 25, blocking

7
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exposure to radiation until it is shifted away. Note sleeve 27 is in a fixed positioned inside of

balloon 19. See col 3 line 57-col. 4 line 5, and FIG. 2, below.

In regard to amended claim 10, Weinstein et al. fails to teach or suggest, inter alia, the

newly recited positioning a portion of the catheter in contact with the stenosed region and the

radiation source in close proximity to, but not in contact with the stenosed region of the artery.

See col. 4, lines 4-12; col. 3, lines 41-59, and FIGS. 2 and 4, below. Thus, amended claim 10

includes positioning the catheter in contact with the stenosed region and the radiation source in

close proximity to, but not in contact with the stenosed region of the artery to provide angioplasty

and restenosis treatment and withdrawing the radiation source from the artery, a device that is

neither contemplated or suggest by Weinstein et al.. Accordingly, withdrawal of this rejection is

requested.

It is respectively submitted that dependent claims 11, 19, 24 and 25 are patentable for at

least the reasons that independent claim 10 from which they ultimately depend is patentable.

Accordingly, withdrawal of this rejection is respectfully requested.

/5
/

FIG. 2

FIG. 2 of Weinstein et al.

8
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34
41

FIG. 2

41

FIG. 4

FIGS. 2 and 4 ofpresent disclosure

CLAIM REJECTIONS UNDER U.S.C. §103

In the Oruce Action, ciaims lHI and 12-U stand rejected under 35 U.S.C. § 103(a) over

Weinstein et af. It is respectfully submitted that amended independent claims 6 and 10 are

distinguishable and non-obvious over Weinstein et af. as noted above and therefore claims 8-9

and 12-13 are patentable for at least the reasons that independent claims 6 and 10, from which

9
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they respectively depend, are patentable. Accordingly, withdrawal of this rejection is respectfully

requested.

CONCLUSION

It is respectfully submitted that none of the references ofrecord disclose or suggest the

present invention as claimed in claims 6-21 and 23-25 as amended and new claims 28-33.

Accordingly, withdrawal of this rejection is respectfully requested. In view of the foregoing

amendments and remarks, reconsideration of the rejections and allowance of the claims are

earnestly solicited.

~
s ftfu.llY submitted,

, Jz~f}J {1iu
avid M. Carter

Registration No. 30, 949
Attorney for Applicant

DILWORTH & BARRESE, LLP
333 Earle Ovington Boulevard
Uniondale, New York 11553
(516) 228-8484

10
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In re appliCatIOn of: Robert L. Hess

PATENT
Attorney Docket 1944 CON RE (203-2201 CON RE)

Group Art Unit: 3736

Serial No.: 08/850,073 Examiner: 1. Lacyk

AMENDMENT TRANSMITTAL FORM

Transmitted herewith is an amendment in the above-identified application.

Sir:

--.
~

<.0
--..l
Cl
c::>

December 5, 2000Dated:May 2, 1997

APPARATUS FOR RESTENOSIS TREATMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

For:

Filed:

[ ] Small entity status of this application under 37 C.F .R. § 1.9 and 1.27 has b~en established by a
verified statement previously submitted.

[] A verified statement to establish small entity under 37 C.F.R. § 1.9 and 1.27 is enclosed,

[] No additional fee is required.

The fee has been calculated as shown below:
OTHER THAN

(Col. 1) (Col. 2) (Col. 3) SMALL ENTITY SMALL ENTITY

CLAIMS
REMAINING HIGHEST NO.
AFTER PREVIOUSLY PRESENT ADD IT • ADD IT •
AMENDMENT PAID FOR EXTRA RATE FEE OR RATE FEE

TOTAL 30 MINUS 27** =3 X 9 SO X 18 S54.00

INDEP. 2 MINUS 3*** =2 X 39 SO X 80 SO

o FIRST PRESENTATION OF MULTIPLE DEP. CLAIM X 135 SO X 270 SO

TOTAL OR TOTAL
ADD IT • FEE S54.00

• If the entry in Co. 1 is less than entry in Col. 2, write "0" in Col. 3.
•• !fth:~, "B"i~~~st Nn, J)"e,,'!nll~I~7 P~iff f".." N TU'T~ (,'DA""~, '!'I. ~,.~~ ~~...r' -,n, ,.,~t.r "~nft

••• If the "Highest No. Previously Paid For" IN THIS SPACE is less than 3, enter "3".
The Highest No. Previously Paid For" (Total or indep.) is the highest number found in the appropriate box in Col.
1 of a prior amendment or the number of claims originally filed.

CERTIFICATE OF MAILING UNDER 37 C.F.R. § 1.8(a)
I hereby certify that this correspondence is being deposited with the United States Postal Service as first

class mail, postpaid in an envelope, addressed to the Assistant Commissioner for Patents, Washington, D.C.
20231.

Dated: December 5,2000 ~1~
Harold G. Furlow

He 000173
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[ ] Please charge Deposit Account No. 04-1121 in the amount of $_. Two (2) copies of this sheet are
enclosed.

[] A check in the amount of $0.00 is enclosed.

[x] Please charge any deficiency as well as any other fee(s) which may become due under 37 C.F.R. § 1.16
and/or 1.17 at any time during the pendency of this application, or credit any overpayment of such fee(s)
to Deposit Account No. 04-1121. Also, in the event any extensions of time for responding are required
for the pending application(s), please treat this paper as a petition to extend the time as required and
charge Deposit Account No. 04-1121 therefor. TWO (2) COPIES OF THIS SHEET ARE
ENCWSED.

Respectfully submitted,

a~)/tJai;
David M. Carter
Reg. No. 30,949
Attorney for Applicant

DILWORTH & BARRESE, LLP
333 Earle Ovington Blvd.
Uniondale, NY 11553
(516) 228-8484
(516) 228-8516 (fax)
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ATIORNEY DOCKE

UNITED STATE. JEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER OF PATENTS AND TRADEMARKS
Washington, D.C. 20231

FIRST NAMED INVENTORFILING DATEAPPLICATION NO.

HE:~3S R 016565-049

r EXAMINER

G!I';112/0411
.John C. Andr'e:':;
Vice President and General Counsel
150 Glover Avenue
Norwalk CT 06856

I Ar·YV •.1
ART UNIT

::::0 ::;16
DATE MAILED:

PAPER NUMBER

1.3
04/11/01

Please find below and/or attached an Office communication concerning this application or
proceeding.

Commissioner of Patents and Trademarks

PTO-90C (Rev.ll/o0)
1- File Copy

He 000175



Appi.cant(s)

Office Action Summary

Application No.

08/850,073

Examiner

John P. Lacyk

Hess

I
Group Art Unit

3736

IXI Responsive to communication(s) filed on .!:D~e~c~8~,~2~O~OO~ _

o This action is FINAL.

o 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 Quay/e, 1935 C. D. 11; 453 O. G. 213.

A shortenecj statutory period for response to this action is set to expire 3 month(s), or thirty days, whichever
is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the
application to become abandoned. (35 U. S. C. § 133). Extensions of time may be obtained under the provisions of
37 CFR 1. 136(a).

Disposition of Claims

IXI Claim(s) 1-21,23-25, and 28-33 is/are pending in the application.

is/are rejected.

Of the above, claim(sl is/are withdrawn from consideration.

IXI Claim(s) ..:.1.....:-5:::..- is/are allowed.

!Xl Claim(s) 6-21, 23-25, and 28-33

o Claim(sl is/are objected to.

o Claims are subject to restriction or election requirement.

Application Papers

o See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948.

o The drawing(s) filed on is/are objected to by the Examiner.

o The proposed drawing correction, filed on is LBpproved Ldisapproved.

o The specification is objected to by the Examiner.

o The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. § 119

o Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d).

o All 0 Some * 0 None of the CERTIFIED copies of the priority documents have been

o received.

o received in Application No. (Series Code/Serial Number) --------o received in this national stage application from the International Bureau (PCT Rule 17.2(a)).

*Certified copies not received:
-----------------------o Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e).

Attachment(s)

o Notice of References Cited, PTO-892

o Information Disclosure Statement(sl. PTO-1449, Paper No(s).
----o Interview Summary, PTO-413

o Notice of Draftsperson's Patent Drawing Review, PTO-948

o Notice of Informal Patent Application, PTO-152

--- SEE OFFICE ACTION ON THE FOLLOWING PAGES _

U. S. Patent and Trademark Office

PTO-326 (Rev. 9-951 Office Action Summary
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Application/Control Number: 08/850,073

Art Unit: 3736

Page 2

1. A request for continued examination under 37 CFR 1. 114, including the fee set forth in 37

CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible for

continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1. 17(e) has been

timely paid, the finality of the previous Office action has been withdrawn pursuant to 37

CFR 1.114. Applicant's submission filed on 12/8/00 has been entered.

2. The amendment filed 12/8/00 is improper. The amendment to the specification does not

include underlining ofthe additions; also the new claims 28-33 lack the proper underlining. See

M.P.E.P. 1453.

3. In view of the fact that additional errors in the original patent have been corrected through

amendments to the claims, a new/supplemental oath or declaration complying with 37 CFR 1.175

(a) is required.

4. The original patent, or an affidavit or declaration as to loss or inaccessibility of the original

patent, must be received before this reissue application can be allowed. See 37 CFR 1.178.

5. Claims 10 and 18 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite

for failing to particularly point out and distinctly claim the subject matter which applicant regards

as the invention.

Claim 18 still fails to further define the device. In claim 10, line 8, "in close proximity" is

indefinite in that it is unclear what the limitations of such language are.

6. The following is a quotation of the appropriate paragraphs of35 U.S.C. 102 that form the

basis for the rejections under this section made in this Office action:

NC 000177



Application/Control Number: 08/850,073

Art Unit: 3736

A person shall be entitled to a patent unless --

Page 3

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or
on sale in this country, more than one year prior to the date of application for patent in the United States.

7. Claims 10-11 are rejected under 35 U.S.C. 102(b) as being anticipated by Weinstein et al.

Weinstein et al discloses a device that positions a radioactive source within a stenosed area where

a shielding means is "repositioned" to expose the radioactive source for the treatment and the

device and the radioactive source are withdrawn after treatment.

8. Any inquiry concerning this communication or earlier communications from the examiner

should be directed to John P. Lacyk whose telephone number is (703) 308-2995.

9£!lJ
PRIMARY EXAMINER

John P. Lacyk

March 14, 2001
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)
)
) Group Art Unit: 3736
)
) Examiner: J. Lacyk
)
)
)
)
)

Patent

Attorney's Docket No, 01l683-0.1~ tf-rfl
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE h./

-fi!;

REVOCATION AND NEW POWER OF ATTORNEY
BY ASSIGNEE OF ENTIRE INTEREST

For: APPARATUS FOR RESTENOSIS
TREATMENT

Filed: May 2, 1997

Application No.: 08/850,073

Robert L. HESS

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

As the Assignee of the entire interest in the above-identified application, all powers of

attorney previously given are hereby revoked, and James W. Peterson, Reg. No. 26,057, Mary Ann

Dillahunty, Reg. No. 34,576, T. Gene Dillahunty, Reg. No. 25,423, Robert E. Krebs, Reg. No.

25,885, Gerald F. Swiss, Reg. No. 30,113, Anthony T. Cascio, Reg. No. 29,904, Charles H. Jew,

Reg. No. 34,192, Kirk M. Nuzum, Reg. No. 38,983, Cindy A. Lynch, Reg. No. 38,699, Kelly J.

McCrystle, Reg. No. 46,257, Anthony J. Josephson, Reg. No. 45,742, Alan E. Kopecki, Reg. No.

25,813 and Peter K. Skiff, Reg. No. 31,917, are hereby appointed to prosecute and transact all

business in the Patent and Trademark Office connected with the above-identified application. The

Assignee has reviewed documentary evidence of the chain of title from the original owner to the

Assignee (copy of Assignment as filed June 18,2001) and certifies that to the best of its knowledge

and belief it is the owner of the entire right, title and interest in and to the above-identified

application.

Please direct all telephone calls and correspondence to:

James n. rt:lt~rsuu, ~s4uire

BURNS, DOANE, SWECKER & MATHIS, L.L.P.
P.O. Box 1404
Alexandria, Virginia 22313-1404
(650)622-2300

11111111111111111111111111111111111

21839

,_-.:..::~::.::b=-_~L. Hess
Title: Managmg Member 1 Officer
Company: Calmedica, LLC He 000179

Signature:Date: Db I,-.r I0 L
I

The undersigned (whose title is supplied below) is empowered to sign this statement on

behalf of the assignee.
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UNITED STATES PATENT AND TRADEMARK OFFICE
COMMISSIONER FOR PATENTS

UNITED STATES PATENT AND TRADEMARK OFFICE
W4SHINClON. D.C. 202.31

WWW.u;pto.gO\!

APPLICATION NUMBER FILING DATE FIRST NAJvlED APPLICANT ATTY. DOCKETNO.trITLE

08/850,073 05/0211997 ROBERT L. HESS 016565-049

John C. Andres
Vice President and General Counsel
150 Glover Avenue
Norwalk, CT 06856

CONFIRMATION NO. 4543

1111111111111111 "" 1111 mlllllllllllllllli III 11111111111111111111 1m 111111
*OcOOOOOOO06228998*

Date Mailed: 06/26/2001

NOTICE REGARDING POWER OF ATTORNEY

This is in response to the Power of Attorney filed 06/19/2001.

• The Power of Attorney to you in this application has been revoked by the assignee who has intervened as
provided by 37 CFR 3.71. Future correspondence will be mailed to the new address of record(37 CFR 1.33).

Customer Service Center
Initial Patent Examination Division (703) 308-1202

OFFICE COpy
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COMMISSIONER FOR PATENlS
UNITED STATES PATENT AND TRADEMARK OFFICE

'NASH'NClON. D.C. 20231

WWW.uspto.gov

08/850,073

FILING DATE

05/0211997

FIRST NAMED APPLICANT

ROBERT L. HESS

ATTY. DOCKET NQ.rnnE

016565-049

JAMES W. PETERSON, ESQ.
BURNS, DOANE, SWECKER & MATHIS, L.L.P.
P.O. BOX 1404
ALEXANDRIA, VA 22313-1404

CONFIRMATION NO. 4543

1111111111111111 millil millilll~ 1II1"~ 111I ~lllmllmlllllllllllllllUI
*oCOOOOOOO06229069*

Date Mailed: 06/26/2001

NOTICE REGARDING POWER OF ATTORNEY

This is in response to the Power of Attorney filed 06/19/2001.

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
above address as provided by 37 CFR 1.33.

Customer Service Center
Initial Patent Examination Division (703) 308-1202

OFFICE COpy
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SEP-04-2001 rUE 10:10 AN SUlth"" DOANE SWECKER FAX NO, P. 01/04

B~RNS ..
DURNG DOANl: &WECKffl & M""~I$ ~L"

ALEXt\NORIA, VIl1.GII'lIA
RIOOWOOD SHORES, CALIFORNIA

DURHAM, NORTlI CflROI.I!'lA

RECIPIENT INFORMATION

REPLY TO:

Suite 700
333 Twin Dolphin Drive
Redwood Shores. California 94065~1418

TELEPHONE: +1.650.622.2300

FACSIMILE: +1.650.622.2499

DATE: September 4, 2001

SENDER INFORMATION

To: Examiner Lacyk

Voice Tel. No.: 703-308-2995

Fax Tel. No.:

Your Ref.:

703-746-3334

08/850.073

From: Cindy A. Lynch

Voice Tel. No.: 650-622-2331

Sent By:

Our Ref.: 011683-012

Total Pages (Inc!. Cover Page): 4

RE: Serial No. 08/850,073 (Reissue)

MESSAGE:

NOTE: Tho information contained in this facsimile message is attorney-client privileged and contaIns cDnfldential
information intended onlv for the use of the peraonls) named above and others expressly authorized to ruc",lve
it. If you are not the intended recipient. you are hereby notified that any dls8IImlnllItlon, distribution or copying
of this message is prohibited and you are asked to notify us Immedlatelv by telephone and to return this message
to us by moil without copying it.

Any qucstionlll regarding compatibility should bit direoted to our OffIce Services Department lit +1.850.622.2300.

1806l1li&/001
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1400 Correction of Patents http://uspto-a-wsd-O IIMPEP2lbinIMPEP.exe...&Lb= 1400&Pn=56&Md=0&Jv=O&Fr=B&To= 183&80=

1 of 1

is relied upon to support the reissue application if:

(A) an en-or to support a reissue has been previously and properly stated in a reissue

oath/declaration in the application; and

(B) that error is still being corrected in the reissue application.

If applicant chooses to state any further error at this point (even though such is not
needed), the examiner should not review the statement of the further error.

The supplemental reissue oath/declaration must state an error which is relied upon to
support the reissue application only where one of the following is true:

(A) the prior reissue oath/declaration failed to state an error;

(B) the prior reissue oath/declaration attempted to state an error but did not do so
properly; or

(C) all errors under 35 U.S.C. 251 stated in the prior reissue oath(s)/declaration(s)
are no longer being corrected in the reissue application.

WHEN A SUPPLEMENTAL OATHlDECLARAnON MUST BE SUBMITTED

The supplemental oath/declaration in accordance with 37 CFR 1. I75(b)(l ) must be
submitted before allowance. See MPEP § 1444 for a discussion of the action to be taken
by the examiner to obtain the supplemental oath/declaration in accordance with 37 CFR
1.175Cb)(l), where such is needed.

Where applicant seeks to correct an error after allowance of the reissue application, a
supplemental reissue oath/declaration must accompany the requested correction stating

He 000183
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1400 Correction of Patents http://uspto-a-wsd-QIIMPEP2lbinIMPEP.exe...BP&Op=O&Lb= 1400&Pn=54&Fr=B&TI=1400JOC19

1 of 1

See MPEP § 1414.01 for a discussion of the requirements for a supplemental reissue
oath/declaration.

1414.01 Supplemental Reissue Oath! Declaration

If additional defects or errors are corrected in the reissue after the filing of the
application, a supplemental reissue oath/declaration must be filed, unless all errors
corrected are spelling, grammar, typographical, editorial or clerical errors which are not
errors under 35 U.S.C. 251 (see MPEP § 1402). In other words, a supplemental
oath/declaration is required where any "error" under 35 U.S.C. 251 has been corrected
and the error was not identified in the original reissue oath/declaration.

The supplemental reissue oath/declaration must state that every error which was
corrected in the reissue application not covered by the prior oath(s)/declaration(s)
submitted in the application arose without any deceptive intention on the part of the
applicant.

An example of acceptable language is as follows:

"Every error in the patent which was corrected in the present reissue application, and is not

covered by the prior declaration submitted in this application, arose without any deceptive

intention on the part ofthe applicant."

WHEN AN ERROR MUST BE STATED IN THE SUPPLEMENTAL
OATH/DECLARATION

In the supplemental reissue oath/declaration, there is no need to state an error which

He 000184 9/6/009:55 AM



SEP-04-2001 TUE 10:10 AM 8Uk. DOANE SWECKER FAX NO. P. 01/04

B~RNS .-
DURNG DOANE llWI!CK!1\ & M,,''''$ ~lP

AlEXANDRIA, VIRGINIA
RIWWOOD SHORES, CALIFORNIA
DURHAM, NORTlI CAROl. INA

RECIPIENT INFORMATION

REPLY To:

Suite 700
333 Twin Dolphin Drive
Redwood Shores, California 94065~1418

TELEPHONE: +1.650.622.2300

FACSIMILE: +1.650.622.2499

DATE: September 4, 2001

SENDER INFORMATION

To: Examiner Lacyk

Voice Tel. No.: 703·308-2995

Fax Tel. No.:

Your Ref.:

703-746-3334

08/850.073

From: Cindy A. Lynch

Voice Tel. No.: 650-622-2331

Sent By:

Our Ref.: 011683-012

Total Pages (lncl. Cover Page): 4

RE: Serial No. 08/850,073 (Reissue)

MESSAGE:

-
NOTE: Tho information contained in this facsimile message is attorn~y·clientprivileged and contaIns confidential
information intended only for the use of the person(.) "IIImed above and others expressly authori:led to receive
it. If you are not the intended recipient. you are hereby notified that any dissemination, distribution or copying
of this message is prohibited and you are asked to notify us Immedlatelv by telephone and to retl,Jrn this message
to us by moil without copying it.

Any questionlll regarding compatibility should be direoted to our OffIce ServlcBs Department pt +1.850.622.2300.

(BOSl\lla/ool
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SEP-04-2001 TUE 10: lOAM sm....... DOANE SWECKER
DEC 16 '92 04: .34F'I·1 B[r;::;11....'"..

FAX NO.

';.'.\"'''''~:
," :.

P. 02/04

PATENT
Attorney'Docket No. 011683..004

IN~ UNITED STATES PATENT AND TRADF.MARK omCE

In r, Application of

Robert L.' HESS

Serial No.: 07nSS,480

Filed: SCptember " 1991

For: METHOD AND APPARATUS FOR
R.BSTENOSlS 'I'RBATMBNT

)
)
)
)
)
)
)

. )
)
)

Group Art Unit: 330$

Bwnintr. J. Lacyk

DeCLARATION UNDER 37 CElt 11! 131

Honorable Commissioner of Patent! and Trademarks
Wuhil1lton. D.C. 20231

Sir:

I, Robert L. Hess, declare that:

1. 1 am the inventor of the subject matter claimed in U.S. Patent

Application Serial No. 07nSS,480.

2. &hibit A at1ached heretD disclolel a rnclhod for treatment and post

treatment of the sWlosed region of an artery. The method includOl steps of reducinl the

annular Itcmosed area within an artcly and advancinl a radioactive dose mean. within the

artery to the area af reduced stenosis. 'The radioactive dote mean.. b operati'l/el)'

connected to po.itionlna means and the advancina step is performed by moving the

po$ltioninl means. The method also includes steps or applying I radioactive dose to the

aru of rcduC81 s1cnosis by exposine the area of reduced ItmlOliS to the ~tive dOle

Exhibit A alia dl£closes appar8\us for POlt-trcalment of a ltenosed I'Clion of an artery thlLt

haa been reduced by Miioplasty or other meAns. The apparatus includes radioactive dose

He 000186



SEP-04-2001 rUE 10:10 AM BUR...... DOANE SWECKER
DEC 16 '92 84: ::t5FH 8[ISUI

, .,
, ..~

FAX NO,
....~..

~. t.,,· ,

P. 03/04
I ...

means and podtionin, means operatively coMected to the dose meanl for advlncina the

dose means and positioning the dose means within the stenosed region of an artery that

ha.s been reduced by anaiapluty ar other meanS. The po.ltionin, means is abo

operatively COM~ted to the d~ means tor withdrawing .the dose mean. from the artery.

Exhibit A was~ in the United Slates prior to December 11, 1989.

3. Work performed by me or under my direction relating to guide wira

and catheters fot \1SO with radioactive dose meMS to be used fot' treatment and POlt..

trealment of the stenosed relioD of an artery bu been onaolnam the United States from

prior to December 11, 19S9 throu,h the September 5, 1991 rUing date of U.S. Pat.ellt

Application Serial No. 071755,480.

. The undenianed inventor decla.res further that all statements made herein

01 his own knowlcd&e are true and that all statements made On In.ronnation ami belief are

bellevcd to be true and further that these statements are made with th~ knowledge that

willful false statements and the like so made are punishable by fine or lmprllOnment, or

both. under Section 1001 of TItle 18 of the United States Code and that such willful false

statementl may jeopardiu the validity of the application or any patent issuing thereon.

2
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EXHIBIT A
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Patent
Attorney's Docket No. 011683-012

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Reissue Application of

Robert L. HESS

Serial No.: 08/850,073 ..o"'?"f;

(Reissue of U.S. Patent No.~,~"'f1

Filed: May 2, 1997

For: APPARATUS FOR RESTENOSIS
TREATMENT

Group Art Unit: 3736

Examiner: J. Lacyk

DECLARATION OF ROBERT L. HESS
AS TO LOSS OR INACCESSIBILITY

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

I, Robert L. Hess, hereby declare that:

U.S. Patent No. 5,411,466 was assigned from me to United States Surgical by an

assignment dated December 15, 1997;

The Original U.S. Letters Patent No. 5,411 ,466 was transferred to United States

Surgical following the assignment;

I understand that United States Surgical cannot locate the above original letters

patent:

I have not been able to locate the above original letters patent and believe that it is

lost or inaccessible.

I further declare that all statements made herein of my own knowledge are true and

that all statements made no information and belief are believed to be true; and further, that

He 000189



OCT-03-2001 WED 08:34 AM BURNS DOANE SWECKER FAX NO.

Applicatioll No. 08{850,073
Attorney's Docket No. 011683-012

Page 2

P. 18

. these statements were made with tho knowledge that willful false !\tatemcms and the like so

madt:. arc punishable by fine or imprisonment. or both. under Section 1001 of Title 18 of

the United States Code. and that such willful false statement may jeopardize the validity of

the application or any patent issuing tllereoll.

Dated: October C!£z, •2001
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Patent
Attorney's Docket No. 011683-012

APPARATUS FOR RESTENOSIS
TREATMENT

For:

Filed: May 2, 1997

Robert L. HESS

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

0 ' P £ v", )In re Reissue Application of '-":"

OCT 1 0 2001 ~ ~ Group Art Unit: 3736
-<l ~&)
'"'1:; ~

Serial No.: 08/850,073 ~&TB.@Jt;r) Examiner: 1. Lacyk
(Reissue of U.S. Patent No. 5,411,466) )

)
)
)
)
)

SUPPLEMENTAL DECLARATION

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

I, Robert L. Hess, the above-named inventor, hereby declare that:

I am a citizen of the United States, and my residence is 35 Tagus Court, Portola

Valley, California, 94028.

I verily believe myself to be the original, first inventor of the invention described

and claimed in U.S. Letters Patent No. 5,411,466 (the "'466 patent") and for which

invention I have solicit a Reissue Patent.

I have reviewed and understand the contents of the specification and the claims of

the Reissue Application. I have also reviewed and understand the contents of the original

specification of Serial No. 08/219,179 (U.S. Pat. No. 5,411466) filed March 28, 1994 as a

continuation of Serial No. 071755,480 (U.S. Pat. No. 5,302,168) filed September 5, 1991.

I have also reviewed and understand the amendments to the specification and claims filed

herewith.
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I do not k.now and do not believe that said invention was ever known or used in the

United States of America before my invention thereof.

I acknowledge my duty to disclose all information known to me which is material to

patentabilily as defined in Title 37, Code of Federal Regulations. Sec. 1.56.

PETITIONER-further declares the following:

I verily believe the '466 patent may be at least partly inoperative or invalid for the

reason Ulatl claimed less than I had a right to claim in the '466 patent.

Every error in the patent which was corrected in the present reissue application, and

is nOl covereu by a prior oath or declarll.tion submitted in this application, arose without

deceptive intention on my part.

I further declare that all statements made herein of my own knowledge are true and

that all statements made no infonnation and belief arc believed to be troe; and further, that

these statements were made with the knowledge that willful false statemel'llS and the like so

made, are pWlishable by tine or imprisonment, or both, under Section 1001 of Title 18 of

the United States Code. and that such willful false statement may jeopardize the validity of

lhe application or any patent issuing thereon.

{\t\~
Dated: OCtober~, 2001
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Buminer: 1. Lacyk

Group Art Unit: 3305

IN THE UNITED STATES PATENT AND TRADEMARK OmCE

In re Application of )
)

Robert L. HESS )
)

Serial No.: 071755,480 )
)

Filed: September S, 1991 )
- )

For: METHOD AND APPARATUS FOR )
RESTENOSIS TREATMENT )

DECLARATION UNDER 37 cPR § 1,131

Honorable Commissioner of Patents and Trademarks
Washington, D,e. 20231

Sir·:
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I, Robert L. Hess, declare that:

1. 1 am the inventor of the subject~ claimed in U.S. Patent

Application Serial No. 07I7SS,480.

2. E.xhibit A attached hereto disclose! a method for treatment and post

treatment of the stenosed region of an artery. The method includes steps of reducing the

annular stenosed area within an artery tnd advancing a radioactive dose means within the

artery to the area of reduced stenosis. The radioactive dose means is operatively

connected to positioning means and the adv~cing step is perfonned by moving the

positioninl means. The method also lncludea steps of applying a radioactive dose to the

area of reduced stenosis by exposing the aml of reduced stenosis to the radioactive dose

means and removing the dose means from the arter)' by mOvh1g the positioning means.
-

Exhibit A also discloses apparatus for post-treatment of a stenosed region of ail artery that

has been reduced by anaioplasty or other means. The apparatus includes radioactive dose

He 000193
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means and positioning means operatively COMected -to the dose means for advancing the

dose means and positioning the dose means within the stenosed region of an artery that

haJ been reduced by angioplasty or other means: The positioning means is also

operatively connected to the dose means for withdrawinl_the dose means from- the artery.

Exhibit A was prepared in the United States prior to December 11, 1989.

3. Work performed- by me or under my direction relating to guide wires

and catheters for use with radioactive dose means to be used for treatment and post.

treatment of the stenosed region of an artery has been ongoing in the United States from

prior to December 11, 1989 through the September 5, 1991 filing date of U.S. Patent

Application Serial No. 071755,480.

The undersianed inventor declares further that all statements made herein

of his own knowledae are true and that all statements made on information and bellef are

believed to be true and further that these statements are made with the knowledge that

willful false statements and the like so made are punishable by fine or imprisonment, or

both, under Section 1001 of Title 18 of the United States Code and that such willful false

statements may jeopardiu the validity of the application or any patent issuing thereon.

Date
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PATENT
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P, 02/04

Group Art Unit: 33M

IN TBliHJNlTED STATES PATEN'1' AND TRADEMAlUC OFFICE

In r, Application of )
)

Robert L.· JlBSS )
)

Serial No.: 07nSS,.80 )
)

Filed: SCptember', 1991 )
- )

Por: METHOD AND APPARATUS POR )
USTBNOSlS TRBATMBNT )

DECLABATION UNDER 37 CER I L.131

Honorable Commiutonor of Patent.! and Trademarks
Wuhiqton. D. C. 20131

Sit:

I, Robert L. Hess, declare that:

1. I am the inventor of the lubje<1t matter claimed in U.S. Patent

AppUcation Serial No. 07nS~,480.

2. Exhibit A attached hereto dlscloJe.l a method for treatment and post

treatment ot the .=to.ted region or an artery. The method lnc1udos step. of reducinl the

annular Itcnosed area within an artery and BdvBncinl • radioactive dose mean. within the

wry to the area ot reduced stenosis. The radiOlCtive dose MWlI .. operativel)'

connected to politionina mans and the advancinr step il performed by moving the

po~ltlon1n1 mean•• The method also includes atepl of applyinll radioutive dose to the

area of reduced stenosis by exposine the area of reduced st.eno.is to tha ~tive dOle

mean. and l'm1ov1ng the dose means from the arte.ry by movhll the poaitionina mean••

Exhibit A allC di£closes appar8\us for polt-trealment of a stenosed I'elion of an artery that

hu been reduced by Mliopwty or other meAnS. The apparatus includes radioactivl!l dose
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Robert L. HESS

Date of Deposit: October 10,2001

Patent
Attorney's Docket No. 011683-012

Group Art Unit: 3736

PETITION FOR EXTENSION OF TIME

Application No.: 08/850,073
(Reissue of U.S. Patent No. 5,411,466)

Filed: May 2, 1997

For: APPARATUS FOR RESTENOSIS
TREATMENT

Examiner: J. Lacyk
-l
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Assistant Commissioner for Patents
Washington, D. C. 20231

Sir:

The following extension of time is requested to respond to Office Action dated April 11,

2001 :

three months to October 11, 2001 ; the extension fee is:

[ ]

[X] $460.00 (217) [] $920.00 (117).

The shortened statutory period has been reset by an Advisory Action dated

to Deposit Account No. 02-4800.

[XJ

[ ]

An extension fee in the amount of $ 460.00

Charge $ _

is enclosed.

The Commissioner is hereby authorized to charge any appropriate fees under 37 C.F.R.

§§ 1.16, 1.17 and 1.21 that may be required by this paper, and to credit any overpayment, to

Deposit Account No. 02-4800. This paper is submitted in duplicate.

11\/lt:./:Jnlll l'tI.lnt nC'l)l nllIII\IIQI;j7 1I11l1~1I1\'':l Rpc:npr:tfnll" c11h".,ittpr!... ., -- _.,

03 FC:217 4~O.OO OP

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650) 622-2300

Date: October 10, 2001

BURNS, DOANE, SWECKER & MATHIS, L.L.P.
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For:
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,&' Attorney's Docket No. 011683-012

~ ~

IN THE UNITED STATES~~&~ANDTRADEMARK OFFICE) ~
In re Reissue Application of ) .YI t ~

)
) Group Art Unit: 3736 (I:'> 1l--?
)

Serial No.: 08/850,073 ) Examiner: J. Lacyk
(Reissue of U.S. Patent No. 5,411,466) )

)
)
)
)
)

Express Mail Label No. EL 901833901 US

AMENDMENT

Assistant Commissioner for Patents
Washington, D. C. 20231

Sir:

In response to the Office Action dated April 11, 2001, please amend the application

as follows:

In the Specification:

Please amend the specification as follows:

At column 4, replace the two paragraphs beginning on line 4 and ending on line 23

with the following new paragraphs:

---

Nc 000199

1'\ \
~

With regard to all embodiments of the subject invention, "radioactive dose" means

bombardment by particles emitted from radioactive materials including, but not limited to,

materials such as Radon 222, Gold 198, Strontium 90, Radium 192, and Iodine 125. These

materials may be incorporated into or delivered in a solid, liquid, or gaseous form, and the

delivery of such forms is considered to be within the scope of the subject invention.

10/1&/2001 "WOlDER1 00000097 08850073

01 FC:202 42.00 oro
02 FC:203 54.00 or
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FIG. 5 illustrates an alternate embodiment of the subject invention in the form of

apparatus shown generally at 48. Sheath 50 of said device is preferably made from a

helically wire wound member to provide a measure of shielding for the radioactive dose

means. Device 48 includes positioning means 52 which is a motion wire providing slidable

G\ motion of the radioactive dose means 54 within the sheath. Radioactive dose means 54 is

thus positionable proximate to the lesion site 56 of artery segment 58 in a deployed

configuration and retractable within sheath 50 in a non-deployed configuration for insertion

and removal within the artery seg~m:en~t~5~8~. ---------:::---------

In the Claims:

Please cancel Claim 18 without prejudice or disclaimer of the subject matter

contained there.

Please amend Claims 6, 10, and 17 as follows:

-----
------ Q... Apparatus for post-treatment of a stenosed region of an artery that has been

reduced by angioplasty or other procedure comprising:

radioactive dose means for emitting radiation:

(1 /~ a devicifvositioned in spaced relation to the dose means: and

L/ positioning means operatively cOnnected to said device for advancing said

device and dose means within the stenosed region of an artery that has been reduced by

an~ioplasty or other procedure. said positioning means also being operatively connected to

said device and dose means for positioning the device and dose means b~n.a first

position and a second position. wherein in the first position the dose means is positioned

within the stenosed region of the artery in a non-deployed configuration and a second

position wherein the dose means is in a deployed configuration for treating at least a portion

of the stenosed region of the artery. said positioning means being operatively connected to

said device and dose means for withdrawing said device and dose means from the artery

He 000200
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after said radioactive dose means is exposed to the stenosed region for a period of time

sufficient to reduce restenosis of the stenosed region.

7. The apparatus of Claim 6. wherein the dose means is in solid form.

B... The apparatus of Claim 6. wherein the dose means is in liquid form.

2..,. The apparatus of Claim 6. wherein the dose means is in gaseous form.

10. Apparatus for post treatment of a stenosed region of an artery that has been

reduced by angioplasty or other procedure comprising:r a radiation source: and

(\ : a catheter having at least one lumen adapted to deliver said radiation source

U within the stenosed region of an artery that has been reduced by angioplasty or other

procedure. said catheter also being adapted to at least partially reposition relative to the

radiation source for treatment when positioned within the stenosed region of an artery. the

catheter being adapted to at least partially reposition to withdraw said radiation source from

the artery after said radiation source is exposed to the stenosed region for a period of time

sufficient to reduce restenosis of the stenosed region.

lL. The apparatus of Claim 10, wherein the radiation source is in solid form.

12. The apparatus of Claim 10. wherein the radiation sQUfceis in aJiquidJQrm.

13. The apparatus of Claim 10. wherein the radiation source is in gaseous form.

14. The apparatus of Claim 10. wherein the catheter includes a balloon. the

catheter defining at least one hole distal to the balloon and at least one hole proximal to the

balloon.
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1i.. The apparatus of Claim 14. wherein the catheter includes a first lumen in

fluid communication with the balloon.

16. The apparatus of Claim 15. wherein the catheter defines a plurality of

perfusion holes and includes a second lumen in fluid communication with perfusion holes

which allow perfusion of blood in the artery durini inflation of the balloon.

17. The apparatus of Claim 10. wherein the radiation source provides a radiation

dose to the stenosed region through a window in the catheter!

19. The apparatus of Claim 10. wherein the catheter includes a balloon capable

of reducini the stenosed region and simultaneously performing the post-treatment by
I

forcing a balloon into contact with a lesion. the balloon being inflated by a fluid having the

radiation dose means incorporated therein.

20. The apparatus of Claim 6. wherein the radioactive dose means for emitting

radiation is positioned within the device. the device defining a housing. wherein in the first

position the dose means is shielded from treating the stenosed region and in the second

position the housing is deployed to at least partially expose the dose means to the stenosed

region of the artery.

21. The apparatus of Claim 20. wherein in the second deployed position a sheath

is withdrawn relative to the dose means positioned in the stenosed region 10 exoose the

stenosed region to the dose means.

23. The apparatus of Claim 20. wherein the housing defines a window and a

cover for the window such that in the second position the window is open and exposing the

stenosed region to the dose means.
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24. The apparatus of Claim 10. wherein the catheter includes a balloon with

radioactive dose means for emittin~ radiation incorporated into and enclosed within the

material of the balloon and the balloon is expanded in the second deployed confi~uration
. I

positionin~ the balloon at least partially in contact with the stenosed re~ion of the artery.

25... The apparatus of Claim 24. wherein the portion of the device that is

expanded includes a balloon with the dose means positioned on the surface of the balloon.

~ The apparatus for post-treatment of a stenosed re~ion of Claim 17. wherein

the dose means is a liquid.

The apparatus for post-treatment of a stenosed re~ion of Claim 17. wherein

the dose means is a gas.

30. The apparatus for post-treatment of a stenosed re~ion of Claim 24. wherein

the dose means incorporated into the balloon material is a solid.

31. The apparatus for post-treatment of a stenosed re~ion of Claim 24. wherein

the dose means incorporated into the balloon material is a liquid.

.32... The apparatus for post-treatment of a stenosed region of Claim 24. wherein

the dose means incorporated into the balloon material is a ~as.

33. The apparatus for post-treatment of a stenosed re~ion of Claim 23. wherein

the apparatus controls the exposure of the dose means by controllin~ the radial direction

and axial position of the window.

----------------~

Please add Claims 34-40 as follows.
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Page 6\---34. Apparatus for post-treatment of a stenosed region of an artery that has been

reduced by angioplasty or other procedure comprising:

radioactive dose means for emitting radiation:

a device movable with respect to the dose means: and

positioning means configured to advance said device and dose means within

the stenosed region of an artery that has been reduced by angioplasty or other procedure.

said positioning means also configured position the device and dose means between a first

position and a second position. wherein in the first position the dose means is positioned

within the stenosed region of the artery in a non-deployed configuration and a second

position wherein the dose means is in a deployed configuration for treating at least a portion

of the stenosed region of the artery. said positioning means configured to withdraw saido') device and dose means from the artery after said radioactive dose means is exposed to the

stenosed region for a period of time sufficient to reduce restenosis of the stenosed region.

35. The apparatus of Claim 34. wherein the dose means is in solid form.

36. The apparatus of Claim 34. wherein the dose means is in liquid form.

37. The apparatus of Claim 34. wherein the dose means is in gaseous form.

~ The apparatus of Claim 34. wherein the radioactive dose means for emitting

radiation is positioned within the device. the device defining a housing. wherein in the first

position the dose means is shielded from treating the stenosed region and in the second

position the housing is deployed to at least partially expose the dose means to the stenosed

region of the artery.

39. The apparatus of Claim 38. wherein in the second deployed position a sheath

is withdrawn relative to the dose means positioned in the stenosed region to expose the

stenosed region to the dose means.
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40. The apparatus of Claim 38. wherein the housing defines a window and a

cover for the window such that in the second position the window is open and exposin2 the

stenosed region to the dose means.

----------
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REMARKS

Applicants would like to thank Examiner Lacyk for the courtesy extended in the

telephone interview conducted on September 5,2001. Claims 1-17, 19-21,23-25, and 28

40 are currently pending.

As discussed in the telephone interview, enclosed herewith is a copy of a declaration

of the inventor Robert Hess under 37 C.F.R. 1.131 executed on December 6, 1992 and

previously filed in the parent application, serial number 071755,480. Also enclosed is a

Supplement Reissue Declaration as required in the Office Action.

In the Office Action, the Examiner has indicated that the Amendment filed

December 8, 2000 is improper because the specification does not include underlining of the

additions and the new claims lack the proper underlining. The foregoing amendments have

been submitted in the proper format including underlining of the added subject matter in the

specification and underlining of all the new claims. For ease of entry of the amendments,

all the new pending claims 6-17, 19-21, 23-25, and 28-40 have been reproduced in this

Amendment. Claims 1-5 of the original patent have been indicated to be allowed.

Rejection under 35 U.S.c. §102

In the Office Action, Claims 10 and 11 were rejected under 35 U.S.c. §102(b) as

being anticipated by Weinstein et al. As discussed in the telephone interview with the

Examiner, the Declaration under 37 C.F.R. 1.131 submitted in the parent application, a

copy of which is enclosed herewith, establishes a date of invention for the claimed

invention prior to the September 6, 1990 earliest filing date of Weinstein et al.

Accordingly, the rejection under 35 U.S.c. §102 based on Weinstein et al. shonlci hI":

withdrawn.

In the foregoing amendments, the amendments made to Claims 6, 10, and 17 in the

Preliminary Amendment filed on December 5, 2000, have been reversed. These

amendments made in the December 5, 2000 Preliminary Amendment were unnecessary

since Weinstein et al. is not prior art. The amendments to Claims 19-21, 23, and 24 made

in the December 5, 2000 Preliminary Amendment have not been removed because these

He 000206
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amendments were made for purposes of clarification and not for purposes of distinguishing

from Weinstein et al.

In addition, Claim 33 has been amended to depend from Claim 23 to provide

antecedent basis and the term "cut out" has been amended to "window" for consistency.

Rejection under 35 U.S.C. §112

Claims 10 and 18 were rejected under 35 U.S.C. §112, second paragraph, as being

indefinite. Claim 18 has been canceled in order to expedite prosecution. In addition, the

objectionable language "in close proximity" in Claim 10 has been removed by the foregoing

Amendment.

New Claims 34-40 have been added in this amendment to further define the

protection to which Applicant is entitled. Claims 34-40 are allowable over the prior art for

at least the same reasons as Claims 6 and 10.

Finally, Applicants note that the original patent or an affidavit or declaration as to

loss or inaccessibility of the original patent must be received before this reissue application

can be allowed. The original patent is believed to have been lost. Two Declarations as to

Loss or Inaccessibility are submitted herewith setting forth the facts resulting in the loss.
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All outstanding matters in the Office Action are believed to be addressed by the

foregoing amendments. In the event that there are any questions concerning this

Amendment, or the appliCation in general, the Examiner is respectfully urged to telephone

the undersigned attorney so that prosecution may be expedited.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650)622-2300

Date: October 10, 2001

By: c~~-=-clt_-
Registration No. 38,699
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Patent Application of .

Robert L. HESS

Application No.: 08/850,073
(Reissue of U.S. Patent No. 5,411,466)

Filed: May 2, 1997

For: APPARATUS FOR RESTENOSIS
TREATMENT

)
)
) Group Art Unit: 3736
)
) Examiner: J. Lacyk
)
)
)
)
)
)

AMENDMENT/REPLY TRANSMITTAL LETTER

Assistant Commissioner for Patents
Washington, D.C. 20231

Enclosed is a reply for the above-identified patent application.

A Petition for Extension of Time is also enclosed.

~
(")

W
--.I 0
c:> C'?
o -I

::I: co»
r ~~

?J =o
A Terminal Disclaimer and a check for [ ] $55.00 (248) [ ] $110.00 (148) to cove~e
requisite Government fee are also enclosed.

[XJ

[ ]

Sir:

[XJ Also enclosed is Declaration of Kathleen Tracy as to Loss or Inaccessibility; Declaration
of Robert L. Hess as to Loss or Inaccessibility; Supplemental Declaration (of Robert L. Hess); and
Declaration under 37 CFR §1.131 dated December 6. 1992

[XJ Small entity status is hereby claimed.

[] Applicant(s) request continued examination under 37 C.F.R. § 1.114 and enclose
the[ ] $370.00 (279) [ ] $740.00 (179) fee due under 37 C.F.R. § 1.17(e).

[ ] Applicant(s) previously submitted _, on _, for which continued examination is
requested.

[] A Request for Entry and Consideration of Submission under 37 C.F.R. § 1.129(a)
(146/246) is also enclosed.

[] No additional claim fee is required.

(10/00)
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Amendment/Reply Transmittal Letter
Application No. 08/850,073

Attorney's Docket No. 011683-012
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[XJ A additional claim fee is required, and is calculated as shown below:

A,MENI>.EP Glt.t\I MS . ........
HIGHEST No.

No. OF OF CLAIMS EXTRA RATE
ADDT'L

CLAIMS PREVIOUSLY CLAIMS FEE
PAID FOR

trotal Claims 36 MINUS 30 = 6 x $18.00 (103) = 108.00

Independent Claims 6 MINUS 5 = 1 x $84.00 (102) = 84.00

If Amendment adds multiple dependent claims, add $280.00 (104)

trotal Amendment Fee 192.00

·If small entity status is claimed, subtract 50% of Total Amendment Fee 96.00

rrOTAL ADDITIONAL FEE DUE FOR TIDS AMENDMENT .. $96;OQ

[XJ A claim fee in the amount of $ 96.00 is enclosed.

[ ] Charge $ to Deposit Account No. 02-4800.

The Commissioner is hereby authorized to charge any appropriate fees under 37 C.F.R.

§§ 1.16, 1.17, 1.20(d) and 1.21 that may be required by this paper, and to credit any overpayment,

to Deposit Account No. 02-4800. This paper is submitted in duplicate.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650) 622-2300

Date: October 10, 2001

(10/00)
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Applicant(s)

~..u--
---.-------.-..,-----------'-,

Application No.

08/850,073 HESS

Office Action Summary Examiner Art Unit

John P Lacyk 3736

__ 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 J MONTH(S) 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, maya reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication. .' . .
_ If the period for reply specified above is less than thirty (30) days, a ~eply.within the stat~ory !'1inimum of thirty (30) days WIll ~ .consldered ".mely. ..
_ If NO period for reply is specified above, the maximum statutory penod WIll apply and WIll expire SIX (6) MONTHS from the mailing date of thiS communrcallon.
_ 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

1)[gI

28)0

3)0

Responsive to communication(s) filed on 1011012001 .

This action is FINAL. 2b)~ This action is non-final.

Since this application is in condition for allowance except for fonnal 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

4)[gI Claim(s) 1-17,19-21,23-25 and 28-40 is/are pending in the application.

4a) Of the above claim(s) __ is/are withdrawn from consideration.

5)[gI Claim(s) 1-5 is/are allowed.

6)~ Claim(s) 6-17,19-21,23-25 and 28-40 is/are rejected.

7)0 Claim(s) __ is/are objected to.

8)0 Claim(s) __ are subject to restriction and/or election requirement.

Application Papers

9)0 The specification is objected to by the Examiner.

10)0 The drawing(s) filed on __ is/are: a)D accepted or b)O 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).

11)0 The proposed drawing correction filed on __ is: a)O approved b)D disapproved by the Examiner.

4) 0 Interview Summary (PT0-413) Paper No(s). __ .
5) 0 Notice of Informal Patent Application (PTO-152)
6) D Other:

If approved, corrected drawings are required in reply to this Office action.

12)0 The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. §§ 119 and 120

13)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (t).

a)D All b)D Some * c)D None of:

1.0 Certified copies of the priority documents have been received.

2.0 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 receiver! in this Natiol'll=!1 StROP.

.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.

14)0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application).

a) 0 The translation of the foreign language provisional application has been received.

15)0 Acknowledgment is made of a claim for domestic priority .under 35 U.S.C. §§ 120 and/or 121.

Attachment(s)

1) [gI Notice of References Cited (PTO-892)
2) 0 Notice of Draftsperson's Patent Drawing Review (PTO-948)
3) 0 Information Disclosure Statement(s) (PTO-1449) Paper No(s) __ .

U.S. Patenl and Trademark OffICe

PTO-326 (Rev. 04-01) Office Action Summary Part of Paper No. 19
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Application/Control Number: 08/850,073

Art Unit: 3736

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

Page 2

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.

2. Claims 14-17,19,23-25,28-33 are rejected under 35 U.S.C. 112, second

paragraph, as being indefinite for failing to particularly point out and distinctly claim the

subject matter which applicant regards as the invention.

In claim 19 the use of "capable of' is indefinite as stated in previous actions, in which

the language had been removed and now is again placed in the claim. Also as stated

previously claims 14 and 19 appear to add the balloon into the claims making it unclear

how the current claims are not duplicates of the existing independent claims. Similarly

with claims 17, 23-24 and 40.

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless -

(b) the invention was patented or described in a printed pUblication in this or a foreign country or in public
use or on sale in this country, more than one year prior to the date of application for patent in the United
states.

4. Claims 6-7,10-11,20-21,34-35,38-39 are rejected under 35 U.S.C. 102(b) as

being anticipated by Lemelson.

Lemelson discloses a radioactive dose means that has a positioning means for

advancing and withdrawing the dose means The dp,vir.e h::l~ 8 rp.tr~l"';t8ble c;:h~::,th th::,t

is removed to expose the dose means to the treatment area. The device is positioned

from a "non-deployed configuration" when the radioactive source is enclosed to a

"deployed configuration" when the radioactive source is exposed to the treatment area,

He 000213



Application/Control Number: 08/850,073

Art Unit: 3736

Page 3

where the source and device are repositioned relative to one another the deploy the

radioactive source.

5. 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.

6. Claims 8-9, 12-13,36-37 are rejected under 35 U.S.C. 103(a) as being

unpatentable over Lemelson.

While Lemelson discloses the use of a radioactive source in the form of a solid, it is well

known in the art to use radioactive material in different forms. Therefore a modification

of Lemelson such that the radioactive source is a liquid or gas would have been obvious

to one skilled in the art.

7. Applicant's arguments with respect to claims 6-17, 19-21, 23-25 have been

considered but are moot in view of the new ground(s) of rejection.

8. Claims 1-5 are allowed.

9. Any inquiry concerning this communication or earlier communications from the

exc:uniner should be C1rected to Jonn ... LacyK wnose telephone number is 703-308-

2995. The fax phone numbers for the organization where this application or
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Application/Control Number: 08/850,073

Art Unit: 3736

Page 4

proceeding is assigned are 703-308-0758 for regular communications and 703-308-

0758 for After Final communications.

10. Any inquiry of a general nature or relating to the status of this application or

proceeding should be directed to the receptionist whose telephone number is 308-0858.

J.P. Lacyk
January 24, 2002
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. Attachmeiu for PTO-IoJ.t.8.,.(Rc\. 0310 J. 0,. carlier·)
6/18/01

The below text replaces the pre-printed text under the heal
"Information on How !o Effect Drawing Changes,~'..on thr
of the PTO-948 (Rev. 03/0 I, or .earlier) form.

INFORMATION 0." HO\\ TO £FF£CT DR·\\\ '\'(; (fI·\\(;t::~

I. Corrt'C'lion of Informalilits .- 37 eFR 1.8:'

New corrected drawings mus' be tiled ~'i"l Ihe (h.,"::e~ .'I\,:orporalctJ IlI"r"II ,
Identifying indiCia. Ifprovided. should Include 'he IIIie' of the InVenllon
inventors name. and applicallon number. or dockel number (II any) ,fan
application number has nOI been ass,g~ed to the appltcaflon If thIS In'ormallo
provided. it must be placed on the "ront 0" each sh~el illld (t"nlered \\·Illun ..hc I.

margin. If corrected drawings are required In a Notice of Allowablluy ePTOl·
37). the new drawings MUST be filed within the THREE MONTH shonened
statutory period set for reply in the Notice or Atlowablllly E,tensions ofume
may NOT be obtained under the provisions or 37 CFR I 136(a) or (b) for filiny
the correaed drawings after the mailing of a Notice of Allowability The
drawings should be filed as a separate paper with a lranSm'lIillleuer addressed I
the Official Draftsperson

:"

2. Corrections other than Informalities Noted by Ora(tsperson on form PT'
941.

All changes to the draWings. other than Inlormalallcs nOlca by lilt: Uransperwn
MUST be nw.cje in the same manner a.s above c:xccpllhat. normally. ~ highliglll
(preferably red ink) sketch ofthc changes to be Incorporated into thl new
drawings MUST bt approved by the examiner before Ihe apphCiltlon Will be
allowed No changes Will be permuted (0 be made IJlher than cor:ectlon 1,)\

informalities. unless the examiner has approved the proposed changes

Timing of Corrections

.".p~\:c;::nt i5 j~G~i;,~d iv ;)\iUIIIIl lin: urawmgcorrectlOns wltlHn tile
tllne period set m the attached~Ofticecommunlcatlun ~ee"\7 CFR
1.85(a)

Failure 10 take corrective action wttlun the set penod Will result III

ABANDONMENT of the application
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U S PATENT DOCUMENTS
/ ..

Document Number Date Name Classification
* Country Code-Number-Kind Code MM-YYYY

A US-4,588, 395 05-1986 Lemelson

B US-

C us-

D US-

E US-

F US- t
I

G US- I

H US-

I US-

J US-

K US-

L US-

M US-

Application/Control No. Applicant(S)lPatent Under
Reexamination

08/850,073 HESS

Notice of References Cited Examiner Art Unit

3736
Page 1 of 1

John P Lacyk

-

FOREIGN PATENT DOCUMENTS

*
Document Number Date

Country Name ClassificationCountry Code-Number-Kind Code MM-YYYY

N

0

P

a

R

s

T

NON·PATENT DOCUMENTS

A copy of thIs reference IS not being furnIshed with thiS Office actIon. (See MPEP § 707.05(a).)
Dates in MM-YYYY format are publication dates. Classifications may be US or foreign.

* Include as applicable: Author, Title Date, Publisher, Edition or Volume, Pertinent Pages)

U

V

W

X

*

U.S. Patent and Trademark Office

PTO-892 (Rev. 01-2001) Notice of References Cited Part of Paper No. 19
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copy OF PAPERS
ORIGINALLY FILED

Filed: May 2, 1997

Application No.: 08/850,073

Robert L. HESS

PETITION FOR EXTENSION OF TIME

Assistant Commissioner for Patents
Washington, D.C. 20231

I HEREBY CERTIFY THAT THIS CORRESPONDENCE IS BEING DEPOSITED WITH THE UNITED STATES POSTAL SERVICE WITH
SUFFICIENT POSTAGE AS FIRST CLASS MAIL IN AN ENVELOPE ADDRESSED TO: ASSISTANT COMMISSIONER FOR PATENTS,

WASHINGTON, D.C., 20231, ON: ~ ~

~;~.~24.2002 By. I1.U<mI~ ~
(c.::- \ ~ 'I . VI \ Joy A. Roeder te~y'

o \\ \ 1\'1>~ ~')) Attorney's Docket No. Q1I6~:12 '1V IN THEt,'NITED !lTATES PATENT:AND~ OJ1J':IlCE .:;
• ' .. \ . ,'f "

In re Patent Application of "...: .\.. "'~ ), .
.! !~~.' 0:J .' .~ ~.!_ ;-t)

I'; l ~:"i'C .~:5 Dprou,l? ~~ItJnit: 3736

) Examiner: J. Lacyk
)
) Confinnation No.:
)

For: APPARATUS FOR RESTENOSIS TREATMENT )

Sir:
~.

The following extension of time is requeste(\ to re~ond to the Qft;ice,twtism dated January

30. 2002 :

two months to June 30.2002 ; the extension fee is:

[X] $200.00 (216) [] $400.00 (116).

[X] An extension fee in the amount of $ 200.00 is enclosed.

[] Charge $ to Deposit Account No. 02-4800.

The Commissioner is hereby authorized to charge any appropriate fees under 37 C.F.R.

§§ 1.16, 1.17 and 1.21 that may be required by this paper, and to credit any overpayment, to

Deposit Account No. 02-4800. This paper is submitted in duplicate.

07/05/2002 MBERHE 00000052 08850073
03 FC:216 200.00 OP

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650) 622-2300

Date: June 21, 2002

(05102)
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Group Art Unit: 3736

Examiner: J. ,Lacyk

COPY OF PAPERS
ORIGINALLY FILED

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

APPARATUS FOR RESTENOSIS
TREATMENT

Filed: May 2, 1997

For:

Robert L. HESS

)
)
)
)

Serial No.: 08/850,073 )
(Reissue of U.S. Patent No. 5,411,466) )

)
)
)
)
)

AMENDMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

I HEREBY CERTIFY THAT THIS CORRESPONDENCE IS BEING DEPOSITED WITH THE UNITED .
STATES POSTAL SERVICE WITH SUFFICIENT POSTAGE AS FIRST CLASS MAIL IN AN ENVELO~
ADDRESSED TO: ASSISTANT COMMISSIONER FOR PATENTS, WASHINGTON, D.C., 20231, ON: V 1

1
___.I?~te:....JUne24.2002 BY~ Q. Gl!ldlb= (;;{f'i' [ vi, oy . Roeder Patent Cf'J v

( l\\\. \\ , 'l1\~1 -~ Attorney's Docket No. 011683-012

~
.. ,

r. ,.-: ..
~r.pO,! ....:;:.J/

In re Reissue Application of

Sir:

In response to the Office Action dated January 30, 2002, please amend the

application as follows:

In the Claims:

Please cancel Claims 23 and 40 without prejudice or disclaimer of the subject matter

contained therein.

Please amend Claim 19 as follows:

19. The apparatus of Claim 10. wherein the catheter includes a balloon inflated

~ a fluid havin2 the radiation dose means incomorated therein.

07/05/2002 MBERHE 00000052 08850073

01 FC:203 45.00 UP
02 FC:202 42.00 OP
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 2

Please add Claims 41 - 46 as follows.

!L. The apparatus of Claim 6, wherein the radioactive dose means is

incorporated into a liquid for delivery.

~ The apparatus of Claim 10, wherein the radioactive dose means is

incorporated into a liquid for delivery.

~ The apparatus of Claim 34, wherein the radioactive dose means is

incorporated into a liCWid for delivery.

44. Apparatus for post-treatment of a stenosed re~ion of an artery that has been

reduced by an~iQPlastyor other procedure comprjsin~;

a radioactive dose means for emittin~ radiation:,

a sheath for deliverin~ the radioactive dose means to and removin~ the

radioactive dose means from the stenosed re~ion of an artery that has been reduced by

an~ioplasty or other procedure: and

means for movin~ the sheath and the radioactive dose means with respect to

one another to move the radioactive dose means from a non-d«plo.yed and shielded position

to a deployed and unshielded position for a period of time sufficient to reduce restenosis of

the stenosed re~ion.

incorporated into a liquid for delivery.

~ The apparatus of Claim 44. wherein the radiation source provides a radiation

dose to the stenosed re~ion through a window in the catheter.

NC 000220
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 3

REMARKS

Reconsideration and allowance of the above-identified reissue application are

_respectfully requested. Claims 1-17, 19-21,23-25, and 28-40 are currently pending.

Claims 1-5 of the original patent have been indicated to be allowed.

Enclosed is a Supplemental Reissue Declaration as required.

Rejection under 35 U.S.C. §112

Claims 14-17, 19,23-25, and 28-33 have been rejected under 35 U.S.C. §112,

second paragraph, as being indefinite. The term "capable of' inClamii9hasbeen

objected to and has been removed by the forgoing amendment.

The Office Action states that Claims 14, 17, 19, 23, 24, and 40 appear to be

duplicates of the existing independent claims. These dependent claims differ from the

original independent Claims 1, 3, and 5 as for at least the following reasons.

Claim 14 recites a catheter including a balloon. Claim 14 also recites at least one

hole distal to the balloon and at least one hole proximal to the balloon. The original Claim

1 does not described the distal and proximal locations of the holes.

Claim 17 recites that the radiation source provides a radiation dose to the stenosed

region through a window in the catheter. In contrast, original Claim 3 describes the

• window more specifically as a cut-out in a sidewall and includes a sheath covering the cut

out.

Claim 19 recites a balloon inflated by a fluid having the radiation dose means

incorporated therein. In original Claim 1, the radiation dose means is not incorporated in a

fluid in the balloon.

Claim 23 has been canceled.

Claim 24 recites a balloon with radioactive dose means incorporated into and

enclosed within the material of the· balloon. In contrast, Claim 1 does not describe the

location of the dose means and Claim 2 recites that the dose means is distributed around the

balloon.

Claim 40 has been canceled.

lie 000221
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 4

R~ections under 35 U.S.C. §102 and §103

In the Office Action, Claims 6, 7, 10, 11, 20, 21, 34, 35, 38, and 39 were rejected

. under 35 U.S.C. §102(b) as being anticipated by Lemelson. Claims 8, 9, 12, 13, 36, and

37 have been rejected under 35 D.S.C. §103(a) as being unpatentable over Lemelson.

The rejected independent Claims 6, 10, and 34 each recite a treatment apparatus

having a radioactive dose means and a positioning means. The positioning means is

claimed as "configured to withdraw the... dose means from the artery" or "operatively

connected to... the dose means for withdrawing the... dose meaDSfrorn: the artery.

Lemelson describes a device for depositing a medication at a location in the body.

The Lemelson device as is clearly described throughout the patent is an ejector or implanter

for delivering a device or medication 37 into body tissue. (See column 1, lines 15-20 and

49-53, column 2, lines 32~36, 45, and 59-65). There is no teaching or suggestion in

Lemelson to provide a device configured or connected to withdraw the dose means from the

artery after use. Accordingly, the claims are allowable over Lemelson.

With respect to Claims 8, 9, 12, 13, 36, and 37 the Office Action states that a

modification of Lemelson such that the radioactive source is a liquid or gas would have

been obvious to one skilled in the art. Applicant respectfully disagrees. Lemelson

specifically states that the material to be implanted with the device is a solid material. (See

column 2, lines 32-33). There is no teaching or suggestion in Lemelson of using a liquid or

gas medication. In addition, Lemelson is directed to placement of the medication at a

predetermined position within the tissue. This predetermined positioning cannot be

achieved with a liquid or gas medication which will move within the body duct once

delivered.

New Claims 41-46 have been added to further define the protection to which

applicant is entitled.

All outstanding matters in the Office Action are believed to be addressed by the

foregoing amendments. In the event that there are any questions concerning this

He 000222
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 5

Amendment, or the application in general, the Examiner is respectfully urged to telephone

the undersigned attorney so that prosecution may be expedited.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L,L.P.

•

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650)622-2300

Date: June 21,2002

By: -....-:......:....JL...:..:I~r-t..-I.I~.cp.-;~ _

Cindy A. Ly c
Registration o. 38,699
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Patent
Attorney's Docket No. 011683-012

Confirmation No.:

Examiner: J. Lacyk

Group Art Unit: 3736

BOX FEE AMENDMENT)
)
)
)
)
)
)
)
)
)
)

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

APPARATUS FOR RESTENOSIS
TREATMENT

For:

Piled: May 2, 1997

Application No.: 08/850,073
(Reissue of U.S. Patent No. 5,411 ,466)

Robert L. HESS

Sir:

Assistant Commissioner for Patents
Washington. D.C. 20231

AMENDMENTIREPLY TRANSMlTIAL LETIER

I HEREBY CERTIFY THAT THIS CORRESPONDENCE IS BEING DEPOSITED WITH THE UNITED
STATES POSTAL SERVICE WITH SUFFICIENT POSTAGE AS FIRST CLASS MAIL IN AN ENVELOPE
ADDRESSED TO: ASSISTANT COMMISSIONER FOR PATENTS, WASHINGTON. D.C.• 20231. ON:

By: ~a..C&~

~
:.:-t>at~.June 24, 2002o c: .10

'\... "'/o " ~\, \ ~\.~,

\ ~\. \\ ..1
~

. ,j
~rPt, ~~,,/
'~......

In re Patent Application of

Enclosed is a reply for the above-identified patent application.

[XJ A Petition for Extension of Time is also enclosed.

[] A Terminal Disclaimer and a check for [ ] $55.00 (248) [ ] $110.00 (148) to cover the
requisite Government fee are also enclosed.

[XJ Also enclosed is Supplemental Declaration

[XJ Small entity status is hereby claimed.

[] Applicant(s) request continued examination under 37 C.P.R. § 1.114 and enclose the
[] $370.00 (279) [ ] $740.00 (179) fee due under 37 C.P.R. § 1.17(e).

[ ] Applicant(s) previously submitted _. on _. for which continued examination is
requested.

[] Applicant(s) request suspension of action by the Office until at least _. which does not
exceed three months from the filing of this RCE, in accordance with 37 C.P.R.
§ 1.103(c). The required fee under 37 C.F.R. § 1. 17(i) is enclosed.

[] A Request for Entry and Consideration of Submission under 37 c.p.R. § 1.129(a)
(1461246) is also enclosed.

(05102)
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Amendment/Reply Transmittal Letter
Application No. 08/850,073

Attorney's Docket No. 011683-012
Page 2

[] No additional claim fee is required.

[XJ An additional claim fee is required, and is calculated as shown below:

41 MINUS 36 = 5

87.00

90.00

84.00

174.00

ADDT'L
FEERATE

x $84.00 (102) =
x $18.00 (103) = .

EXTRA
CLAIMS

HIGHEST No.
OF CLAIMS

PREVIOUSLY
PAID FOR

dependent Claims 7 MINUS 6 = I

f Amendment adds multiple dependent claims, add $280.00 (104)

f small entity status is claimed, subtract 50% of Total Amendment Fee

[XJ A claim fee in the amount of $ 87.00 is enclosed.

[ ] Charge $ to Deposit Account No. 02-4800.

The Commissioner is hereby authorized to charge any appropriate fees under 37 C.P,R.

§§ 1.16, 1.17, 1.20(d) and 1.21 that may be required by this paper, and to credit any overpayment,

to Deposit Account No. 02-4800. This paper is submitted in duplicate,

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650) 622-2300

Date: June 21, 2002

(05/02)

He 000225



p.2

P. 08/09

1 93SSS50
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Patent
AttOrney's Docket No. OJ 1683=012

Euminer: J. Lacyk

Group Art Unit: 3736

COpy OF PAPERS
ORIGINALLY FILED

FUed: May 2, 1997

A.uiallnt. Commissioner for Pateats
WubinglOn, D.C. 20231

Robert L. HESS

Sir:

)
)
)
)

Serial No.: 081850,073 )
(Reissue of U.S. Patel\t No. ',41l.466) )

)
)
)

For: APPARATUS POR. RESTENOSIS )
~~E~ )

.,<J..un ,20 02 03: 39p ROT SS

JUN-20-2002 THU 02: 08 .pM BURNS DOANE SWECKER

~~\
fe" a.'~\,. )'<'\, \ J

I ~\. //

\ " ,<>' IN mE UNl1'ED STATF.8 PATENT AND TllADFMARK or.1CE
~~

III re Reissue Applicarioo of

t am a citizen oftbe United Statcl, and my residence Is 35 TalUS COUJ1.~a :'

Valley. california, 94028.
, .

I verily boJieve myself to be abe ori,ioal. first invCI1tor of the inventtondescribed

and claimed in U.S. Lelten Patent No. S,411,466 (the ·'466 palmt·) a8d for which

.. Invention I have solicit. Reissue Palenl.

I have reviewal aald undentaDd the amendments to the claims fited herewith.

I do not know and do not believe that said Invention was ever known or used in the

Uniled StaI.eS of Arl'lcricl before my invention thereof.

1ackllOwlcdgt my dUly 10 disclose all inrormation known to me which is material to

:""."t..hitl,~ 'Ie lI..fi"",1 in Title 37, Code of Federal R~1ations. See. 1.S6.
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PETITIONER furthet declares the following:

Application No. OR/8:m,013
Attorney's Docket No. 011683-012

Page 2

I verily believe tbe '466 patent may be at least pardy iooperative or invalid for the

reason that I claJnted Jess than I had a right to claiIn in the '466 patent.

Bvery error in the patent which was corrected in tbc present reissue applicalion, and

\5 not coveredby a prior oath or detlamtion submitted In dlis application, arose without

deceptive intention on tny pan.

I further declare that all starements made herein of my own knowledge are true and

that all statements made no information and bellef are believed to be true; and further, dllt

these statement... were made with the knowledge that wUJful (abc statements and the like 10

made, are punishable by fine or imprlsDnrncnt, or both, under section 1001 ofTille 18 of

the United Stales Code, aftd that such willful false ItateJnenlmay jeopardize tb~ validity of

the applicauoll or any patent lssuina thereon.

J~ 2(.~
Dated: M'oIf_., 2002 BY~r------·

~s
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W..hinjltOn, D.C. :";O:l:Jl
wv."W.llflpt.o.gt'»V

APPLICATION NO.

08/850,073

FILING DATE

05/0211997

7590 0711712002

FIRST NAMED INVENTOR

ROBERT L. HESS

AITORNEY DOCKET NO. CONFIRMATION NO.

016565-049 4543

EXAMINER

LACYK, JOHN P

JAMES W. PETERSON, ESQ.
BURNS, DOANE, SWECKER & MATHIS, L.L.P.
P.O. BOX 1404
ALEXANDRIA, VA 22313-1404

ART UNIT

3736

DATE MAILED: 07/17/2002
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Please find below and/or attached an Office communication concerning this application or proceeding.

PTO-90C (Rev. 07-01)
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UNITED STATES PATENT AND TRADEMARK OFFICE•-~
{ }. .
~.......~

Ir-AP":"p-u-C-"--:noN-=--N'""':o-.--.\-A-L-IN-a-O-"-:re--r-----A-RS-T-N-AM-EO--IN-ve":"NT""=:QR-=-------TI--::A1T==QR=::NEY=:-":"OOC":"":"KET-=--N-O-.-

EXAMINER

ART UNIT PAPER NUMBER

DATE MAILEO:

Notice of Non-Compliant Amendment (37 CFR 1.121)

The amendment filed on rz ... I - () ;.., is considered non-comptiant because it has not been submitted in
the fonnat required under 37 eFR Ll2l, as amended on September &, 2000 (see 65 Fed. Reg. 54603, Sept 8,2000, and
11380.G. 77, SepL 19,2000).

o I. The amendment does not include a clean version of the replacement paragraph(s)/sedion(s).
37 CFR 1.l21(bXIXii).

o 2. The amendment does not include a marked-Up version of the replacement paragraph(s)/section(s).
37 CFR 1.121(bXIXiii)

~ 3. The amendment does not include a clean version of the amended claim(s). 37 CFR 1.l21(cXIXi)

o 4, The amendment does not include a lIlllrlced-up version of the amended dalm(s). 37 CFR 1.121(cXIXii)

o 5.0ther _

o PRELIMINARY AMENDMENT: Unless applicant re-submits the preliminary amendment in compliance
with revised 37 CFRI.121 within ONE MONnI of the mail date ofthis letter, examination on the merits
may commence without entIy of the originally proposed preliminary amendment This notice is not an
action under 35 U.S.C. 132, and this ONE MONnI time limit is not extendable.

~MENDMENTAFTER NON-FINAL ACTiON: Since the above mentioned reply appears to be bona
fide, applicant is given a TIME PERIOD of ONE (I) MONm or THIRTY (30) DAYS from the mailing
date of this notice, whichever is longer, within which to supply the omission or correction in order to
avoid abandonment. EXTENSIONS OF TInS TIME PERIOD MAY BE GRANTED UNDER 37 CFR
1.136(a).

For your convenience, attached to this correspondence is a copy of an informational flyer
(MPEP Bookmark Bulletin on "Simplified Amendment Practice").
_ 11/

(~\ {;JJJHy
Legal Instruments Examiner

He 000229



Patent
Attorney's Docket No. 011683-012

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Reissue Application of )
)

Robert L. HESS ) Group Art Unit: 3736
)

Serial No.: 08/850,073 ) Examiner: J. Lacyk
(Reissue of U.S. Patent No. 5,411,466) )

)
Filed: May 2, 1997 )

)

For: APPARATUS FOR RESTENOSIS )
TREATMENT )

AMENDMENT

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

.RECEIVE-C)
AUG 2 0 2002

TECHNOLoGY CENTER
R370G

-------'~~h~ _

In response to the Office Action dated January 30, 2002 and the Notice of Non

Compliant Amendment dated July 17, 2002, please amend the application as follows:

In the Claims:

Please cancel Claims 23 and 40 without prejudice or disclaimer of the subject matter

contained therein.

Please amend Claim 19 as follows:

---------- ------ ----------_.._--_.

19. The apparatus of Claim 10, wherein the catheter includes a balloon inflated

by a fluid having the radiation dose means incorporated therein.
---------

lie 000230
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 2

Please add Claims 41 - 46 as follows.

------------
-- --- -- - - - .------- ""---_. -- - - ---~----

'~"-~.. ;J . 41. The apparatus of Claim 6, wherein the radioactive dose means is

~ incorporated into a liquid for delivery.

42. The apparatus of Claim 10, wherein the radioactive dose means is

incorporated into a liquid for delivery.

43. The apparatus of Claim 34, wherein the radioactive dose means is

incorporated into a liquid for delivery.

44. Apparatus for post-treatment of a stenosed region of an artery that has been

reduced by angioplasty or other procedure comprising:

a radioactive dose means for emitting radiation;

a sheath for delivering the radioactive dose means to and removing the

radioactive dose means from the stenosed region of an artery that has been reduced by

angioplasty or other procedure; and

means for moving the sheath and the radioactive dose means with respect to

one another to move the radioactive dose means from a non-deployed and shielded position

to a deployed and unshielded position for a period of time sufficient to reduce restenosis of

the stenosed region.

45. The apparatus of Claim 44, wherein the radioactive dose means is

incorporated into a liquid for delivery.

46. The apparatus of Claim 44, wherein the radiation source provides a radiation

dose to the stenosed region through a window in the catheter.

-----~-------_._-- ---------

He 000231
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Application No. 08/850.073
Attorney's Docket No. 011683-012

Page 3

REMARKS

Reconsideration and allowance of the above-identified reissue application are

respectfully requested. Claims 1-17, 19-21, 23-25, and 28-40 are currently pending.

Claims 1-5 of the original patent have been indicated to be allowed.

Enclosed is a Supplemental Reissue Declaration as required.

Rejection under 35 U.S.C. §112

Claims 14-17, 19,23-25, and 28-33 have been rejected under 35 U.S.C. §112,

second paragraph, as being indefinite. The term "capable of" in Claim 19 has been

objected to and has been removed by the forgoing amendment.

The Office Action states that Claims 14, 17, 19, 23, 24, and 40 appear to be

duplicates of the existing independent claims. These dependent claims differ from the

original independent Claims 1, 3, and 5 as for at least the following reasons.

Claim 14 recites a catheter including a balloon. Claim 14 also recites at least one

hole distal to the balloon and at least one hole proximal to the balloon. The original Claim

1 does not described the distal and proximal locations of the holes.

Claim 17 recites that the radiation source provides a radiation dose to the stenosed

region through a window in the catheter. In contrast, original Claim 3 describes the

window more specifically as a cut-out in a sidewall and includes a sheath covering the cut

out.

Claim 19 recites a balloon inflated by a fluid having the radiation dose means

incorporated therein. In original Claim 1, the radiation dose means is not incorporated in a

fluid in the balloon.

Claim 23 has been canceled.

Claim 24 recites a balloon with radioactive dose means incorporated into and

enclosed within the material of the balloon. In contrast, Claim 1 does not describe the

location of the dose means and Claim 2 recites that the dose means is distributed around the

balloon.

Claim 40 has been canceled.

He 000232
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 4

Rejections under 35 U.S.C. §lQ2 and §103

In the Office Action, Claims 6,7,10,11,20,21,34,35,38, and 39 were rejected

under 35 U.S.C. §102(b) as being anticipated by Lemelson. Claims 8,9, 12, 13,36, and

37 have been rejected under 35 U.S.C. §103(a) as being unpatentable over Lemelson.

The rejected independent Claims 6, 10, and 34 each recite a treatment apparatus

having a radioactive dose means and a positioning means. The positioning means is

claimed as "configured to withdraw the ... dose means from the artery" or "operatively

connected to ... the dose means for withdrawing the... dose means from the artery.

Lemelson describes a device for depositing a medication at a location in the body.

The Lemelson device as is clearly described throughout the patent is an ejector or implanter

for delivering a device or medication 37 into body tissue. (See column 1, lines 15-20 and

49-53, column 2, lines 32-36, 45, and 59-65). There is no teaching or suggestion in

Lemelson to provide a device configured or connected to withdraw the dose means from the

artery after use. Accordingly, the claims are allowable over Lemelson.

With respect to Claims 8, 9, 12, 13, 36, and 37 the Office Action states that a

modification of Lemelson such that the radioactive source is a liquid or gas would have

been obvious to one skilled in the art. Applicant respectfully disagrees. Lemelson

specifically states that the material to be implanted with the device is a solid material. (See

column 2, lines 32-33). There is no teaching or suggestion in Lemelson of using a liquid or

gas medication. In addition, Lemelson is directed to placement of the medication at a

predetermined position within the tissue. This predetermined positioning cannot be

achieved with a liquid or gas medication which will move within the body duct once

delivered.

New Claims 41-46 have been added to further define the protection to which

applicant is entitled.
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Application No. 08/850,073
Attorney's Docket No. 011683-012

Page 5

All outstanding matters in the Office Action are believed to be addressed by the

foregoing amendments. In the event that there are any questions concerning this

Amendment, or the application in general, the Examiner is respectfully urged to telephone

the undersigned attorney so that prosecution may be expedited.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650)622-2300

Date: August 9,2002

He 000234



Application No. 08/850,073
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CLAIMS AS AMENDED

19. The apparatus of Claim 10, wherein the catheter includes a balloon [capable

of reducing the stenosed region and simultaneously performing the post treatment by

forcing a balloon into contact with a lesion, the balloon being] inflated by a fluid having the

radiation dose means incorporated therein.
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AMENDMENT/REPLY TRANSMITTAL LETTER

Patent
Attorney's Docket No. 011683-012

Confirmation No.:

Examiner: J. Lacyk

Group Art Unit: 3736

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BOX FEE AMENDMENT

APPARATUS FOR RESTENOSIS
TREATMENT

For:

Filed: May 2, 1997

)
)
)
)

Application No.: 08/850,073 /)
(Reissue of U.S. Patent No-S,411,+66) / )

)
)
)
)
)

Robert L. HESS

In re Patent Application of

Assistant Commissioner for Patents
Washington, D.C. 20231

Sir:

Enclosed is a reply in response to the Notice of Non-compliant Amendment dated July 17,
2002, for which the amendment fee was previously paid on June 24,2002, for the above
identified patent application.

[] A Petition for Extension of Time is also enclosed.

[] A Terminal Disclaimer and a check for [ ] $55.00 (248) [ ] $110.00 (148) to cover the
requisite Government fee are also enclosed.

[] Also enclosed is _

[XJ Small entity status is hereby claimed.

[] Applicant(s) request continued examination under 37 C.P.R. § 1.114 and enclose the
[] $370.00 (279) [ ] $740.00 (179) fee due under 37 C.P.R. § 1.17(e).

[ ] Applicant(s) previously submitted _, on _, for which continued examination is
requested.

[] Applicant(s) request suspension of action by the Office until at least _, which does not
exceed three months from the filing of this RCE, in accordance with 37 C.F.R.
§ 1.103(c). The required fee under 37 C.P.R. § 1. 17(i) is enclosed.

[] A Request for Entry and Consideration of Submission under 37 C.P.R. § 1.129(a)
(146/246) is also enclosed.

[] No additional claim fee is required.

(05/02)
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Amendment/Reply Transmittal Letter
Application No. 08/850,073

Attorney's Docket No. 011683-012
Page 2

[] An additional claim fee is required, and is calculated as shown below:

.. ;;;i;~~;~?:,"Ii;j" ''''', ~AMENn~E1~:,·~~4\;!:.M~:l.:," ,:it' i •.,. ,)

HIGHEST No.
No. OF OF CLAIMS EXTRA RATE

ADDT'L
CLAIMS PREVIOUSLY CLAIMS FEE

PAID FOR

rrotal Claims MINUS = x $18.00 (103) =

Independent Claims MINUS = x $84.00 (102) =

If Amendment adds multiple dependent claims, add $280.00 (104)

trotal Amendment Fee

If small entity status is claimed, subtract 50% of Total Amendment Fee

)'; ", i~'

'OJ;:
'·c' , . "

trOTAL ADDITIONAL FEE DUE FORTffiSAMEND!\,:l!}ts:r " ':::0.. ,\ ;~

[ ] A claim fee in the amount of $ is enclosed.

[ ] Charge $ to Deposit Account No. 02-4800.

The Commissioner is hereby authorized to charge any appropriate fees under 37 C.F.R.

§§ 1.16,1.17, 1.20(d) and 1.21 that may be required by this paper, and to credit any overpayment,

to Deposit Account No. 02-4800. This paper is submitted in duplicate.

Respectfully submitted,

BURNS, DOANE, SWECKER & MATHIS, L.L.P.

P.O. Box 1404
Alexandria, Virginia 22313-1404
(650) 622-2300

Date: August 9,2002

(05/02)
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UNITED STATES PATENT AND 1RADEMARK OFF1CE
UNITED STATE.'!; DEPARTMENT OF COMMERCE
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APPLICATION NO.

08/850,073

7590

FILING DATE

0510211997

0711712002

FIRST NAMED INVEt-ITOR

ROBERT L. HESS

ATTORNEY DOCKET NO. CONFIRMATlON NO.

~(§83 LA9 4543

EXAMINER

LACYK, JOHN P

JAMES W. PETERSON, ESQ.
BURNS, DOANE, SWECKER & MATHIS, L.L.P.
P.O. BOX 1404
ALEXANDRIA, VA 223 13 -1404

ART UNIT
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DATE MAILED: 07117/2002

PAPER NUMBER

Please find below and/or attached an Office communication concerning this application or proceeding.

PTO-90C (Rev. 07-01)

URGENT.

\ , f!':A fi

·1.~/':~~i~~~!'~D _1J~~Jor
~~ ....;-~---.-;-~~.
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I~l l1NITED STATI:S PATENT AND TRADEMARK OFFICE

~ ........~
1-_AP_p_U_C_A_T_IQN-N_O_.-\ FILING DATE FIRST NAMED INVENTOR

ca......I$3tOH£R YOR PATEK'T'S
UHCTEO STATES PATENT AHa TRAot:MA.I"\K O""Cf:

WASHlHOTOH, D.C. ZOZ.:J I
www.usplo.\lOY

I ATTORNEY DOCKET NO.

EXAMINER

ART UNIT

DATE MAILED:

PAPER NUMBER

Notice of Non-Compliant Amendment (37 CFR 1.121)

The amendment filed on 1 ~{-D;:L.. is considered non-cornpliant because it has not been submitted in
the format required under 37 eFR LUI, IS amended on September g, 2000 (see 65 Fed. Reg. 54603, Sept g, 2000, and
1138 a.G. 77, Sept. 19,2000).

o I. The amendment d0e3 not include a clean version of the replacement pangraph(s)/section(s).
37 CFR 1.121(bXl Xii).

o 2. The amendment does not include a marked-up version of the replacement paragraph(s)/section(s). AE:CEIVC:-D
37 CFR 1.121(bXIXiii) C

~ 3. The amendment does not include a clean version of the amended claim(s). 37 CFR 1.l21(CXf/ti) AUG 2 0 2002
CHNOLOGYC .

o 4. The amendment does not include a marked-up version of the amended daim(s). 37 CFR 1.121(cXIXii) ENTER R3700

o 5. Other---------------------------_.

o PRELIMINARY AMENDMENT: Unless applicant re-submits the preliminary amendment in compliance
with n:vised 37 CFR 1.121 within ONE MONTI{ of the mail date ofthis letter, examination on the merits
may comm.ence without en!!y ofthe originally proposed preliminc'uy amendment. ~; notice is not an

ron under 35 U.S.C. 132, and this ONE MONTI-! time limit lsnot extendable.

W AMENDMENT AFTER NON-fINAL ACTION: Since the above mentioned reply appears to be bona
fide, applicant is given a TIME PERIOD of ONE (1) MONTH or THIRTY (30) DAYS from the mailing
date of this notice, whichever is longer, within which to supply the omission or correction in order to
avoid abandorunenL EXTENSIONS OF THIS TIME PERIOD MAY BE GRANTED UNDER 37 CFR
1.136(a).

P(\r Y(\lIr rnflve.,il."l"Ir",. !ltt",~h~~ tn th;r ,."~.....r:,nn<f ..,,,. ... i .. 'J !,"r'Y n( .. ", i'1f"rmati"nal fly ..,.

(MPEP Bookmark Bulletin on "Simplified Amendment Practice").



Notice ofAllowability

Application No.

08/850,073
Examiner

John P Lacyk

Applicant(s)

HESS
Art Unit

3736

__ The MAILING DATE of this communication appears on the cover sheet with the correspondence address-
Ali claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) ~LOSED in t~is ~ppli~ation. If. not .included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropnate communication wl~1 be mailed In ~ue course. !~~S.
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is sUbject to withdrawal from Issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1. [gI This communication is responsive to amendment filed 8/13/2002.

2. [gI The allowed c1aim(s) is/are 1-17,19-21,23-25,28-46.
3. 0 The drawings filed on __ are accepted by the Examiner.

4. 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (t).

a) 0 All b) 0 Some· c) 0 None of the:

1. 0 Certified copies of the priority documents have been received.

2. 0 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».

• Certified copies not received: __.
5. 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application).

(a) 0 The translation of the foreign language provisional application has been received.

6. 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121.

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the reqUirements noted
below. Failure to timely comply will result in ABANDONMENT of this application. THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

7. D A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient.

8, D CORRECTED DRAWINGS must be submitted.
(a) 0 including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached

1) 0 hereto or 2) 0 to Paper No. __.

(b) 0 including changes required by the proposed drawing correction filed __, which has been approved by the Examiner,

(~) 0 including changes required by the attached Examiner's Amendment 1Comment or in the Office action of Paper No. __.

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the top margin (not the back)
of each sheet. The drawings should be filed as a separate paper with a transmittal letter addressed to the Official Draftsperson.

9. D DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted, Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1n Notice of References Cited (PTO-A!=I?)
3D Notice of Draftperson's Patent DraWing Review (PTO-948)
50 Information Disclosure Statements (PTO-1449), Paper No. __.
70 Examiner's Comment Regarding ReqUirement for Deposit

of Biological Material

?n N"ti".. "f 1"""rm"'l Pat!"!"t .Arr1ic",ti"", !PTI)-1 ,;:2~

40 Interview Summary (PT0-413), Paper No.__ .
60 Examiner's Amendment/Comment

80 Examiner's Statement of R as~sl All07nee

90 Other. /te~

o n Lacyk
Primary Examiner
Art Unit: 3736

U.S. Patent and Trademark Office

PTO-37 (Rev. 04-01) Notice of Allowability Part of Paper No, 25 .
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UNITED STATES PATENT AND ThAoEMARK OrnCE
UNITED STATE:> DEPARTMENT OF COMMERCE
United. States Patent aDd Trademark Office
AddJ_, COMMISSIONER FOR PATENTS

P.O. Box 1430
Alexandria, Vugirtia 22313·14'0
www.upto.gov

APPLICATION NO.

08/850,073

FILING DATE

05/02/1997

7590 0712912003

FIRST NAMED INVENTOR

ROBERT L. HESS

ATTORNEY DOCKET NO.

016565-049

CONFIRMATION NO.

4543

EXAMINER

LACYK, JOHN P

JAMES W. PETERSON, ESQ.
BURNS, DOANE, SWECKER & MATHIS, L.L.P.
P.O. BOX 1404
ALEXANDRIA, VA 22313-1404

ART UNIT

3736

DATE MAILED: 07129/2003

PAPER NUMBER

Please find below and/or attached an Office communication concerning this application or proceeding.

PTO-90C (Rev. 07-01)
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Art Unit

HESS

Applicant(s)

cPt
--..---=--:-:-----,..,.....,.----------,

08/850,073

Examiner

Application No.

Office Action Summary
\

John P Lacyk 3736
__ 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 ;J MONTH(S) 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, maya reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication. . . . ..,
• If the period for reply specified above is less than thirty (30) days, a ~eply .within the stat~tory !'lIn1mum of thirty (30) days will ~ .consldered h.mely. .,
• If NO period for reply is specified above, the maximum statutory penod Will apply and Will expire SIX (6) MONTHS from the mailing date of thiS communication.
• Fa'ilure 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

1)121

2a)0

3)0

Responsive to communication(s) filed on 13 August 2002 .

This action is FINAL. 2b)12I This action is non-final.

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

4)121 Claim(s) 1-17.19-21.24.25.28-39 and 41-46 is/are pending in the application.

4a) Of the above claim(s) __ is/are withdrawn from consideration.

5)~ Claim(s) 1-5.10-17.19.24-25. 28-32 and 42 is/are allowed.

6)~ Claim(s) 6-9,20.21.33-39,41 and 43-46 is/are rejected.

7)0 Claim(s) __ is/are objected to.

8)0 Claim(s) __ are subject to restriction and/or election requirement.

Application Papers

9)0 The specification is objected to by the Examiner.

10)0 The drawing(s) filed on __ is/are: a)D accepted or b)O 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).

11)0 The proposed drawing correction filed on __ is: a)O approved b)O disapproved by the Examiner.

4) 0 Interview Summary (PTO-413) Paper No(s). __ .

5) 0 Notice of Informal Patent Application (PTO-152)

6) 0 Other: .

If approved, corrected drawings are required in reply to this Office action.

12)0 The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. §§ 119 and 120

13)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (t).
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1. The following is a quotation of the second paragraph of 35 U.S.C. 112:

Page 2

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.

Claim 33 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite

for failing to particularly point out and distinctly claim the subject matter which applicant

regards as the invention.

Claim 33 depends on claim 23, which was cancelled in the amendment filed 8/13/2002.

Claims 6-9,20-21,33-39,41,43-46 are rejected under 35 U.S.C. 251 as being an

improper recapture of broadened claimed subject matter surrendered in the application

for the patent upon which the present reissue is based. See Hester Industries, Inc. v.

Stein, Inc., 142 F.3d 1472, 46 USPQ2d 1641 (Fed. Cir. 1998); In re Clement, 131 F.3d

1464,45 USPQ2d 1161 (Fed. Cir. 1997); Ball Corp. v. United States, 729 F.2d 1429,

1436, 221 USPQ 289, 295 (Fed. Cir. 1984). A broadening aspect is present in the

reissue which was not present in the application for patent. The record of the

application for the patent shows that the broadening aspect (in the reissue) relates to

subject matter that applicant previously surrendered during the prosecution of the

application. Accordingly, the narrow scope of the claims in the patent was not an error

within the meaning of 35 U.S.C. 251, and the broader scope surrendered in the

application for the patent cannot be recaptured by the filing of the present reissue

application.

In the parent case 08/219,179 claim 15 was rejected on art while claim 16 was

indicated as allowable. In the response filed November 15, 1994 the attorney
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incorporated the language from claim 16 into claim 15 to overcome the rejection making

claim 15 allowable. In particular the "positioning means" that allows the radioactive

dose means to be exposed and covered by moving the positioning means from a first

position to a second position, respectively, was amended to add "a cut-out" as part of

the positioning means. In the reissue claims 6, 34 and 44 the "positioning means" is

claimed to move the radioactive dose means from a (first) non-deployed state to a

(second) deployed state, however the "cut- out" is no longer claimed.

Claims 1-5,10-17,19,24-25,28-32,42 are allowed.

Any inquiry concerning this communication or earlier communications from the

examiner should be directed to John P Lacyk whose telephone number is 703-308-

2995.

Any inquiry of a general nature or relating to the status of this application or

proceeding should be directed to the receptionist whose telephone number is 308-0858.

/\rt Unit 373G

J.P. Lacyk
July 21, 2003
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