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-1-
STENT DELIVERY SYSTEM

Background of the Invention

1‘,6.&7/‘ A In typical PTCA procedures, a guiding catheter is percutaneously
5 introduced into the cardiovascular system of a patlent through a vessel and advanced

through therein until the distal end thereof is at a desired location in the vasculature.
A guidewire and a dilatation catheter having a balloon on the distal end thereof are
introduced through the guiding catheter with the guidewire sliding through the
dilatation catheter. The guidewire is first advanced out of the guiding catheter into

10  the patient’s coronary vasculature and the dilatation catheter is advanced over the
previously advanced guidewire until the dilatation balloon is properly positioned
across the lesion. Once in position across the lesion, the flexible, expandable,
preformed balloon is inflated fo a predetermined size with a liquid or gas at

relatively high pressures, such as greater than about four atmospheres, to radially

15 compress the arthrosclerotic plaque of the lesion against the inside of the artery wall
and thereby dilate the lumen of the artery. The balloon is then deflated to a small

profile so that the dilatation catheter may be withdrawn from the patients vasculature

and blood flow resumed through the dilated artery.

‘” In angioplasty procedures of the kind described above, there may be

20  restenosis of the artery, which either necessitates another angioplasty procedure, a
surgical by-pass operation, or some method of repairing or strengthening the area.
To prevent restenosis and strengthen the area, a physician can implant an
intravascular prosthesis for maintaining vaSculaf patency, called a stent, inside the
artery at the lesion. The stent is expanded to a larger diameter for placement in the

25  vasculature, often by the balloon portion of the catheter. Stents delivered to a
restricted coronary artery, expanded to a larger diameter as by a balloon catheter,
and left in place in the artery at the site of a dilated lesion are shown in U.S. patent
4,740,207 to Kreamer: U.S. Patent 5,007,926 to Derbyshire; U‘.S. Patent 4,733,665
to Palmaz; U.S. Patent 5,026,377 to Burton et al.; U.S. Patent 5,158,548 to Lau et

30 al.; U.S. Patent 5,242,399 to Lau et al.; U.S. 5,344,426 to Lau et al.; U.S. Patent
5,415,664 to Pinchuk; U.S. Patent 5,453,090 to Martinez et al.; U.S. Patent
4,950,227 to Savin; U.S. Patent 5,403,341 to Solar; U.S. Patent 5,108,416 to Ryan
et al. and European Patent Application No. 707 837 A1 to Sheiban, all of which are

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 10



2-
incorporated herein by reference. A stent particularly preferred for use with this
invention is described in PCT Application No. 960 3092 A1, published 8 February
1996, the content of which is also incorporated herein by reference. |

The present invention is particularly directed to improved
5 arrangements for releasably attaching the stent to the catheter to facilitate delivery

thereof.

Summary of the Invention

This invention concerns apparatus suitable for delivery of stents to

10 body cavities. In general, stents are prosthetic devices which can be positioned
within a body cavity, for example, a blood vessel of the body of a living human or
in some other difficultly accessible place. The stent prosthesis is formed of a
generally tubular body, the diameter of which can be decreased or increased. Stents
are particularly useful for permanently widening a vessel which is either in a

15" narrowed state, or internally supporting a vessel damaged by an aneurysm. Such
stents are typically introduced into the body cavity by use of a catheter. The
catheter is usually of the balloon catheter type in which the balloon is utilized to

expand the stent, which is positioned over the balloon, to place it in a selected

location in the body cavity. The present invention is particularly directed to

20 improved arrangements for releasably attaching the stent to the catheter to facilitate
delivery thereof. The stent is held in place on the catheter by means of an enlarged
body carried by the catheter shaft within the balloon to which the stent and balloon

are fitted, as by crimping.

25 Brief Description of the Figures
Figure 1 is an isometric view, a portion of which is enlarged and in

longitudinal section, ”of a balloon catheter having a stent fixed to the catheter by
being crimped thereto over the balloon;
Figure 2 is an even more enlarged view in longitudinal cross-section
30 of the distal end portion of the catheter of Figure 1;
. Figure 3 is an enlarged cross-sectional view of the distal end portion
of the catheter of Figure 1 similar to that of enlarged view Figure 2 but showing the

balloon in an expanded condition along with the expanded stent;

s
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-3-

Figure 4 is a schematic showing of a preferred mounting body carried
by the catheter shaft within the balloon, the body being spirally cut to improve
flexibility;

Figure 5 is a schematic showing in cross-section of another

5 embodiment of the invention with a stent not yet mounted;

Figure 6 is a schematic showing of another embodiment of the -
invention;

Figure 7 is a schematic showing of a means for conveniently crimping
the stent on the embodiment shown in Figure 5, and _

10 Figure 8 is a schematic showing of yet another embodiment of the

invention.

Description of the Preferred Embodiments

Referring to Figures 1-3 a stent delivery system generally indicated at
15 10 includes a balloon catheter 12 having a balloon 14 on a distal end portion
generally indicated at 16. Figure 1 shows a proximal portion of the catheter at 12a

and a distal portion 12b in enlarged view. Figure 2 shows the distal end portion 16

in an even more enlarged view. The illustrative catheter 12 is of the type known as

bt a rapid exchange or single operator cétheter. However, other types of catheters may

20 be used, such as over the wire and fixed wire types. The balloon 14 is fixed to the
catheter 12 by standard means. The balloon is shown in its contracted state in
Figures 1 and 2. A stent 18 is fixed about the balloon by crimping it thereto. The
stent has a larger expanded diameter which is obtained when the balloon is expanded
in the known manner. That is, the stent is released from the catheter upon

25  expansion of the balloon as shown in Figure 3 to be placed in a vessel. When the
balloon is then deﬂéted, removal of the balloon and catheter may be accomplished
while leaving the stent in place.
| As is known in the art the balloon is eitgg_bonded at its ends by

£ adhesive 20 anch%, respectively to the outer membe%zzf of the catheter and to the

30 inner member 26 of the catheter in the manner as shown, or is made one-piece with
the outer member as is known in the art. The catheter balloon may be inflated by
fluid (gas or liquid) from an inflation port extending from a lumen 28 contained in

the catheter shaft and opening into the balloon as shown, or by other known

U

H
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-4-
arrangements, depending on the design of the catheter. The details and mechanics
of balloon inflation and specific overall catheter construction will vary according to
the particular design involved in any given instance, and are known in the art per se.
All variations are acceptable for use with this invention.

5 Any balloon expandable stent may be used with this invention. Many
are known in the art including plastic and metal stents. Some are more well known
such as the stainless steel stent shown in U.S. Patent 4,735,665; the wire stent
shown in U.S. Patent 4,950,227; another metal stent shown in Eurbpean Patent
Application EPO 707 837 Al and that shown in U.S. Patent 5,445,646. All of these

10  patents are incorporated herein by reference. Also, shape memory metal stents may
be used.  As already indicated the stent of PCT Application 960 3092 Al is
particularly preferred.

The stent is typically about 16mm long, while the balloon may be

20mm long. These dimensions, however, are merely representative for illustrative

15 purposes only and are not meant to be limiting. The stent is positioned over the
balloon portion of the dilatation catheter and gently crimped onto the balloon either
by hand or with a tool such as a pliers or the like to be mounted for delivery as

shown in Figures 1 and 2. The crimping may be accomplished by either the

manufacturer or the physician.

20 . In accordance with this invention’, a mounting body 30, best seen in
Figures 2 and 3, is included inside balloon 14 to provide a cushion and/or substrate
of enlarged diameter relative to the stent shaft to support and hold the stent and
secureb it during crimping and the delivery procedure. The mounting body may be

——= located only in the bodyb%rtion of the balloon or may extend into either or both of

25 the cone portions of the balloon.

In the embodiment shown, mounting body 30 is cylindrical in form
and takes the shape of a sleeve carried on inner lumen 26, providing an enlarged
area or portidn for receiving ihe balloon and stent when the latter is crimped.
Marker bands 32 and 34 may also be included on inner 26 as shown. Any

30 radiopaque material such as gold is useful for this purpose. A stop member 36 of
generally conical shape or any other shape may also be included on the distal marker
‘band 34 as shown to provide additional resistance to stent movement during delivery

and to protect the leading edge of the stent during delivery. A proximal stop

/,.v" 5
\\“‘»’

3
A
)
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S R
member similar to member 36 (not shown) may bé optionally included on marker
band 32 if desired. Polyethylene or the like is suitable for the stop member(s).
Although, the material of the mountmg body may be hard, it is preferably of any
deformable thermoplastxc material, preferably an elastomer material and more

5 preferably of a relatxvely resilient elastomer material, e.g., lower durometer silicone.
A preferred deformable thermoplastic material is high density polyethylene (HDPE).
A preferred lower durometer silicone is in the form of tubing. The defonna'tic')n of
resilient material of the mounting body when the stent/balloon is crimped to it causes
a radial outward force on the stent/balloon increasing the friction therebetween
10 despite a recoil of the stent.

During delivery, the balloon catheter is advanced through and
positioned in a patient’s vasculature so that the stent is adjacent to the portion of the
vessel where treatment is to take place. The balloon is inflated to expand the stent
to an enlarged diameter. When the stent has reached the desired diameter, the

15 balloon is deflated so that the catheter may be removed leaving the stent in plaée.

Another embodiment of the invention is shown in Figure 4. In this
embodiment the mounting body 30 is a spiral cut elastomer or other suitable
material, such as a rigid or flexible plastic, to provide separation for flexibility in

that portion of the catheter, allowing more easy movement or tracking around bends.

20  The spiral cut may be only partly through the mounting body or may be all the way
through as shown in Figure 4. Also, while stop members 36 are shown at both ends
of mounting body 30 in this embodiment, one, or no stop members may be used.

Another similar version is shown in Figure 5 which includes a
cyllndncal mounting body 30 made up of a plurality of separate adjacent rings 30a.

25 Rings 30a may be individual bodies carried on the sheath or bodies cut from a
cylinder partially separating them or fully separating them. |

The émbodirnent shown in Figure 6 includes another feature bas.ed on
the geometry of the mounting body for further securing the stent upon crimping.
This feature is referred to herein as interlocking. That is, the stent may be

30 interlocked to the mount so that the stent cannot slide proximally or distally on the

~—

_balloon unless it is deformed, such as by expansion. This can be seen by perusing
the structure shown in Figure 6 which includes the inner 26 having a two-piece

mounting body made up of spaced mounting bodies 30a and 30b. The spacing

/‘
.
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-6-
between bodies 30a and 30b allows portions of the stent 18 and balloon 14 to be
depressed or inserted between the bodies upon crimping of the stent thus forming an
interlock against sliding longitudinally before the stent is released.

The interlock formation or crimping is readily accomplished by a two-

5 piece die 40 as shown in Figure 7 or the like.

Figure 8 demonstrates that more than a two-piece mounting body
arrangement may be used if desired. In this embodiment, the mounting body is
comprised of three spaced bodies 30a, 30b and 30c on the inner 26. Preferably in
the embodiments of Figures 6 and 8, the mounting bodies will be ring-like in shape

10 or cylindrical in shape although other configurations will be readily apparent to those
familiar with this art.

The above Examples and disclosure are intended to be illustrative and
not exhaustive. These examples and description will suggest many variations and

alternatives to one of ordinary skill in this art. All these alternatives and variations

15  are intended to be included within the scope of the attached claims. Those familiar
" with the art may recognize other equivalents to the specific embodiments described

herein which equivalents are also intended to be encompassed by the claims attached

‘hereto.
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What is claimed is as follows:

A stent delivery system comprising:
radially expandable stent of generally cylindrical configuration, and
5 a|catheter having a shaft and expandable inflatable means associated

therewith at a distal part of the shaft and including mounting and retaining means for
receiving the stefit on the expandable inflatable means for radial expansion of the

’ stent upon inflatién of the inflatable means, the mounting and retaining means
including at least bne mounting body carried on and surrounding the shaft inside the

10  inflatable means whereby the diameter of the shaft and inflatable portion are

increased at the distal part for facilitating the mounting and retaining of the stent.

2. The stent delivery system of claim 1 wherein the mounting

body is of a material which resiliently deforms under radial pressure.

3. The stent delivery system of claim 2 wherein the material is

= 15 elastomeric.

\ . The stent delivery system of claim 2 wherein the material

- comprises HDPE. |

5. The stent delivery system of claim 2 wherein the material
comprises vsg'li one.

20 53) . The stent delivery system of claim 1 wherein the mounting
body configuration includes at least one separation whereby the flexibility of the
body and cathetbr is increased.

7. The stent delivery system of claim 6 wherein the separation is
in the form of a spiral.

25 8. The stent delivery system of claim 1 wherein the stent is

crimped to the mounting and retaining means for delivery.

The stent delivery system of claim 1 including a pair of stops,

each of which ig respectively positioned at opposite ends of the stent and carried by
the shaft inside the inflatable means.
30 10. ° The stent delivery system of claim 9 wherein the stops are

_conical in shape.

The stent delivery system of claim 1 including marker bands

positioned proxirally and distally of the stent.
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-8-
12. The stent delivery system of claim 1 wherein the inflatable
means comprises;a balloon.
13\  The stent delivery system of claim 1 including a stop

positioned at the djistal end of the catheter and carried by the shaft inside the
5 inflatable meags.

4. A stent delivery system comprising:

catheter having a shaft and expandable inflatable means associated

therewith at a distal part of the shaft and including mounting and retaining means for

receiving a stent to be delivered upon expansion of the inflatable means, the

10 mounting and r<:taining means including at least one mounting body inside the
inflatable meang and carried and/or surrounding the shaft, and

g stent crimped to the inflatable means and the mounting body such
that opposite end portions of the stent are deformed to a diameter less than that of
the mounting bddy whereby the stent is interlocked with the mounting body until

15  expansion of th stent and inflatable means to prevent accidental movement of the

stent along the datheter during delivery.

13.  The stent delivery system of claim 14 wherein the stent is
generally tubulat in shape and the mounting body is generally cylindrical in shape.
N ~1§.  The stent delivery system of claim 14 wherein at least two

20 spaced mountin bodies are included and the stent is additionally crimped to a lesser
diameter and po itio_ned between the mounting bodies.
b 17. The stent delivery system of claim 16 wherein the stent is
generally tubular in shape and the mélinting bodies are ring&-kci

\Y .
W The stent delivery system of claim 14 wherein at least three

25  spaced mounting bodies are included and the stent is crimped to a lesser diameter
between the bodis. v o
ﬂ 19.  The stent delivery system of claim 18 whérein the stent is
generally tub\ lar in shape and the mounting bodies are ring/-&hkc.

A balloon catheter for intraluminal delivery of a stent, the

30 catheter compriding a shaft, a balloon associated with a distal portion of the shaft for
. receiving a stent) and means for inflating the balloon, the shaft including at least

one, mounting bolly carried on the shaft inside the balloon whereby the diameter of

A
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catheter over balloon.

the shaft is inX;ased inside the balloon to facilitate mounting of a stent to the
21.  The catheter of claim 20 wherein the mounting body is of a
material which resiliently deforms under radial pressure.
5 22.  The catheter of claim 21 wherein the material is elastomeric.
%. The catheter of claim 21 wherein the material is HDPE. .
24 The catheter of claim 21 wherein the material is silicone.
M X 25.  The catheter of g/im 20 wherein the mounting body is
fi

Cibe

10  improved.

gured with at least one separayion whereby trackability of the catheter is

26.  The catheter of claim 25 wherein the separation is in a spiral

configuration.

] _)ok /.  The catheter of claim 20 including a pair of spaced stops.

Wi

o

28.  The catheter bf claim 27 wherein the stops are conical in
15 shape.
6_%? The catheger of claim 20 including spaced marker bands.

cylmdnélzijr(lr/shgge/
The eter of claim 20 wherein at least two spaced mounting

20 bodles are mclud/d.//

atheter of claim 20 wherein the mounting body is

& ' 32.  The catheter of claim 31 wherein the mounting bodies are ring- /’\)w‘“'f"“
Qyér“ - 33.  The catheter of claim 20 wherein at least three spaced
mounting bodies are included. .
25 B 34. The catheter of claim 33 wherein the mounting bodies are ring- ,%Aaf”"

AT

30

. FAWPWORK\OFA\6050-APP.722

N
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Abstract of the Disclosure

STENT DELIVERY SYSTEM
A stent delivery system to facilitate introduction and placement of a
5 stent, including a catheter having an expandable distal portion constructed and
arranged for expanding the outer diameter of the catheter from a contracted state to
an expanded state: a stent positioned around the distal portion of the catheter having
a contracted condition and being expandable to an expanded condition, and being
sized in the contracted condition to closely surround the catheter in the contracted
10  state, the expandable distal portion of the catheter including a balloon within which
there is included on the catheter shaft at least one body of a diameter larger than the
catheter shaft to which the stent and balloon are fitted, as by crimping, for holding

the stent in place until it is released therefrom by expansion of the balloon.

15

FAWPWORK\OFA\6050-APP.722
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UTILITY/DESIGN PATENT

Docket No. S$63.2-6050
DECLARATION

As a below-named inventor, I(we) hereby declare that:
TYPE OF DECLARATION

This declaration is of the following type:
original

design

supplemental

national stage of PCT
divisional

continuation
continuation-in-part (CIP)

00000 DO

INVENTORSHIP? DECLARATION
My residence, post office address, and citizenship are as stated below next to my name;
I verily believe I am the original, first and sole inventor (if only one name is listed below) Or an

original, first and joint inventor (i plural names are listed below) of the subject matter which is claimed and for which
a patent is sought on the invention entitled:

o STENT DELIVERY SYSTEM

;. the specification of which

. a) a is being filed concurrently herewith

b) )E{ was filed on 8/23/1996 and assigned Serial No. 08/702.150_

c) o was filed as PCT International ApplicationNo. _______filed on and

amended under PCT Article 19 on

b | ACKNOWLEDGEMENT OF REVIEW OF PAPERS AND DUTY OF CANDOR

I hereby state that I have reviewed and understand the contents of the above identified
specification, including the claims, as amended by any amendment referred to above.

I acknowledge the duty to disclose information which is material to the examination of this-
application in accordance with Title 37 , Code of Federal Regulations §1.56 including information occurring
between the filing date of any prior application of which the present application is a continuation-in-part.

o In compliance with this duty there is attached an information disclosure statement. 37 CFR

1.97.

PRIORITY CLAIM

I'hereby claim foreign priority benefits under Title 35, United States Code, §119, of any foreign
application(s) for patent or inventor's certificate or of any PCT international applications(s) designating at least
one country other than the United States of America listed below and have also identified below any foreign
application for patent or inventor's certificate or any PCT international applications(s) designating at least one
country other than the United States of America filed by me having the same subject matter having a filing date
before that of the application on which priority is claimed.

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 28



a) a no such applications have been filed.

b) A such applications have been filed as follows:
COUNTRY APPLICATION NUMBER DATE OF FILING PRIORITY CLAIMED
day, month, vear) UNDER 37 USC 119
___‘-————'———-'—'—_-—-—_—-———-__—__.
OYES NOo
OYES NOO
QYES NOo
QYES NOo

CLAIM FOR BENEFIT OF EARLIER U.S./PCT APPLICATIONS(S) UNDER 35 U.S.C. §120

I hereby claim the benefit under Title 35, United States Code, §120 of any United States
applications(s) or PCT international applications(s) designating the United States of America that is/are listed
below and, insofar as the subject matter of each of the claims of this application is not disclosed in that/those prior
applications(s) in the manner provided by the first paragraph of Title 35, United States Code, §112, I acknowledge
the duty to disclose material information as defined in Title 37, Code of Federal Regulations, §1.56 which
occurred between the filing date of the prior applications(s) and the national or PCT international filing date of
this application.

a) o no such applicatiohs have been filed.
b) j2< such applications have been filed as follows.

l U.S. APPLICATIONS
' SERIAL NUMBER U.S. FILING DATE

! PCT APPLICATIONS DESIGNATING THE U.S.
. roucsosesowmemsus |
ror ArpuCATION N, L emenm ]

3.

I'hereby declare that all statements made herein of my knowledge are true and that all statements
made on information and belief are believed to be true; and further that these statements were 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 jeopardize
the validity of the application or any patent issued thereon.

Telephone calls and correspondence should be directed to: Oliver F. Arrett, VIDAS,
ARRETT & STEINKRAUS, P.A., Suite 1540, 920 Second Avenue South, Minneapolis, MN 55402-4014,
Telephone: (612) 339-8801, Facsimile (612) 349-6858. -

First Inventor Second Inventor

Full name: Louis G. Ellis Full name: Andrew J. Dusbabek

Inventor's signature: /ém é/ W{ Inventor's signature: %/// o

- (C-20-76 e NI

Citizenship: United States of America Citizenship: United States of America

Post office Address: 3004 Armour Terrace Post office Address: 13750 Jonquil Lane North
St. Anthony, MN 55418 Dayton, MN 55327

Residence: V Residence:

(1 different than above) (If different than above)
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Third Inventor

Full name:

Christopl rR. Lagton
n‘./'

A

Fourth Inventor

Terry V. Brown

Full name:

Inventor's sig
Date:
Citizenship:
Post office Address:

Residence:

(If different than above)

Fifth Inventor

Full name:

Inventor's signature:
Date:
.
Citizenship:
Pps‘! office Address:

Residence:

(I different than above)

. (.

11/4/9¢

30 et 76

United States of America

523 Desnoyer Avenue
St. Paul, MN 55104

Citizenship: United States of America

Post office Address: 6231 Trmity Drive Northeast
Fridley, MN 55432

Residence:

(If different than above)

Sixth Inventor

Full name:

Date:

Seventh Inventor

Full name:

Inventor's signature:

Date:

Citizenship:

Post office Address:

Residence:

(If different than above)

Citizenship:

Post office Address:

Residence:

(If different than above)

Eighth Inventor

Full name:

Date:

Citizenship:

Post office Address:

Residence:

(If different than above)
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UTILITY/DESIGN PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Louis G. Ellis, Andrew J. Dusbabek, Christopher
R. Larson, Terry V. Brown

Title: STENT DELIVERY SYSTEM

Filed: a] concurrently herewith

K on8/ 23/96

—

(and assigned Serial No. _08/
702,150

Docket No: §63.2-6050
Assistant Commissioner for Patents
Washington, DC 20231

POWER OF ATTORNEY FROM ASSIGNEE

As assignee of record of the entire interest of the above identified patent application, SCIMED
LIFE SYSTEMS, INC. hereby appoints the following attorneys to prosecute this application and to transact
all business in the Patent and Trademark Office connected therewith:

¢

Oliver F. Arrett Reg. No. 22,117
Scott Q. Vidas Reg. No. 30,812
Walter J. Steinkraus Reg. No. 29,592
Richard A. Arrett Reg. No. 33,153
Robert O. Vidas Reg. No. 20,164
Leoniede M. Brennan  Reg. No. 35,832
Jane H. Arrett Reg. No. 33,355

William E. Anderson II Reg. No. 37,766

all of Vidas, Arrett & Steinkraus, P.A., Suite 1540, 920 Second Avenue South, Minneapolis, Minnesota
55402-4014, U.S.A., Telephone (612) 339-8801, and hereby authorizes them to act and rely on instructions
from, and to communicate directly with, the firm or person which sent this case to Vidas, Arrett & Steinkraus,
P.A., unless or until it instructs Vidas, Arrett & Steinkraus P.A., in writing to the contrary.

. Dated this oz/g day of MM ,19 76 .

{Company Name)

(Signature)
(typed name)

o is: wace Presidont and Chio T°
gl echal /ropeny Coonse d
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of: Louis G. Ellis et al.
Application No.: (Not yet assigned) ‘
Filed: (Concurrently herewith) i
For: STENT DELIVERY SYSTEM
Examiner: (Not yet assigned)
Group Art Unit: (Not yet assigned)

Box Patent Application

Assistant Commissioner for Patents - Docket No.: S63.2-8619

Washington, D.C. 20231

CONSTRUCTIVE PETITION FOR EXTENSION OF TIME AND FEE
AUTHORIZATION PURSUANT TO 37 C.F.R. §1.136(a)(3)

Applicant hereby requests that the United States Patent and Trademark Office treat
any concurrent or future reply requiring a petition for an extension of time pursuant to §1.136 for its
timely submission as incorporating therein a petition for an extension of time for the appropriate
length of time. |

Applicant authorizes the Commissioner of Patents and Trademarks to charge all

required extension of time fees that have not otherwise been paid to Deposit Account No. 22-0350.

Respectfully submitted,
VIDAS, ARRETT & STEINKRAUS

Date: October 19, 1999 By: / ‘

William E. Anderson, IT
Registration No. 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone: (612) 563-3000
Facsimile: (612) 563-3001
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PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
In re Application of:  Louis G. Ellis et al.
Application No.: Filed concurrently herewith
Filed: October 19, 1999
For: STENT DELIVERY SYSTEM
Examiner: : Not yet assigned
g Group Art Unit: Not yet assigned
; Box New App Fee

Assistant Commissioner for Patents o ‘ Docket No.: S63.2-8619
Washington, D.C. 20231 ' :

PRELIMINARY AMENDMENT

= Prior to calculation of fees and examination, please make the following

r,r ame’nd?y
In tiee Title:

Please delete the tltle and insert therefor:
STENT DELIVERY SYSTEM WITH STENT SECUREMENT MEANS[-_

1 o

‘ In the Speciﬁc[‘ztio% )
page 1, line 2, please insert:

:“1 -2 Related Applications

Ty

41/’/\?/6 ‘30 The present application is a continuation of U.S. Application serial number
/\ P 08/702,150, filed on August 23, 1996, which is incorporated herein by reference in its entirety. ‘-"
A e P Moo UL pakest ph & 0t e
- page 3, Iine 29, delete "22" and insert -- 24"--,"and delete “24" and inSert -- 22 --.

. In the claims:

S”A/é B /} 1. (Amended) A stent delivery system for carrying and delivering a stent h

end and a second end and a contracted state and an ex anded st te, the system compnsmg

3
-

! p

A \
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Preliminary Amendment Docket No.: $63.2-8619

Page 2

[a radially exparidable stent of generally cylindrical configuration, and]

a catheter hdving a shaft having a diameter and expandable'inflatable means
associated therewith

a distal part of the shaft and including mbunting and retaining means for
receiving the stent/6n the expandable inflatable means for radial expansion of the stent upon

inflation of theAnflatable means, the mounting and retaining means including at least one

' mounting bédy carried on and surrounding the shaft inside the inflatable means whereby the

diametef of the shaft and inflatable portion are increased at the distal part for facilitating the

ting and retaining of the stent.

4. (Amended) The stent delivery system of claim 2 wherein the material
comprises [HDPE] high densitv polyethylene. |

6. (Amended) The stent delivery system of claim 1 wherein the_at least one mounting~
body [configuration] includes at least one separation whereby the flexibility of the body and

catheter is increased

9. (Once Amended) The stent delivery system of claim 1, wherein the stent has two
opposite ends, the stent delivery system further including a pair of stops, each of which is
respectively positioned at the opposite ends of the stent and carried by the shaft inside the

inflatable means 4

11. (Once Amended) The stent delivery system of claim 1 further including marker
bands positioned proximally and distally of the stent.

12.

balloon.

The stent delivery system of claim 1 wherein the inflatable means comprises a

13. (Amended) The stent delivery system of claim 1 further including a stop

[positioned at the distal end of the catheter and] carried by the shaft and positioned inside the '
inflatable means.

R

14. A stent delivery system comprising: /

a catheter having a shaft and expgriéable inflatable means associated therewith at
//.‘ .«
a distal part of the shaft and including mounting and retaining means for receiving a stent to be
~

delivered upon expansion of the inﬂatz/lbﬁ% means, the mounting and retaining means including at

\"L
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Preliminary Amendment \\\ Docket No.: $63.2-8619
Page 3 \

14. (Once Amended) A stent delivery system comprising:

a catheter having a shaft and expandable inflatable means associated therewith at a distal
part of the shaft and including mounting and retaining means for receiving a stent, the sfent
having a first end and a second end and a contracted state and an expanded state 6 be delivered

upon expansion of the inflatable means, the mounting and retaining means iricluding at least one

mounting body inside the inflatable means and carried on and/or surroufiding the shaft, the at

least one mounting body being positioned on the shaft such that when the stent is loaded onto the

inflatable means and the shaft in the stent’s contracted state at’least a portion of the at least one

mounting body is under the stent, and

[a] the stent crimped to the inflatable me

and the at least one mounting body such that

[opposite end] a portion[s] of the stent [are] is’‘deformed to a diameter less than that of the at
least one mounting body [whereby the stént is interlocked with the mounting body until
expansion of the stent and inflatable‘means to prevent accidental movement of the stent along the

{y/ catheter during delivery]. RN

15. (Amended) The stent deliv

tubular in shape and the at least one moupfing body is generally cylindrical in shape.

system of claim 14 wherein the stent is generally

7

16. (Amended) The stept delivery system of claim 14 wherein at least two spaced
mounting bodies are included and £ portion of the stent between the mounting bodies is
additionally crimped to a lessep’diameter than that of the mounting bodies and positioned

between the mounting bodi P

, : -
Su-y M 18. (Amended) The stent delivery systém of claim 14 wherein [at least] three
L
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Preliminary Amendment * Docket No.: S63.2-8619
Page 4 ‘ :

%””9; V4 |
D spaced 9@’ﬁnting bodies are included and the stent is crimped to a lesser diameter between the
hodjes.

20. (Amended) A balloon catheter for intralumin'all dehvéry of a stent, the catheter
; comprising a shaft having a diameter, a balloon associated wnh a distal portion of the shaft for

receiving a stent, the stent having a first end and a second end and a contracted state and an

t - expanded state, and means for inflating the balloon, the shaft inéluding at least one[;] mounting
| body radially carried on the shaft inside the balloon whereb the diameter of the shaft is
{) increased inside the balloon to facilitate mounting /{)f a stent to the-catheter over the balloon, the

at least one mounting b eing positioned on the s such that when the stent is load to

the inflatable means and the shaft in tfle tent’s contracted state at least a portion of the at least

f _ 23. (Amended) The catheter of claim 21 wherein the material 1s [HDPE] iigh
£ a2 .
55 A7 density polvethylene.

T Al2  27. (Amended) The catheter of claim 20 further including a pair of spaced stops.

& Al y 29. (Amended) The catheter of claim 20 further including spaced marker bands.
e ‘ Ea—
% Please 4dd the following claims:

- 35. A stent delivery system comprising: b ,
/ 5 aradially expandable stent of generally cylindrical configuration, having%d and 2
f; second end and a contracted state and an expanded state, and A

| a catheter having a shaft having a diameter and expandable inflatable means associated

| therewith at a distal part of the shaft, wherein the inflatable means comprises a balloon, and

\ 5 including mounting and retaining means for receiving the stent on the expandable inflatable

\ A‘ means for radial expansion of the stent upon inflation of the inflatable means, the mounting and
§ retaining means including at least one mounting body carried on and surrounding the shaft

\2 inside the inflatable means, the at least one mounting body being at least Y2 the length of the

xk stent and being positioned on the shaft such that when the stent is loaded onto the inflatable

e
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Preliminary Amendment

Docket No.: $63.2-8619
Page 5

means and the shaft in the stent's contracted state at least a portion of the at least one mounting

body is under the stent and between the first and second ends of the stent, whereby the

of the stent.

€ 36. Th@iéivery system of claim 35, wherein the at least one mounting body is at least
?i 2/3 the .

A gy

a4l Hadt - BoH

Hodl &

e T A
e

o,

REMARKS

Prior to examination, please make the above amendments. Many of the above

amendments are made to remain consistent with the previously filed priority application. Early
examination is respectfully requested.

4

Respectfully submitted,

VIDAS, ARRETT & STEIN;R%
Date: October 19, 1999 By: /// f —

illiam E. Anders‘gn, 10
Registration No.: 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone: (612) 563-3000
Facsimile: (612) 563-3001

FAWPWORK\WEA\8619-AMD.A19
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'UNITED STATES D:PARTMENT OF COMIMERCE

Patent and Trademark Office

Address: COMMISSIONER OF PATENTS ANDG TRADEMARKS
Washington, D.C. 20231

[ APPLICATION NUMBER l FILING/RECEIPT DATE I FIRST NAMED APPLICANT I ATTORNEY DOCKET NO.J/TITLE

G9/430, 249 AR R ELLIS e i,

r.::s f?‘ii! ﬁ%\f&.r\ﬁ“}ﬁi Muinnj"{ 4 A

LIS MM BRAGZ-4014 A4

DATE MAILED:
A RS

NOTICE TO FILE MISSING PARTS OF APPLICATION
Filing Date Granted

An Apphcauon Number and Filing Date have been assigned to this application. The items indicated below, however, are missing. Applicant
is given TWO MONTHS FROM THE DATE OF THIS NOTICE within which to file all required items and pay any fees required below to
avoid abandonment. Extensions of time may be obtained by filing a petition accompanied by the extension fee under the provisions of
37 CFR 11136(a). lf any of items 1 or 3 through 5 are md:catedas’m:ssmg, the SURCHARGE set forth in 37 CFR 1.16(e) of (] $65.00
for a smali entity in compliance with 37 CFR 1.27, orAQ’$1 30.00 for a non-smail entity, must also be tlmely submitted in reply
to this NOTICE to avoid abandonment.

If all required itemms on this form are filed within the penod set ?b (/E_tfre total amount owed by applicant as a
0 s/m,all entity (statement filed) (] non-small entity is $

4371, The statutory basic filing fee is:

missing.
(0 insufficient 2 : . _
’ Applicant must submit $ é 0. to.complete the basic filing fee and/or file a small entity statement
S claiming such status (37 CFR 1.27). . v
2/2. The following additional claims fees are due:
$ 2= for / 9/ . total claims over 20.
$ for » independent claims over 3.
$ for multiple dependent claim surcharge.

Applicant must either submit the additional claim fees or cancel additional claims for which fees are due.
{1'38. The oath or declaration:
{1 is missing or-unsigned.”
- [ does not cover the newly submltted items.
- An oath or declaration in compliance with 37 CFR 1. 63, inciuding residence. information and /dent/fylng the application by
the above Application Number and Filing Date is required.
UJ 4. The signature(s) to the oath or declaration is/are by a person other than inventor or person qualified under 37 CFR 1.42,
1.43 or1.47.
A properly signed oath or declaration in compliance with 37 CFR 1.63, identifying the application by the above
- Application Number and Filing Date, is required.

U 5. The signature of the following joint inventor(s) is missing from the oath or declaration:

An oath or declaration in compliance with 37 CFR 1.63 listing the names of all inventors and s:gned by the omitted
inventor(s), identifying this application by the above Application Number and Filing Date, is required.

(0 6. A $50.00 processing fee is required since your check was returned without payment (37 CFR 1.21 (m))

U 7. Your filing receipt was mailed in error because your check was returned without payment.

{J 8. The application was filed in a language other than English.

Applicant must file a verified English translation-of the appl/catlon the $130.00 set forth in 37 CFR 1.17(k), unless
previously submitted, and a statement that the translation is accurate (37 CFR 1.52(d)).

0 9. OTHER:

Direct the reply and any questions about this notice to “Attention; Box Missing Parts.”

.- A copy of this notice MUST be returned with the reply.

% «(/(gc%

Customer Service Center
Initial Patent Examination Division (703) 308-1202

FORM PTO-1533 (REV. 9/98) U.S. GPO 1989 450-5875

PART 1 - ATTORNEY/APPLICANT COPY
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UNITED STATES DEPARTMENT OF COMMERCE
- Patent and Trademark Office
" ‘Address: . COMMISSIONER OF PATENTS AND TRADEMARKS -
-Washington, D.C. 20231

APPLICATION NUMBER | FILING/RECEIPT DATE | - FIRSTNAMED APPLICANT [ ATTORNEY DOCKETNO/TITLE |

LI ESR
T R R LS
s DRIVE

7R

A M O BEIAR SRR - ‘DATE MAILED:

" NOTICE TO FILE MISSING. PARTS OF APPLICATION .~ - ... / 2
e " Filing Date Granted o

" AnApplication Numberand Filing Date have been assigned to this application. Theitems indicated below, however, are missing. Applicant
“is given TWO MONTHS FROM THE DATE OF THIS NOTICE. within-which to-fil all required items.and pay any fees required below to
avoid abandonment. Extensions of time.may be obtained by filing a on-.accompanied by the extension fee under the provisions of
37 CFR 1:136(a). If any of items 1 or 3through 5 are indicated. ‘missing, the SURCHARGE set forth in 37 CFR 1.16(e) of (] $65.00:
for a'small entity in compliance with-37 CFR 1.27, or 130.00 for-a non-small entity, must also be timely submitted in reply
-‘to this' NOTICE to avoid abandonment. : s .

If all required items on this-form are filed within the period set above, the total amount owed by applicant as a
- U small entity (statement filed) on-small entity is $ G ,
1. The statutory basic filing fee is:
issing.
U insufficient. /o /)
_Applicant must submit $._- //’f [ -
.~ claiming such status (37 CFR 1.27).
2. The following additional ctaims fees are due:

lto complete the basic filing fee and/or file a small entity statement

3 # N 4 .
$ 050 tor fef total claims over 20.
$ (o] S independent claims over 3.
$ . for multiple dependent claim surcharge.

Applicant must either submit the additional claim fees or cancel additional claims for which fees are due.

(3 -3. The oath or declaration: : ‘

O is missing or unsigned.

-0 does not cover the newly submitted items. . ' :

An oath or declaration in compliance with'37 CFR 1. 63, including residence information and identifying the application by
- - the above Application Number and Filing Date is required.
(3. 4. The signature(s):to the 'oath or declaration is/are by a person-other than inventor or person qualified under 37 CFR 1.42,

- 1.43 0r 1.47. :
A properly signed oath or declaration in compliance with-37 CFR 1.63, identifying the application by the above =
Application Number and Filing Date, is required. : :

[J 5. The signature.of the follawing jointinventor(s) is missing from the oath or declaration:

-+ An oath or declaration.in compliance.with-37 CFR 1.63 listing the names of all inventors and signed by the omitted
inventor(s), identifying this-application by the above Application Number and Filing Date, is required, B

[J-6. A $50.00 processing fee is required since your-check was returned without payment (37 CFR 1.21(m)).

- [ 7. Your filing receipt was mailed in error because your check was returned without payment. .

(. 8. The application was filed in-a-language other than English, . - A .

*. Applicant must file a:verified English transiation of the application, the $130.00 set forth in 37 CFR 1.17(k), unless

‘ . previously submitted, and a statement that the translation is accurate.(37 CFR 1:52(d)). S

.[J 9. 0THER: ‘

.- Direct.the reply and-any questions about this notice to “Attention: Box Missing Parts.”

A copy.af this notice MUST be returned with the reply.

~

AN
A Ao
Cﬂsfomer Service Center
- Initial Patent Examination Division (703) 308-1202

FORM PTO-1533 (REV. 9/98) ' o U.S. GPO 1899 450-5875

PART 3 - OFFICE COPY
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: Ellis et al.

Application No.: 09/420,249

Filed: October 19, 1999

For: STENT DELIVERY SYSTEM
Examiner: not assigned yet

Group Art Unit: 3734

Application Processing Division
Customer Correction Branch

Assistant Commissioner for Patents Docket No.: S63.2-8619
Washington, DC 20231 ‘

REQUEST FOR CORRECTION OF FILING RECEIPT

Upon reviewing the Official Filing Receipt for the above-identified application, an error
was noted. A red-lined copy of the Filing Receipt is enclosed herewith showing the corrections.

An inventor’s first name listed on the filing receipt is spelled incorrectly. Please correct
the inventor’s name from “Andew J. Dusbabeki” to “Andrew J. Dusbabek”.

Applicant respectfully requests issuance of a Corrected Filing Receipt.

Respectfully submitted,

VIDAS ARRETT &

Date: .January 5, 2000 By: /

William E. Anderson,"II Vv
Registration No. 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone: (612) 563-3000
Facsimile: (612) 563-3001
FAWPWORK\WEA\8619-FIL.105
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PTO-103X
{Rev. 6-09)

UNITED STATES DEPARTMENT OF COMMERCE
" Patent and Trademark Office

ASSISTANT SECRETARY AND COMMISSIONER

OF PATENTS AND TRADEMARKS

Washington, D.C. 20231

FILING RECEIPT

APPLICATION NUMBER| FILING DATE | GRP ART UNIT] FIL FEE REC'D |ATTORNEY DOCKET NO.] DRWGS | TOT cL|inD cL
09/420,249 10/19/99 3734 $0.00 86.2-8619 4 34 3

WILLIAM E ANDERSON II ESQ
VIDAS ARRETT & STEINKRAUS
6109 BLUE CIRCLE DRIVE
SUITE 2000

MINNETONKA MN 55343

Receipt is acknowledged of this nonprovisional Patent Application. It will be considered in its order and you will be notified as to the
results of the examination. Be sure to provide the U.S. APPLICATION NUMBER, FILING DATE, NAME OF APPLICANT, and TITLE OF
INVENTION when inquliing about this application. Fees transmitied by cneck or draft are subject to collection. Please verify the aceuracy
of the data presented on this receipt. ¥ an error is noted on this Filing Receipt, please write to the Office of Initial Patent Examination’s

Customer Service Center. Please provide a copy of this Filing Receipt with the changes noted thereon. If you received a "Notice to File Missing

Parts of Application" {"Missing Parts Notice") in this application, please submit any corrections to this Filing Receipt with your reply to the "Missing Parts
Notice.” When the PTO processes the reply to the issing Parts Notice," the PTO will generate another Filing Receipt incorporating the requested

corrections {if appropriate). AND IQEW

Applicant(s) LOUIS G. ELLIS, ST. ANTHONY, MN; -ANBEW J. DUSBABEK,
DAYTON, MN; CHRISTOPHER R. LARSON, ST. PAUL, MN; TERRY V.
BROWN, FRIDLEY, MN. ' '

CONTINUING DATA AS CLAIMED BY APPLICANT-
THIS APPLN IS A CON OF 08/702,150 08/23/96

IF REQUIRED, FOREIGN FILING LICENSE GRANTED 11/09/99
TITLE , o A
STENT DELIVERY SYSTEM

PRELIMINARY CLASS: 604

DATA ENTRY BY: DIXON, DOROTHY L. TEAM: 04 DATE: 12/10/99

[ PR VIO RIERLODOTSORRE OO DRV R MOV AT MMIE OB 00 OO POOR 0000 OROR OO 00 00 RN RO ) S
(See reverse for new important information)
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PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE / j
In Re Application of: | Ellis et al.
Application No.: 09/420,249
Filed: - October 19, 1999
For: STENT DELIVERY SYSTEM
Examiner: not assigned yet
Group Art Unit: 3734

Application Processing Division
Customer Correction Branch

Assistant Commissioner for Patents ' Docket No.: S63.2-8619
Washington, DC 20231

TRANSMITTAL LETTER
1. In regard to the above-identified application, we are submitting the attached:

1 pg Request to Correct Filing Receipt; 1 pg redlined copy of filing receipt; VA&S Transmittal
Letter; and Posteard.

2. With respect to fees:
®  No additional fee is required.
.. B Attached is check(s) in the amount of $ :
O Charge additional fee to our Deposit Account No. 22:03 50

3.~ CONDITIONAL PETITION FOR EXTENSION OF TIME
This conditional petition is being filed along with the papers identified in Item 1 above and provides for the
possibility that Applicant has inadvertently overlooked the need for a petition and fee for extension of time
or for a petition and fee for any other matter petitionable to the Commissioner as required. If any extension
of time for the accompanying response is required or if a petition for any other matter is required, by
petitioner, Applicant requests that this be considered a petition therefor.

4, Notwithstanding paragraph 2 above, if any additional fees associated with this communication are required
and have not otherwise been paid, including any fee associated with the Conditional Petition for Extension
of Time, or any request in the accompanying papers for action which requires a fee as a petition to the
Commissioner, please charge the additional fees to Deposit Account No. 22-0350. Please charge any
additional fees or credit overpayment associated with this communication to the Deposit Account No. 22-0350.

VIDAS, ARRETT
L

Date: January 5, 2000 : By:

William E. Anderson” II

Registration No. 37,766
6109 Blue Circle Drive, Suite 2000

Minnetonka, MN 55343-9131

Telephone: (612) 563-3000

Facsimile: (612) 563-3001

Certificate Under 37 CFR 1.8: 1 hereby certify that this Tyansmittal Letter and the paper(s) as described herein, are being deposited in the

U.S. Postal Service, as FIRST CLASS MAIL, addressed t¢ Application Processing Division Customer Correction Branch, Assistant
Commissioner for Patents Washjfigton D.G£20231, on danuary 5, 2000
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PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: Ellis et al.
Application No.: 09/420,249
Filed: October 19, 1999
For: STENT DELIVERY SYSTEM
Examiner: not assigned yet
Group Art Unit: 3734
- Box Missing Parts
Assistant Commissioner for Patents , Docket No.: $63.2-8619

Washington, D.C. 20231

RESPONSE TO NOTICE OF MISSING PARTS

In response to the Notice to File Missing Parts of Application--Filing Date
Grarited, mailed December 10 1999, enclosed for filing please find:

1. A copy of the Notice to File Missing Parts of Application (Form
PTO 1533) and a Check for $1142.00 to cover the filing and surcharge fees.

If any other fees are necessitated by this response, please charge or credit them to

Deposit Account No. 22-0350.

Respectfully submitted,

VIDAS, ARRETT & STEIN

2y
Date: February 7, 2000 By /

William E. Anderson, II
Registration No. 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone No.: (612) 563-3000

Facsimile No.: (612) 563-3001
FAWPWORK\WEA\8619-LTR. 207
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"UNITED STATES wEPARTMENT OF COMMERCE

‘Patent and Trademark Office

Address: . COMMISSIONER OF PATENTS AND TRADEMARKS
Washington, D.C. 20231

FIRST NAMED APPLICANT ‘ ATTORNEY DOCKET NO/TITLE

DATE MAILED:

NOTICE TO FILE MISSING PARTS OF APPLICATION
F:Iing Date Granted

An Application Number and Filing Date have been assigned to this application. The items indicated below, however, are missing. Applicant
is given TWO MONTHS FROM THE DATE OF THIS NOTICE within which to file all required items and pay any fees required below to
avoid abandonment. Extensions of time may be obtained by filing a on accompanied by the extension fee under the provisions of
37 CFR 11136(a). If any of items 1 or 3through 5 are mdlcated,as{n?se::rf\g, the SURCHARGE set forth in 37 CFR 1.16(e) of (] $65.00
for a small entity in compliance with 37 CFR 1.27, or #3-$130.00 for a non-small entity, must also be timely submitted in reply
to this NOTICE to avoid abandonment. .

If-all required.items on this form are filed within the penod set aboye, the total amount owed by applicant as a

D s all entity (statement filed) on-small entity.is § V28 eI
. The statutory basic filing fee is:
issing.
0 insufficient. ' /7 é Kj- ‘ . Co
pplicant must submit § L Y. fo complete the basic filing fee and/or file a small entity statement
; /:Iaiming such status (37 CFR 1.27) 5 :
i [}2. The following additional claims fees are due:

! 4 . .
i $ KQQ" for / L/ .. total claims over 20.
$ for : =_independent claims over 3. -

, $ ' __for multiple dependent claim surcharge.
% : Appllcant must either submit the additional claim fees or cancel additional claims for which fees are due.

(1 3. The oath or declaration:
(] is missing or unsigned.
). does not coverthe newly submltted items.
An oath or declaration in.compliance with 37 CFR 1. 63, including res:dence mformatlon and identifying fhe appllcat/on by
| the above Application Number and Filing Date is required.
i[O 4. The signature(s) to the oath or.declaration is/are by a person other than inventor or person qualified under 37 CFR 1.42,
1 1.43 or 1.47.
A properly signed oath or declaration in compliance with 37 CFR 1.63, /dentlfymg the application by the above
Application Number and Filing Date, is required. -

D 5. The signature of the following joint mventor(s) is missing from the oath or declaration:

74

An oath or declaration in compliance with 37 CFR 1.63 listing the names of all inventors and signed by the omitted
inventor(s), identifying this application by the above Application Number and Filing Date, is required.

[0 6. A $50.00 processing fee is required since your check was returned without payment (37 CFR 1.21(m)).

o W N
00 7. Your filing receipt was mailed in error because your check was returned without payment. Zzz
(0. 8. The application was filed in-a language other than English. o o
- Applicant must file a verified English translation of the application, the $130.00 set forth in 37 CFR 1.17(k), unlessg, 23
previously submitted, and a-statement that the translation is accurate (37 CFR 1. 52(d)) @
(J 9. OTHER: &
Direct the reply and any questlons about this notice to “Attention Box Mnssmg Parts.” : §
o]
i . . L
g A copy of. thls notice MUST be returned with the reply 2
; e \f\ &
’!\\ L/\v)’ (N » %
. Customer Service Center &
Anitial Patent Examination Division (703) 308-1202 2 owm
‘ & =255

Lol B3 £
us. GPo;‘lseg-ndansb'fs

FORM PTO-1533 (REV. 9/98) )
Lon Kowr ]

PART 2 COPY TO

RNED WITH RESPONSE
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PATENT
IN THEM A D STATES PATENT AND TRADEMARK OFFICE

In Re Application of: Ellis et al.

Application No.: 09/420,249

Filed: October 19, 1999

For: STENT DELIVERY SYSTEM

Examiner: not assigned yet

Group Art Unit: 3734
Box Missing Parts '
Assistant Commissioner of Patents Docket No.: $63.2-8619
Washington, DC 20231

TRANSMITTAL LETTER

1. In regard to the above-identified application, we are submitting the attached:

1 pg Response to Notice to File Missing Parts; 1 pg PTO form 1533; check 1142.00;VA&S
Transmittal Letter; and Postcard.

2. With respect to fees:
O No additional fee is required.
© B Attached is check(s) in the amount of $_1142.00 .
B Charge additional fee to our Deposit Account No. 22-0350.

3. CONDITIONAL PETITION FOR EXTENSION OF TIME
This conditional petition is being filed along with the papers identified in Item 1 above and provides for the
possibility that Applicant has inadvertently overlooked the need for a petition and fee for extension of time
or for a petition and fee for any other matter petitionable to the Commissioner as required. If any extension
of time for the accompanying response is required or if a petition for any other matter is required, by
petitioner, Applicant requests that this be considered a petition therefor.

4. Notwithstanding paragraph 2 above, if any additional fees associated with this communication are required
and have not otherwise been paid, including any fee associated with the Conditional Petition for Extension
of Time, or any request in the accompanying papers for action which requires a fee as a petition to the
Commissioner, please charge the additional fees to Deposit Account No. 22-0350. Please charge any
additional fees or credit overpayment associated with this communication to the Deposit Account No. 22-0350.

‘ VIDAS, ARRETT & SIEIN
P
W
Date:February 7, 2000 By:

William E. Anderson, 11
Registration No. 37,766

6109 Blue Circle Drive, Suite 2000

Minnetonka, MN 55343-9131

Telephone: (612) 563-3000

Facsimile: (612) 563-3001

Certificate Under 37 CFR 1.8: 1 hereby certify that this Transmittal Letter and the paper(s) as described herein, are being deposited in the

U.S. Postal Service, as FIRST CLASS MAIL, addressed to Box Missing Parts, Assistant Commissioner for Patents, Washington D.C. 20231,
on February 7, 2000

&J/qdi D. Nickel
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PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: Ellis et al.

Application No.: 09/420,249 -

Filed: October 19, 1999 o2 \

For: STENT DELIVERY SYSTEM S

Examiner: (Not yet assigned) \\z.: 1 |

Group Art Unit: 3734 z = 7 1
Assistant Commissioner for Patent ' Docket No.: S63.2—8619
Washington, D.C. 20231 q/

INFORMATION DISCLOSURE STATEMENT %LED) 5i6U

\ Applicant submits herewith patents, publications or other information of which

he is aware, and which he believes may be material to the examination of this application.

This Information Disclosure Statement is not intended to constitute an admission
that any patent, publication or other information referred to herein is “prior art” to the
invention of the above-identified application, unless specifically designated as such.

The filing of this Information Disclosure Statement shall not be construed to
mean that a search has been made or that no other material information exists.

The related co-pending application(s)that we are aware of are listed as follows:

Application No.: 08/702,150, filed August 23, 1996, now U.S. Patent

6,007,543,

Pursuant to MPEP §2001.06(b), no copies of cited art in a previous
application(s) to which priority was claimed need be submitted.

This Information Disclosure Statement is being filed within three months of the

filing date of this application or date of entry into the national stage of an international

application or before receipt of a first Official Action on the merits, whichever occurs last.
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Information Disclosure Statement
Application No. 09/420,249
Page 2

Respeétfully submitted, |

VIDAS, ARRETT & STE US, P.A.

Date: March 8, 2000 By% )/

William E. Anderson, II
Registration No.: 37,766

Suite 2000

6109 Blue Circle Drive
Minnetonka, MN 55343-9131
Telephone: (612) 563-3000
Facsimile: (612) 563-3001

FAWPWORK\WEA\8619-1DS.308

~ E
oo 6, » ‘.‘é.

R ER LI B ot
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FORM PTO-1449 (Modified)

STATEMENT
(Use several sheets if necessary)

LIST OF PATENTS AND PUBLICATIONS FOR
APPLICANT'S INFORMATION DISCLOSURE

Pese)
|4

Serial Nos %

APPLICANT: Louis G. Ellis, Andrew J. Dusbabek, Christopher R. Larson, Terry V., Brown

FILING DATE: August 23, 1996

Group:

REFERENCE DESIGNATION

U.S. PATENT DOCUMENTS

EXAM'S DOCUMENT NUMBER

DATE

NAME

CLASS

SUBCLASS

FILING DATE
IF APPROPRIATE

W AA | 5378237

173/95

R

et al

[”4 """
j/ AB | 5344402

9/6/94

Crocker

AF

AG

AH

FOREIGN PATENT DOCUMENTS

DOCUMENT NUMBER

DATE

COUNTRY

CLASS

SUBCLASS

TRANSLATION

YES

NO

AL~

AO

AP

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

AT

EXAMINER H-’::]L""" ST

next communication to applicant.

I DATE CONSIDERED * / (o /
<0

[ 4
EXAMINER: Initia} if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if éin conformance and not considered. Include copy of this form with

FAWPWORK\FORMS\PTO-1449. FRM

Page _t of I
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_ 2 & X
. < T
FORM PTO-1449 (Modified) TRADEW X SERIAL NO.:  08/702,150
INFORMATION DISCLOSURE STATEMENT APPLICANT: Louis G. ELLIS etal.

(Use several sheets if necessary) FILING DATE:  August 23, 1996 GROUP: 3301 |
REFERENCE DESIGNATION U.S. PATENT DOCUMENTS |
EXAM'S PATENT NUMBER | ISSUE DATE PATENTEE CLASS | SUBCLASS | FILING DATE
INIT. IF APPROPRIATE
%‘ "AA | 5,817,102 Oct. 6, 1998 Johnson et al. 606 108 4/21/97

AB
AC
AD | HelmiveD
AE oYl Wk SkaBWLV-V-Y
DEL S0 1970
AF
™
FOREIGN PATENT DOCUMENT OR PUBLISHED FOREIGN PATENT APPLICATION
DOCUMENT PUBLICATION | COUNTRY OF PATENT OFFICE CLASS | SUBCLASS | TRANSLATION
NUMBER DATE
YES NO
BA
BB
BC
BD
BE
BF
BG
OTHER ART (Including Author, Title, Date, Pertinent Pages, Etc.) NI /N s o
cA ' nooivispy <3
DEC 10 1998
cB |
< TECHNOLOGY CENTER 3700 '
cc s D
CD ]
CE ||
s /
| e / e
EXAMINER ~~J_ 4~ s .. _~f ——{DATE CONSIDERED </ > /95 Ol
(=4 ' - > 7 = M
EXAMINER: Initial citati idered. Draw line through citatiof if not in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. Include ,{py of this form
with next communication to applicant.
FAWPWORK\FORMSUDS- 1449 Page _ 1 _of 1
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FORM PTO-1449 (Modified) ATTY DOCKET NO.: . $63.2-6050 SERIAL NO.: 681702, T50—
INFORMATION DISCLOSURE STATEMENT APPLICANT:  Louis G. ELLIS et al.
(Use several sheets if necessary) .
FILING DATE:  August 23, 1996 GROUP: 3301

‘ REFERENCE DESIGNATION U.S. PATENT DOCUMENTS
J EXAM'S PATENT NUMBER | ISSUE DATE PATENTEE CLASS | SUBCLASS | FILING DATE
! INIT. IF APPROPRIATE
[ 7 ? AA | 5,653,691 8/5/97 Rupp et al. 604 96 4/25/96

AB
~ AC
S—
3 AD
oy ;
_1 AE

AF

AG

FOREIGN PATENT DOCUMENT OR PUBLASHED FOREIGN PATENT APPLICATION
DOCUMENT PUBLICATION | COUNTRY OF PATENT OFFICE CLASS | SUBCLASS | TRANSLATION
NUMBER DATE b
YES NO

BA |

BB

BC

BD

T

BE <

BF

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

CA

CB

CcC

Cb

CE
EXAMINER T,

& —

EXAMINER: Initial citation connsidered. Draw line throu

with next communication to applicant.

DATE CONSIDERED /o /, 1 /34~
ML VILVDY

gh citation if not in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. Inciude copy of this form

FAWPWORK\FORMSUDS- 1449
“

7T 37070
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QRM PTO-1449 (Modified) " ATTY DOCKET NO.:  §63.2-6050 SERIAL NO.: 08/702-56—

INFORMATION DlSCLOSURE ]

c STATEMENT BY APPLICANT APPLICANT: Louis ELLIS et al.

En (Use several sheets if necessary) :

. FILING DATE:  August 23, 1996 GROUP: 3301

EFERENCE DESIGNATION U.S. PATENT DOCUMENTS

(@]

XAM'S PATENT NUMBER | ISSUE DATE PATENTEE ' CLASS | SUBCLASS | FILING DATE

INIT. IF APPROPRIATE

AA
AB
AC :
AD ’ {
AE
AF
AG

FOREIGN PATENT DOCUMENT OR PUBLISHED FOREIGN PATENT APPLICATION

DOCUMENT PUBLICATION | COUNTRY OF PATENT OFFICE CLASS | SUBCLASS | TRANSLATION
NUMBER DATE
YES NO
T2 |BA |0266957 A2 5/11/88 EP ' X
BB
BC
BD
BE
BF
BG
OTHER ART (Including Author, Title, Date, Pertinent Pages, Etc.) 253
cB | i
cc ||
CD
CE
EXAMINER Pz DATE CONSIDERED ’3 / 7/}/
EXAMINER: Initial citation connsidered. Draw line through citation if not in conformance with MPEP 609; Draw line thcough citation if no( in conformance and not considered. Include copy of this form
with next communication to applicant,

FAWPWORK\FORMS\DS- 1449 ﬁ[/l/ g / Page _1__of _1I
5; A
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U.S. pro

/éll{ll///l{l@l@lé//l;l/ﬂ/ﬂ/lllg ‘

FORM PTO-1449 (Modificd) _ Serial Nos 087102150~
LIST OF PATENTS AND PUBLICATIONS FOR
APPLICANT'S INFORMATION DISCLOSURE APPLICANT: Louis G. Ellis, Andrew J. Dusbabek, Christopher R. Larson, Terry V. Brown
STATEMENT
(Use several sheets if necessary) FILING DATE: August 23, 1996 Group: ?) /S 9]
REFERENCE DESIGNATION U.S. PATENT DOCUMENTS
EXAM'S DOCUMENT NUMBER DATE NAME CLASS | SUBCLASS | FILING DATE
INIT IF APPROPRIATE
i ";E// AA | 4,328,056 05/04/1982 | Snooks
NS
AB 4,338,942 07/13/1982 Fogarty
7
AC 4,423,725 01/03/1984 Baran et al.
AD 4,608,984 09/02/1986 Fogany
AE 4,733,665 03/29/1988 Palmaz
AF Bl 4,733,665 01/11/1994 Palmaz
AG 4,740,207 04/26/1988 Kreamer
AH 4,744,366 05/17/1988 Jang
Al 4,848,343 07/18/1989 Walstein et al,
/ Al 4,875,480 10/24/1989 Imbert
;"7‘./ AK 4,950,227 08/21/1990 Savin et al.
7/
FOREIGN PATENT DOCUMENTS
DOCUMENT NUMBER DATE COUNTRY CLASS SUBCLASS TRANSLATION
1
YES NO
Ty
7’”‘ AL 0257 091 Bl 07/28/1993 | EPO X
T
2 AM | 0442 657 A2 091211991 | EPO X
7
/42 AN 0553 960 Al 08/04/1993 EPO X
2% a0 |oera0ia1 12/07/199 | EPO X
R
)’V AP 0699451 A2 03/06/1996 EPO X
L=
OTHER ART (Including Author, Title, Date, Pertinent Pages, Etc.)
AR Julio C. Palinaz et al., Expandable Intrai I Graft: A Preliminary Study, Work in Progress, From the Departments of Radioloty (J.C.P., R.R.S., S$.R.R.) and Pathology
- e . . . . - i ber 1,
% 5 e (F.0.T.) University of Texas Health Scierice Center at Sanantonio and Memorial Medical Center (W.J.K.), Corpus Christ, Texas, MLQ% Volume 356, Number
Pages 73-77. . - i )
AS .
AT = :
. , G
EXAMINER Te—"" l DATE CONSIDERED <§7/ 7 /97 ¢
R (4 el
EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line thfeugh citation if not in conformance and not considered. Include copy of this form with
next communication to applicant,

FAWPWORK\FORMS\PTO-1449.FRM

S los

Page | of4
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% / ’
FORM PTO0-1449 (Modified) 3 . TTY DOCKET NO:$53.2-6050 Serial No: 087702,150
) LIST OF PATENTS AND PUBLICAT? ) '\'ng
APPLICANT'S INFORMATION DISCLOS g APPLICANT: Louis G. Ellis, Andrew J. Dusbabek, Christopher R. Larson, Terry V. Brown
STATEMENT ) )
(Use several sheets.if necessary) FILING DATE: August 23, 1996 Group:
REFERENCE DESIGNATION U.S. PATENT DOCUMENTS
EXAM'S DOCUMENT NUMBER DATE NAME CLASS | SUBCLASS FILING DATE
INIT, IF APPROPRIATE
') .
J " 1aa | s5.007.92 04/16/1991 | Derbyshire
/ AB 5,026,377 06/25/1991 Burton et al,
AC 5,037,392 08/06/1991 Hillstead
AD 5,049,132 09/17/1991 Shaffer et al,
AE 5,108,416 04/28/1992 Ryan et al.
AF | 5116318 05126/1992_ | Hillstead
AG Mg.m 1012711992 | Lauetal.
AH 5,226,880 07/13/1993 Martin
Al 5,226,889 07/13/1993 Sheiban
AJ 5,242,399 09/07/1993 Lau et al.
?’7’/ AK | 5,290,306 03/01/1994 | Trotta et al.
Y
FOREIGN PATENT DOCUMENTS
‘| DOCUMENT NUMBER DATE COUNTRY CLASS { SUBCLASS TRANSLATION
YES NO
K% | AL 0707 837 Al 0424/1996 | EPO | X
717___ AM | W0.93/19703 10/14/1993 | rcT ’ X
/LC,/‘ AN | wo96/03072 02/08/1996 | pCT ’ X
%’/ A0 | WO 96/03092 Al 02/08/1996 | pcT X
s AP
OTHER ART (Including Author, Title, Date, Pertinent Pages, Etc.)
AR .
AS
et
AT oo
£ad
EXAMINER 7~ ] DATE CONSIDERED (S'// 7 /')7 7 ; :
7 /7 / e . ey
EXAMINER: Inital if ref idered, whether or not ci is in conformance with MPEP 609; Draw I}ddm)ugh citation if not in conformance and not considered. Inchade copy of 15115 form wnux
next communication to applicant. -

‘ FAWPWORK\FORMS\PTO-1449.FRM
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FORM PTO-1449 (M‘odiﬁcd) ATTY DOCKET NO:563.2-6050 Serial Ng: 08702450~
LIST OF PATENTS AND PUBLICATIONS FOR
APPLICANT'S INFORMATION DISCLOSURE APPLICANT: Louis G. Ellis, Andrew J. Dusbabek, Christopher R, Larson, Terry V. Brown
STATEMENT
(Use several sheets if necessary) FILING DATE: August 23, 1996 Group:
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: Ellis et &k

Application No.: 09/420,249
Filed: October 19, 1999
For: STENT DELIVER

Examiner: not assigned yet

Group Art Unit: 3734

Assistant Commissioner of Patents » Docket No.: S63.2-8619
Washington, DC 20231 : ‘
TRANSMITTAL LETTER
L. In regard to the above-identified application, we are submitting the attached:
2 pg Information Disclosure Statement,@ pgs of 1449 forms; 3 pgs of 892 form;VA&S Transmittal
Letter; and Postcard. o

2. With respect to fees: A B

® No additional fee is required. e B!
0O Attached is check(s) in the amount of $ . Lo T
0 Charge additional fee to our Deposit Account No. 22-0350. oo T

3. . CONDITIONAL PETITION FOR EXTENSION OF TIME
This conditional petition is being filed along with the papers identified in Item 1 above and prov1des for the
possibility that Applicant has inadvertently overlooked the need for a petition and fee for extension of time
or for a petition and fee for any other matter petitionable to the Commissioner as required. If any extension
of time for the accompanying response is required or if a petition for any other matter is required, by
petitioner, Applicant requests that this be considered a petition therefor. -

4. Notwithstanding paragraph 2 above, if any additional fees associated with this communication are required
and have not otherwise been paid, including any fee associated with the Conditional Petition for Extension
.of Time, or any request in the accompanying papers for action which requires a fee as a petition to the
Commissioner, please charge the additional fees to Deposit Account No. 22-0350. Please charge any
additional fees or credit overpayment associated with this communication to the Deposit Account No. 22-0350.

VIDAS, ARRETT

r\a

Date: March 9, 2000

1lham E. Anderson I
Registration No. 37,766
6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone: (612) 563-3000
Facsimile: (612) 563-3001

Certificate Under 37 CFR 1.8: I hereby certify that this Transmittal Letter and the paper(s) as described herein, are being deposited in the
U.S. Postal Service, as FIRST CLASS MAIL, addressed to Assistant Commissioner for Patents, Washington D.C. 20231, on March /s, 2000

/
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~“UNITED STATES ﬁiEPARTMENT OF COMMERCE
Patent and Trademark Office
Address: . COMMISSIONER OF PATENTS AND TRADEMARKS

Washington, D.C. 20231 gai

APPLICATIONNO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKETNO. |
s, 24 io/1e/9s Bl im L.

' EXAMINER

AWM/ 0815 nll |
b, T
TN RALIS
INERALIS | ART UNIT PAPER NUMBER |
wore Avaroas Dotk

15440

——
-
mirpreaEolis PN OBRBEAOZ-401 4 -

DATE MAILED: i3/ 1 &/ {101

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

Commissioner of Patents and Trademarks

PTO-90C (Rev. 2/95)

1- File Copy
U.S. G.P.O. 2000 ; 465-188/25266
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Application No. Applica )
- 09/420,249 Ellis et al
t Offlce ACtlon Summary Examiner Group Art Unit
‘ Justine Yu 3764

(] Responsive to communication(s) filed on

(1 This action is 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 0.G. 213.

A shortened statutory period for response to this action is set 1o 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

1 Claims are subject to restriction of election requirement.

Application Papers
X See the attached Notice of Draftsperson's Patent Drawing Review, _PTO-948.

] Tne drawingls) filed on is/are objected to by the Examiner.

(] The proposed drawing correction, filed.on ‘ is  Chpproved [Hisapproved.

] The specification is objected to by the Examiner.
] The oath or declaration is objected to by the Examiner.

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

Al (JSome* [INone of the CERTIFIED copies of the priority documents have been

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

*Certified copies not received:

X Claimis) 7-36 is/are pending in the application.
Of the above, claim(s) is/are withdrawn from consideration.

[ Claim{s) is/are allowed.

X Ctaimis) 1-36 P is/are rejected.

] Claimis) ’1 B is/are objected to.

[ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e).

Attachment(s}
IX| Notice of References Cited, PT0-892
IX| Information Disclosure Statement(s), PTO-1449, Paper No(s). 4
[ Interview Summary, PTO-413
Notice of Draftsperson's Patent Drawing Review, PT0-948
] Notice of Informal Patent Application, PTO-152

.- SEE OFFICE ACTION ON THE FOLLOWING PAGES ---

U. S. Patent and Trademark Office

PTO-326 (Rev. 9-95) Office Action Summary Part of Paper No.

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 61




Application/Control Number: 09/420,249 ’ Page 2

Art Unit: 3764

DETAILED ACTION

Drawings
1. This application has been filed with informal drawings which are acceptable for

examination purposes only. Formal dra;Nings will be required when the application is allowed.

Claim Rejections - 35 USC § 112
2. Claims 1-19 and 35-36 are rejected under 35 U.S.C. 112, second paragraph, as being
indefinite for failiné to particul_arly point out and distinctly claim the subject matter which
applicant regards as the inveritron.v

In claim 1, line 6, the term “for radial expansion of the stent” is confusing because it is not
clear which disclosed element performing the recited function, the inflatable means, or the
mounting and retaining means.

In claim 14, lines 6-7 the term “on and/or surrounding the shaft, the at least one mounting
body being positioned on the shaft” is indefinite because a broad range or limitation together with
a narrow range or limitation that falls within the broad range or limitation (in the same claim) is
considered indefinite, since the resulting claim does not clearly set forth the metes and bounds of
the patent protection desired.

In claims 17, 19, 32, and 34, the term “like” is vague and indefinite.
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Art Unit: 3764

In claim 35, lines 9-10, the term “the length of the stent” is vague and indefinite because

the length of the stent is variable. Similar to the “length of the stent” in claim 36.

Claim Rejections - 35 USC § 102
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 1-3, 5,’ 6, 8, 12-17, 20-22, 24-25, and 30-32 are rejected under 35 U.S.C. 102(b)
as being anticipated by Ryan et al (Pat. No. 5,108,416).

Figure 15 of Ryan shows a stent introducer system éomprising two end cups 102 and 104
(cups\ are interpreted as tl}e"mounting means or bodies with separation in between, or one cup as
the mounting body and the ofhér one as the stop) located inside the balloon 20. The teaching in
column 5, lines 42-53 of Ryan discloses that the end caps can be formed of any of a variety of
resilient polymérs including polyester elastomers and can be coated with silicone.

In regard to claim 15, column. 11, lines 40-41 of Ryan teaches that the end cap can be

formed from a segment of tubing having uniform diameter (cylindrical shape, ring-like).
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Art Unit: 3764

5. Claims 14, 15, 20, and 30 are rejected under 35 U.S.C. 102(b) as being clearly anticipated
by Lau et al (Pat. No. 5,158,548).
Figures 1 and 2 of Lau show the marker (mounting body) being carried on the shaft inside

the balloon and under the stent.

Claim Rejections - 35 USC §103
6. 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:

(2) 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.

This application currently names joint inventors. In considering patentability of the claims
under 35 U.S.C. 103(a), the examiner presumes that the subject mdt;er of the various claims was
commonly owned at the time any inventiéns covered therein were made absent any evidence to
the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor
and invention dates of each claim that was not commonly owned at the time a later invention was
made» in order for the examiner to consider the applicability of 35 U.S.C. 103© and potential 35

U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a).

7. Claims 4 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ryan et

al.
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Art Unit: 3764

Ryan lacks a description of the end cups being made of high density polyethylene.
However, the feature of choosing high density polyethylene is considered as an obvious design

choice since such material is well known in the art.

8. Claims 11 and 29 are rejected) under 35 U.S.C. 103(a) as being unpatentable over Ryan et
al in view of Euteneuer et al (Pat. No. 5,445,646).

Ryan lacks marker bands on the catheter. However, the feature of using marker bands is
well known in the stent delivery art to identify the location. In addition, Euteneuer discloses two
fnarker bands 20 in the s}ent delivery system. Therefore, it would have been obvious to one of
ordinary skill in the art at the time the invention was made to provide Ryan’s system with a pair of
marker bands as taught by Euténeuer, in order to identify the location of the stent during the

delivery process.

9. Claims 1-10, 14, 16, 18-28, and 30-34 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Samson (Pat. No. 5,683,410) in view of Ryan et al.

Samson discloses an angioplasty balloon catheter comprises an inner member 114
(mounting and retaining means) having two ends 116 (stops or spaced mounting bodies) and a
flexible coil 118 (mounting body) located inside of the balloon. Samson lacks a tubular stent
mounted on the balloon. However, Ryan shows a stent introducer system having a tubular stent

mounted on the balloon. Therefore, it would have been obvious to one of ordinary skill in the art
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Art Unit: 3764

at the time the invention was made to provide Samson’s catheter with a stent as taught by Ryan,
since the balloon catheter is well known in the art for delivering the stent into the body.

In regard to claims 3-5, the teaching in column 6, lines 1-14 of Samson discloses the
coil 118 may be made of any suitable material. Therefore, choosing a particular material such as
elastomeric, high density pokl\yethylenve, or silicone is considered as an obvious design choice.

In regard to claims 9-i0, figure 1A of Samson shows the pair of stops 116 in the
cylindrical shaped but lacks in the éonical shaped. However, having a conical shaped instead of
cylindrical is considered as an obvious design choice since it appears that the modified Samson’s
étop would perform equally well with conical shaped stop.

In regard to claims 18 and 27, figure 1 of Samson shows three spaced mounting bodies

which including two spaced stops 116 and a coil 118.

10. Claim 21-24, and 31-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Laﬁ et al.

Lau does not explicitly discIQse ,the specific material for the marker. However, the feature
of choosing markers from a material Wthh resiliently deforms under radial pressure such as
elastomeric, high density polyethylene, silicone is considered as an obvious design choice because
the recited materials are well known in the radiopaque marker art.

Regarding claims 31-34, Lau shows one ring shaped mounting body rather than two or

three spaced mounting bodies. However, duplicating the components of a prior art device is a
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Art Unit: 3764

design consideration within the skill of the art. Therefore, the feature of having two or three
mounting bodies fails to patentably define over the prior art.

Regarding claims 35 and 36, Lau differs from the present invention in that the mounting
body having the length of less than ¥ the length of the stent. However, the feature of choosing a
smaller or shorter stent such that the length of the mounting body being at least % or 2/3 the
length of the stent is considered as an obvious design choice since the length of the stent is

variable and it is necessary and inherent upon various applications.

11.  Claims 25 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lau et al
in view of Walker et al (Pat. No. 5,364;354).

Lau’s marker in a form of a tube rather than a spiral configuration. However, Walker
teaches a resilient coiled marker 62. Therefore, it would have been obvious to one of ordinary
skill in the art at the time the invention was fn;ade to modify the shape of the Lau’s marker with a
coil configuration as taught by Walker, since it is a matter of design for art recognized

equivalents.

12.  Claims 27-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lau et al in
view of Euteneuer et al.
Regarding claims 27 and 28, Lau lacks a pair of stops. However, Euteneuer in figures 16

and 17 shows a pair of stops (206, 208; 206). Therefore, it would have been obvious to one of
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ordinary skill in the art at the time the invention was made to provide Lau’s delivery system with a
pair of stops as taught by Euteneuer, so as to further secure the stent on the position.
Furthermore, the feature of choosing a particular shape for the stops such as conical in shape is
considered as an obvious design choicg since it appears that the Euteneuer’s stops would perform
equally well with both stops in conical shape.

Regarding claim 29, Lau has only one marker but lacks a plurality of markers. However,
Euteneuer teaches an additibnal pair of markers 20 being located on the shaft, see figure 2.

Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention

4

was made to provide Lau’s system with an addition pair of markers as taught by Euteneuer, in
order to provide better assistance to the physician in positioning the system into the desire

location within the body.

Double Patenting

13. The nonstatutory double patenting rejection is based on a judicially created doctrine
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed.
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686
F.2d 937,214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619

(CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321© may be used to
overcome an actual or provisional rejection based on a nonstatutory double patenting ground
provided the conflicting application or patent is shown to be commonly owned with this
application. See 37 CFR 1.130(b).

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b).
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14.  Claims 1-36 are rejected under the judicially created doctrine of obviousness-type double
patenting as being unpatentable over claims 1-33 of U.S. Patent No. 6,007,543. Although the
conflicting claims are not identical, they are not patentably distinct from each other because the
difference between the patented claims and the proposed application claims are minor and obvious
from each other. The instant claims are broader version of the patented claims (i.e. the instant
claim 1 does not include the structural limitation such as the mounting body being substantially
the same length as the stent as recited in the patented claim 1; and the instant claim 14 does not
include the structural limitation such that the stent is interlocked with the mounting body as
recited in the patented claim 13). And any infringement over the patent would also infringe over
the instant claims. In the instant claims, the structural elements are included in the patented claims
1-33. Hence, the instant claims do not differ from the scope of the patented claims 1-33. In
214USPQ 761, Inre Van Ornum and Stang, broad claims in the continuing application were held

to be obvious double patenting over previously narrow claims.

15.  should be directed to Justine Yu whose telephone number is (703) 308-2675. The
examiner can normally be rgached on Tuesday - Friday from 8:30 AM - 6:00 PM. The examiner
cén also be reached on alté;gate Mondays.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor,
Mickey Yu, can be reached on (703) 308-2672. The fax phone number for the organization where

this application or proceeding is assigned is (703) 305-3590.
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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 (703) 308-0858.

Justine Yu

August 9, 2000
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In Re Application of: Ellis et al. S
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Application No.: 09/420,249 =B a
o= 7
Filed: October 19, 1999 = 9
For: STENT DELIVERY SYSTEM o @z’}
Examiner: Yu, J %
Group Art Unit: 3764
Assistant Commissioner of Patents Docket No.: S63.2-8619
Washington, DC 20231 ~

AMENDMENT

4

In response to the official action mailed August 15, 2000, please make the
following amendments:

In the Claims:

s
or

1. (Amended) A stent delivery system for carrying and }ié/ livering a stent having a
first end and a second end and a contracted state and an expanded state the system comprising:
a catheter having a shaft having a diameter and e{pandable inflatable means
associated therewith at a distal part of the shaft and 1ncluc}/mg mounting and retaining means for
receiving the stent on the expandable inflatable means [for radial expansion of] whereby the stent

s radially expanded upon inflation of the inflatablemeans, the mounting and retaining means

including at least one mounting body carried o

d surrounding the shaft inside the inflatable
means whereby the diameter of the shaft and/inflatable portion are increased at the distal part for

facilitating the mountlng and retammg ofthe stent and wherein, when the stent is mounted on the
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having a first end and a second end and a contracted staffe and an expanded state, to be delivered

upon expansion of the inflatable means, the mountifig and retaining means including at least one

least one mounting body being pos1t19,ned on the shaft such that, when the stent is loaded onto

C/g;\* mountmg body inside the inflatable means carried on [and/or surrounding] the shaft, the at

S,{izb ' 20. (Amended) A balloon catheter for intral

i

i
;

: the inflatable means and ths/sh/ﬂ/am the stent’s contracted state, at least a portion of the at least
- one mounting body is undj the stent, and

the stent crimped to the inflatable means and the at least one mounting body such that a

portion of the stenf is deformed to a diameter less than that of the at least one mounting body,
| thereby facilifatin ountin d retaining of the stent .

: ﬂ et
i 17.  The stent dehvery system of clalm 16 wherein the stent is generally tubular in

shape and the mounting bodies are ring- [hke]s_hgp_d

19.  The stent delivery system of claim 18 wherein the stent is generally tubular in -

[

shape and the mounting bodies are ring-[like]shgp/ed.

thal delivery of a stent, the catheter

L./ omprising a shaft having a diameter, a balloon associated with a distal portion of the shaft for

receiving a stent, the stent having a first end and a

ond end and a contracted state and an
expanded state, and means for inflating the ballgon, the shaft including at least one mounting

body radially carried on the shaft inside the’balloon whereby the diameter of the shaft is

increased inside the balloon to facilitage mounting and retaining of a stent to the catheter over the
balloon, the at least one mountin ody being positioned on the shaft such that when the stent is

loaded onto the inflatable mepfis and the shaft in the stent’s contracted state at least a portion of

g the at least one mounting Body is under the stent and between the first and second ends of the
!
1

stent.

21.  The catheter of claim 20 wherein the mounting body is of a material which
resiliently deforms under radial pressure.
«22.  The catheter of claim 21 wherein the material is elastomeric.

23. (Amended) The catheter of claim 21 wherein the material is high density
polyethylene. )

2 (L

|
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( ‘ ~ :4 24 . The catheter of claim 21 wherein the material is silicone.
\

g 72‘5 .~ The catheter of claimﬁ,z‘() wherein the mounting body is configured with at least

; one separation whereby trackabili,tf ’of the catheter is improved.
1 ' 7"'2‘6. The catheter of claim 25 wherein the separation is in a spiral configuration.

The catheter of claim 20 further including a pair of spaced stops.

@ The catheter of claim 27 wherein the stops are conical in shape.

29. (Amended)

130,
W

‘31

The catheter of claim 20 further including spaced marker bands.
The catheter of claim 20 wherein the mounting body is cylindrical in shape.

The catheter of claim 20 wherein at least two spaced mounting bodies are

i
| ‘included. ,
oo '

f 32.  The catheter of claim 31 wherein the mounting bodies are ring-[likelsne_tﬁg_d.
; 33.  The catheter of claim 20 wherein at least three spaced mounting bodies are
 included. /

| . 34, The catheter of claim 33 wherein the mounting bodies are ring-[like]sha/peg.
- 3s, |

A stent delivery system comprising: /

a radially expandable stent of generally cylindpical configuration, having a length, a first
end and a second end and a contracted state andan expanded state, and

a catheter having a shaft having a diameter and expandable inflatable means associated
therewith at a distal part of the shaft, wl} ein the inflatable means comprises a balloon, and
including mounting and retaining m/gaﬁs for receiving the stent on the expandable inflatable

means for radial expansion of th /e ‘stent upon inflation of the inflatable means, the mounting and

retaining means including at/least one mounting body carried on and surrounding the shaft

inside the inflatable mgaﬁs, the at least one mounting body being at least ' the length of the
. stent and being posi

1oned on the shaft such that when the stent is loaded onto the inflatable

means and the shaft in the stent's contracted state at least a portion of the at least one mounting

body is under the stent and between the first and second ends of the stent, whereby the

diameter of the shaft and inflatable portion are increased at the distal part for facilitating the

P
Ja—
5

P

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 78



Application No. 09/420,249 Amendment
Page 4 '
/
/ /"/ f.'ﬂ/

g

@Gf: ”moungx}g‘%nd retaining of the stent.
’ 36. T)ﬁ ent delivery system of claim 35, wherein the at least one mounting body is
at least 2/3 the lepgth of the stent.

Please add the following claims:

37.  Balloon catheter for expansion of vessel stenoses and for simultaneous

intraduction of a deformable stent into the vessel which is to be expanded in order to stabilize it

additional plateau and whichNis compos¢d of a flexiblg'material is provided between interior tube

and exterior balloon as an intermediate layet in such manner that it extends in longitudinal

direction to the sleeves which form the x-ray markers.

38.  Balloon catheter accordin to Claim 37, the intermediate tube forming the
intermediate layer essentially has a thickﬁes hich corresponds to that of the sleeves forming
the x-ray markers.

39. Balloon catheter according to claim 37, the interior tube, the balloon, the tube
forming the intermediate layer, and the stent crimped ato this base forming a pre-assembled
unit. N\

40.  Balloon catheter according to claim 39, the tu be forming the intermediate layer
being composed of a soft and elastic material into which the presses during crimping.

41.  Balloon catheter according to claim 39, wherein :‘o ¢ forming the intermediate

layer is bonded at the distal end to the interior tube of the catheter. '

REMARKS
The following is in response to the official action mailed August 15, 2000. Each

e
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issue is discussed in detail below.

Rejections under §112
@

Claims 1-19 and 35-36 were 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. Speciﬁc items of the claims were addressed.

In response, Applicant has amended the claims to remove the asserted indefinite
nature.

Rejection under §102
4
\ Claims 1-3, 5-6, 8, 12-17, 20-22, 24-25 and 30-32 are rejected under 35 U.S.C.
§102(b) as being anticipated by Ryan et al. (5108416).
| The claims are not anticipated by Ryan et al. because the end cups are not position

under the stent when the stent is loaded, as required by independent claims 1, 14 and 20.

()

Claims 14-15, 20 and 30 were rejected under 35 U.S.C. §102(b) as being clearly
anticipated by Lau et al. (5158548).

Applicant respectfully traverses on multiple accounts. Firstly, the “marker band”
in figure 1 does not qualify to one skilled in the art as a mounting body carried on the shaft inside
the expandable means, whereby the diameter of the shaft and expandable means, when the
expandable means is in its contracted state, are increased at the distal part of the shaft for
facilitating the mounting and refaining of the stent.

In this particular situation, it is assumed that the unlabeled marker in figure 1 is
indeed a marker band. The item is not labeled and I find no reference to a marker band in the
patent. The only information we have is what can be seen in figure 1. Typically, marker bands

are quite thin and would not increase the diameter of the shaft to facilitate mounting and

T,
5
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retaining of the stent, as claimed above and as understood in the specification. Even in figure 1,
the marker band is shown as having no effect on the crimped stent. Neither the balloon or the

_ stérit\ is shown to have contact with the marker band. Figure 2 does not show the marker band
 and therefore we do not have enough clear evidence from Lau et al. on how the “marker band”
would affect the retention of the stent. As such, the band of Lau cannot reliably lJl»ébkc\:ohsridered
mounting bodies, as defined in the present speciﬁcatibn. If the marker band of Lau would have
had any appreciable effect on the diameter of the catheter shaft, and therefore the seating of the
stent, it would have likely been commented on.

To the extent that figure 1 of Lau et al. is being relied upon as an accurate three
dimensional representation of the size of the marker band, it follows that the spacial
representation between the stent, balloon and the marker band should also be accepted. As
meqtioned above, Figure 1, which is the only disclosure of the marker band, represents that the
marker band has no retention effect on the stent. It cannot be said that Lau clearly teaches a
mounting body as claimed. Only in hindsight of Applicant’s application can one skilled in the art
make such a connection analysis. "Obviousness may not be established using hindsight, or in
view of the teachings or suggestions of the inventor." W.L. Gore & Assocs., Inc. v. Garlock, Inc.,
220 USPQ 303, 311, 312- 13 (Fed. Cir. 1983), cert. denied;469 U.S. 851 (1984).

Rejections under §103
| , (7)
Claims 4 and 23 were rejecfed under 35 U.S.C. §103(a) as being unpatentable
over Ryan et al.
As this rejection is dependent upon the rejection of paragraph 4 of the official
action, for the reasons stated above in response thereto, it similarly fails. As shown above, Ryan
et al. does not anticipate the claims except for the element of the high density polyethylene.

Reconsideration is therefore requested.

(&)

P
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Claims 11 and 29 were rejected under 35 U.S.C. §103(a) as being unpatentable
over Ryan et al. in view of Euteneuer et al. (5445646).

As this rejection is dependent upon the rejection of paragraph 4 of the official
action, for the reasons stated above in response thereto, it similarly fails. As shown above, Ryan
et al. does not anticipate the claims except for the element of the marker bands. Reconsideration

is therefore requested.

@)

Claims 1-10, 14, 16, 18-28 and 30-34 were rejected under 35 U.S.C. §103 as
being unpatentable over Samson (5683410) in view of Ryan et al. It is asserted that Samson
discloses all of the elements of the present claims, save a stent mounted on the catheter.

‘ In response, the Applicant respectfully traverses. The asserted inner member 114
is not on and surrounding the shaft, as reQuircd. The construction and purpose of the presently
claimed invention is distinctly different from the invention disclosed in Samson. Samson
discloses a balloon catheter wherein the inner shaft is connected to a spring, which in turn is
connected to another inner shaft portion which extends distally to the end of the catheter, wherein
a balloon encloses the spring portion. The purpose of the spring appears to provide axial length
stability to the balloon and maintain the lumen within the valve region in general co-linear
relationship with the lumen, while allowing for slight flexibility and movement of the balloon
inner member, as well as fluid accessability to expand the balloon.

The angioplasty catheter of Sampson is to be used for opening stenoses and can be
used in very tight areas due to the fact the guide wire lumen and fluid lumen are one and the
same, thus minimizing the balloon profile. The patent does not discuss whether it is designed
for, or intended to accept, an expandable stent which would increase the profile, let alone to
provide a raised inner shaft profile for better mounting and retaining of a loaded stent. In fact,
Samson clearly teaches that the profile of the shaft, including the spring portion, should remain

constant. Even Figures 3¢ and 3d, where the spring/mesh is loaded on a section of tubing, the
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section of tubing is stepped down such the added thickness of the spring/mesh does not increase
the profile of the balloon inner member beyond that of the inner shaft. This is consistent with the
general goal in making catheters to reduce the overall profile as much as possible. The sections
of tubing in Figures 3¢ and 3d provide holes to allow fluid flow such that the spring/mesh are
optional (Col. 6, lines 25-27 and 38-39), further indicating that Samson does not teach increasing
the profile of the inner shaft in the area of the balloon to provide for improved mounting and
retaining a stent. ‘
The purpose of the Sampson invention is to decrease the profile of the catheter.

The patent does not discuss the use of a stent. In fact, it appears that it would not be desirable
for a surgeon to add a stent onto the balloon of Sampson because a stent loaded on such a balloon
may have a tendency to slip off or negatively effect the valve function. A crimped stent, after
customary recoil, would have nothing substantial to hold onto and may be loosened by the
movement of the spring/mesh. Such a slip could be disastrous and even fatal for the patient.

| The present invention provides mounting bodies on the shaft in the region of the
balloon specifically to raise the profile of the shaft in certain parts of that region to improve the
retention and loading of the stent. Sampson clearly does not speak to this issue. Nor does
Sampson teach any motivation or Uglesirability to add a stent. In fact, as mentioned above, there
are reasons not to.

“Obviousness cannot be established by combining the teachings of the
prior art to produce the claimed invention, absent some teaching or
suggestion supporting the combination.” Although couched in terms of
combining teachings found in the prior art, the same inquiry must be
carried out in the context of a purported obvious “modification” of the
prior art. The mere fact that the prior art may be modified in the manner
suggested by the Examiner does not make the modification obvious unless
the prior art suggested the desirability of the modification.

In re Fritch, 23 U.S.P.Q.2d 1780, 1783 (CAFC 1992). As mentioned above, adding a stent to
the catheter of Sampson would not be obvious because the references do not teach a desirability

for the modification.

,,,,,
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Absent hindsight, there is no desirability to make the combination. The references
in and of themselves do not teach the combination and only using the Applicant’s disclosure may
a link be made. Furthermore, there is no cited teaching “reasonably pertinent to the particular
problem with which the inventor was concerned”, i.., providing for a simple and efficient
apparatus which more accurately controls the retention of a loaded stent. Sampson deals with the
minimization of the profile of a balloon catheter and there is no suggestion that there would be a
need, let alone a desire to add a stent for'its purport use.

The Office Action fails to suggest any motivation for, or desirability of, the
combination espoused, and it has not been shown that a person of ordinary skill, seeking to solve
the problem addressed in Applicant’s élaims, would reasonably be expected or motivated to look
to Sampson, let alone the cited combination. The combination of elements in a manner that
reconstructs Applicant’s invention only with the benefit of hindsight, is insufficient to present a
prima facie case of obviousness. “One cannot use hindsight reconstruction to pick and choose
among isolated disclosures in the prior art to deprecate the claimed invention.” In re Fritch, 23

U.S.P.Q.2d 1780, 1784 (CAFC 1992). Reconsideration is respectfully requested.

(10)

Claim 21-24 and 31-36 were rejected under 35 U.S.C. §103(a) as being
unpatentable over Lau et al.

As this rejection is dependent upon the rejection of paragraph 5 of the official
actiqn, for the reasons stated above, it similarly fails. Lau et al. does not anticipate the claims,
save the additional elements provided by the present claims.

Further, with regard to claim 21, it is asserted in the official action that the feature
of choosing markers from a material which resiliently deforms under radial pressure such as
elastomeric material, high density polyethylene or silicone is considered as an obvious design
choice because, it is asserted, the recited materials are well known in the radiopaque marker art.

This is not understood by Applicant. High density polyethylene and silicone are not inherently
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radiopaque in nature. Such material would not be an obvious choice to one skilled in the art in
view of Lau et al., which is being used to provide disclosure for the rejection. This lack of
obviousness is understandable because Lau et al discloses a marker band, not a mounting body.
As such, the teaching of Lau et al. would cause one skilled in the art to use traditional marker
band material, such as relatively hard material such as platinum, tungsten, rhenium, ruthenium
- or alloys. Lau et al. provides no motivation to use an elastomcric material as claimed.

Further with regard to claims 31-34, which require muitiple mounting bodies
under the stent, a motivation is not articulated in the rejection for adding a second marker
band, let alone an third, other than a statement that it would be an obvious design choice. The
design choice assertion is not convincing because the cited reference is directed to a marker
band and the present claims are directed to mounting bodies. They are dealing with two
different elements. The design choice of marker bands cannot be substituted for the design
choi;:e of mounting bodies without further teaching. Such teaching is dreadfully lacking in Lau
et al., which doesn’t even reference the marker band.

With regard to the arguments in the rejection directed toward claims 35-36, it is
asserted that although the marker band of Lau et al. is less than % the length of the stent, the
feature of choosing a smaller or shorter stent such that the length of the mounting body being
at least %2 or 2/3 the length of the stent is considered as an obvious design choice since the
length of the stent is variable and it is necessary and inherent upon various applications.

The fact remains, Lau et al. discloses a marker band which is approximately 1/7
the size of the stent. It would not be an obvious design choice to increase it by 3 Y4 times
because it is a marker band. There is no cited motivation to do so. Once again, the design
choices of marker bands can not replace the design choices of mounting bodies because they
are different elements serving different purposes. Without any further teaching, the
requirements of the claims cannot be seen as obvious without the benefit of hindsight.

Reconsideration is respectfully requested.
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(11)
Claims 25 and 26 were rejected under 35 U.S.C. §103(a) as being unpatentable
over Lau et al. in view of Walker et al. (5364354).
As this rejection is dependent upon the rejection of paragraph 5 of the official
action, for the reasons stated above, it similarly fails. Lau et al. does not anticipate the claims,

save the additional elements provided by the present claims.

(12)

Claims 27-29 were rejected under 35 U.S.C. §103(a) as being unpatentable over
Lau et al. in view of Euteneuer et al.

As this rejection is dependent upon the rejection of paragraph 5 of the official
action, for the reasons stated above, it similarly fails. Lau et al. does not anticipate the claims,
save the additional elements provided by the present claims.

With regard to claim 29, as discussed above in response to paragraph 10, there is
no cited motivation to add additional mounting bodies/markers as claimed.

Double Patenting '
Applicant wishes to postpone responding to the double patenting rejection until

the application is otherwise allowed.

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 86




Application No. 09/420,249 Amendment
Page 12

Conclusion
The claims are now believed to be in condition for allowance. The prompt

allowance of these claims is earnestly solicited.

Respectfully submitted,

VIDAS, ARRETT & ST

Date: N ber 1 \

CV( fiam E. Anderson n o
Attorneys of Record No. 37,766

Suite 2000
6109 Blue Circle Drive
Minnetonka, MN 55343-9185
Phone: (952) 563-3000

Facsimile: (952) 563-3001
F:A\WPWORK\WEA\8619-AMD.A29
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Registration No. 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone: (952) 563-3000
Facsimile: (952) 563-3001

Certificate Under 37 CFR 1.8: [ hereby certify 1
U.s. 71 Service, as FIRST CL. MAIL, a4

T Antr oAt N Sty

Jodi D. Nickel —

this Trgnsmittal Letter and the paper(s) as described herein, are being deposited in the
sed to Qommissioner for Patents, Washington D.C. 20231, on November 15, 2000
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proceeding. ‘

Commissioner of Patents and Trademarks
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Application No. AppliCbnitS)
09/420,249 Ellis et al
Offlce ACtlon Summary Examiner Group Art Unit
Justine Yu 3764

X! Responsive to communication(s) filed on Nov 20, 2000

[J This action is 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; 4563 0.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 _
X Claim(s) 7-41 | is/are pending in the application.

Of the above, claim{s) 37-41 ' isfare withdrawn from consideration.
[J Claim(s) is/are allowed.
Claim(s) 7-36 | o ‘ A is/are rejected.
{J Claim(s) ‘ is/are objected to.
[] Ciaims are subject to restriction or election requirément.

Application Papers
[ See thé attached Notice of Draftsperson's Patent Drawing Review, PTO-948.
(] The drawingls) filed on v is/are objected to by the Examiner.

(] The proposed drawing correction, filed on is [ bpproved [Hisapproved.

{J The specification is objected to by the Examiner.
[} The oath or declaration-is objected to by the Examiner.
Priority under 35 U.S.C. § 119
1 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-{d).
[JAll OSome* [JNone of the CERTIFIED copies of the priority documents have been

{1 received.

] received in Application No. {Series Code/Serial Number)
[ received in this national stage application from the International Bureau (PCT Rule 17.2{a)).
*Certified copies not received: '

[ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e).

Attachment(s)
X Notice of References Cited, PTO-892
] Information Disclosure Statement(s), PTO-1449, Paper No(s}).
O Interview Summary, PTO-413 ‘

(] Notice of Draftsperson's Patent Drawing Review, PT0-948

£} Notice of Informal Patent Application, PTO-152

--- SEE OFFICE ACTION ON THE FOLLOWING PAGES ---

U. S. Patent and Trademark Office

PTO-326 (Rev. 9-95) Office Action Summary Part of Paper No. 8
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Art Unit: 3764

DETAILED ACTION
1. This office action is responsive to the amendment filed on 1 1/20/00. As directed by the
amendment, claims 1, 17, 19, 20, 32, and 34 were amended, no claim was canceled, and

claims 37-41 were added. Thus, claims 1-41 are presently pending in this application.

Election/Restriction
2. Restriction to one of the folloWing inventions is required under 35 U.S.C. 121:
L Claims 1-36, drawn to a stent delivery system including mounting and retaining

means, classified in class 606, subclass 108.
II. Claims 37-41, drawn to a ballboﬁ cathe;er having markers and intermediate tube,
classified in class 606, subclass 194.
3. The inventions are distinct, each from the other because of the following reasons:
Inventions I and II are reiated as combination and subcombination. Inventions in this relationship
are distinct if it can be shown that (1) the combination as claimed does not require the particulars
of the subcombination as claimed for patentability, and (2) that the subcombination has utility by
itself or in other combinations (MPEP § 806.05(c)). In the instant case, the combination as
claimed does not require thg;particulars of the subcombination of balloon catheter having an
intermediate tube as claimec;for patentability. ’fhe subcombination has separate utility such as

reinforcing the inner tube of a balloon catheter.
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4, Because these inventions are distinct for the reasons given above and have acquired a
separate status in the art because of their recognized divergent subject matter, restriction for

examination purposes as indicated is proper.

5. Applicant is advised that the reply to this requirement to be complete must include an
election of the invention to be examined even though the requirement be traversed (37

CFR 1.143).

6. Newly submiﬁéd vclaims 37-41 are directed to an invention that is independent or distinct
from the invention originally claimed fof the aforementioned reasons.

Since applicant has received an action on tﬁe merits for the originally presented invention,
this invention has been constructively elected by original presentation for prosecution on the
merits. Accordingly, claims 37-41 are withdrawn from consideration as being directed to a non-

elected invention. See 37 CFR 1.142(b) and MPEP § 821.03.

' ‘Claim Objections
7. Claim 1 is objected to because of the following informalities: the newly added term “at
least mounting body” shbuld be changed to --at least one mounting body-- . Appropriate

correction is required.
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Claim Rejections - 35 USC § 102
8. 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 --

|
(e) the invention was described in a patent granted on an application for patent by another filed in the United i
States before the invention thereof by the applicant for patent, or on an international application by another who i
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371© of this title before the invention

thereof by the applicant for patent.

9. Claims 1, 2, 4, 8, 11, 12, 20, 21, 23, 29, 30 and 23 are rgjected under 35 U.S.C. 102(e) as
being anticipated by Rupp et al (Pat. NO. 5,653,691). |
Rupp teaches a catheter for uniform stent expansion comprising a shaft 30, a stent 100,
anc\l a build up‘s'e‘c'tion ( mounting and retainiﬁg means) (20, 210). Figure 1 of Rupp further
shows the bu11d up section (mounting body) being located between the stent and the shaft.
Regérding claims 2 and 21, it is inherent that the mounting body being made of material
which resiliently defor}ns ﬁﬁder radial pressure. See teaching in column 6, lines 11-12 of Rupp.
Regarding claim 4, Rupp teaches polyethylene in column 5, lines 65-69.
Regarding claim 11, notes the markers 65 in figure 10 of Rupp.

Regarding claim 30, figures 1 and 6 of Rupp show that the buildup section is generally

cylindrical in shape.

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 93




Application/Control Number: 09/420,249 Page 5

Art Unit: 3764

Claim Rejections - 35 USC § 103
10.  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.

11.  Claims 3, 5, 22, and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Rupp et al.
Rupp does not explicitly disclose that the mounting body being made of elastomeric

material or silicone. However, the feature of choosing elastic material or silicon is considered as

an obvious design choice since such materials are well known in the art.

12. Claims 6, 9, 10, 13, 25,27, 28, and 31-34 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Rupp et al in view of Ryan et al (Pat. NO. 5,108,416).

Rupp lacks a pair of stops. However, Ryan teaches a pair of stops 102, 104(see figure 15)
for retaining the stent in pléce (column 1 1, lines 61-65). Therefore, it would have been obvious to
one of ordinary skill in the art at the time the invention was made to provide Rupp’s catheter with
a pair of stops as taught by Ryan, in order to hold the stent in place as the delivery catheter is
guided to a selected location. Notes that the stops could be considered as part of the mounting
and retaining means or the second and third mounting bodies since the stops being used to mount

and retain the stent on-the catheter.
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Regarding claims 6 and 25, the modified Rupp’s reference discloses the at least one
mounting body comprising two stops and the buildup section. Thus, the separated mounting and
retaining means forms sparations tween the stops and the buildup section.

Regarding claim 10, notes the conical stops in figure 15 of Ryan reference.

13.  Claims 14, 15 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the alternative,
under 35 U.S.C. 103(a) as obvious over Rupp et al in view of Dirks et al.

Rupp has everything as claimed including crimping the stent onto the balloon except for
the functional recitation that a portion of the stent being deformed to a diameter less than the at
least one mounting body. However, since the mounting body has a thickness, it is inherent that a
portion of the stent (both ends of the stent) would be able to deform to a diameter less than the
mounting body which depends on the applied crimping force. In addition, Dirks shows the stent
being tightly crimpéd"to“a balloon. Therefore, it would have been obvious to one of ordinary skill
in the art at the inventibn was made to crimp Rupp’s stent tightly to the balloon as taught by
Dirks, since the way to crimp the stent to the catheter is a common practice and well known iﬁ
the art. |

Regarding claim 15, figures 1 and 6 of Rupp show the buildup section being generally

cylindrical in shape.
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14.  Claims 16-19, 25, 27, and 31-34 are rejected under 35 U.S.C. 103(a) as being
‘unpatentable over Rupp et al in view of Dirks et al (Pat. No. 5,846,246).

Rupp teaches a pair of marker bands located proximally and distally of the stent but does
not explicitly disclose that the markers being part of the mounting bodies. However, Dirks
teaches a pair of marker bands 114, 115 forming a pair of stops (column 4, lines 33-36, column 6,
lines 1-6). Therefore, it. wouyld have been obvious to one of ordinary skill in the art at the time the
invention was made to form Rupp’s markers to a pair of stops as taught by Dirks, so as to provide
additional advantageous benefit such as able to hold the stent on the balloon during delivery.

Regarding claims 18 ané 19, the modified Rupp has bthree spaced mounting bodies and the
mounting bodies are ring shaped (see figure 1 of Rupp and figure 5 of Dirks).

Regarding claim 25, the modified Rupp reference has the mounting body which including
a central buildup section »and two stops, and the mounting body is configured with at least one

separation.

15.  Claim 35 is rejected under 35 U.S.C. 102(6) as anticipated by or, in the alternative, under
35U.S.C. 103(a) as obvioué over Rupp et al.

Rupp in figure 1 shows the buildup sectic;n being at least Y% the length of the stent but
lacks a detail description that the buildup section being at least %2 the length of the stent.
However, the feature of choosing such particular length of the buildup section is considered as an

obvious design choice since the length of the stent is variable.
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16.  Claim 36 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rupp et al,
Rupp lacks detail description that the mounting body being at least 2/3 the length of the

stent. However, the feature of choosing a mounting body with such a particular length is

considered as an obvious design choice since it appears that the modified Rupp device would

perform equally well with the selected length.

Double Patenting

17.  The nonstatutory double patenting rejection is based on a judicially created doctrine
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible
harassment by multiple assignees. See In re Goodman, 11 F:3d 1046, 29 USPQ2d 2010 (Fed.
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619

(CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321© may be used to
overcome an actual or provisional rejection based on a nonstatutory double patenting ground
provided the conflicting application or patent is shown to be commonly owned with this
application. See 37 CFR 1.130(b).

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

18.  Claims 1-36 are rejected under the judicially created doctrine of obviousness-type double
patenting as being unpatentable over claims 1-33 of U.S. Patent No. 6,007,543, Although the
conflicting claims are not identical, they are not patentably distinct from each other because the
difference between the patented claims and the proposed application claims are minor and obvious

from each other. The instant claims are broader version of the patented claims (i.e. the instant
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claim 1 does not include the structural limitation such as the mounting body being substantially
the same length as the stent as recited in the patented claim 1; and the instant claim 14 does not
include the structural limitation such that the stent is interlocked with the mounting body as
recited in the patented claim 13). And any infringement over the patent would also infringe over
the instant claims. In the instant claims, the structural elements are included in the patented
claims 1-33. Hence, the instant claims do not differ from the scope of the patented claims 1-33.
In 214USPQ 761, In re Van Ornum and Stang, broad claims in the continuing application were

held to be obvious double patenting over previously narrow claims.

t
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19.  Any inquiry concerning this communication or ¢arlier communications from the examiner
" should be directed to Justine/ Yu whose telephone number is (703) 308-2675. The examiner can
normally be reached on Tuesday - Friday from 8:30 AM - 6:00 PM. The examiner can also be
reached on alternate Mondays.

If attempts to reach the examiner‘ by telephone are unsuccessful, the examiner's supervisor,
Mickey Yu, can be reached on (703) 308-2672. The fax phone number for the organization where
this application or proceeding is assigﬁed is (703) 305-3590.

Any inquiry of a general nature or relating to the status of this application or proceeding

should be directed to Everett Williams whose telephone number is (703) 305-1708.

Justine Yu

February 1, 2001
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
In Re Application of: Ellis et al.
Serial No.: 09/420,249
Filed: October 19, 1999
For: STENT DELIVERY SYSTEM
Examiner: Yu, J.
Group Art Unit: 3764
Box Fee Amendment

Commissioner for Patents Docket No.: S63.2-8619
Washington, D.C. 20231 »

Dear Sir:
PETITI FOR AN EXTENSION OF TIME UNDER 37 CFR §1.13

Petitioner, Louis Ellis, et al., hereby requests a one month extension of time to
respond to the Office Action mailed February 8, 2001. This petition is accompanied by $110.00
as s:';:t forth in 37 CFR §1.17 and is filed prior to or with the response.

Any outstanding fee for extension should be charged to our Deposit Account No.
22-0350.

Respectfully submitted,

1d?Arrett &/Sﬁy ,
Date: June 7, 2001 By:

William E. Anderson
Reg. No. 37,766
Attorneys of Record

Suite 2000

6109 Blue Circle Drive
Minnetonka, MN 55343-9185
Phone: (952) 563-3000
Facsimile: (952) 563-3001
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PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
m
In Re Application of: | Ellis et al. %
Application No.: 09/420,249 < E%
Filed: October 19, 1999 “o= M
[ "‘:
~ For: STENT DELIVERY SYSTEM = o
Examiner: Yu,J i ri) -
b =
Group Art Unit: 3764 b=
Box Fee Amendment

Assistant Commissioner of Patents
Washington, DC 20231

Docket No.: S63.2-8619

AMENDMENT

In response to the official action mailed February 8, 2001, please make the
following amendments:

In the Claims:

Please cancel claims 37-41.

Please amend the claims as follows:

1. (Amended twice) A stent delivery system for carrying and delivering a stent having a

first end and a second end and a contracted state and an expanded state, the system comprising:
a catheter having a shaft having a diameter and expandable inflatable means

associated therewith at a distal part of the shaft and including mounting and retaining means for

receiving the stent on the expandable inflatable means whereby the stent is radially expanded
upon inflation of the inflatable means, the mounting and retaining means including at least one
mounting body, the at least one mounting body having a length and an outer surface diameter and
being carried on and surrounding the shaft inside the inflatable means whereby the diameter of
the shaft is increased at the distal part for facilitating the mounting and retaining of the stent and

wherein, when the stent is mounted on the catheter, the at least one mounting body is between the

stent and the shaft, the outer surface diameter of the at least one mounting body being

v

"-.

)
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substantially constant along its length.

C AN

14. (Amended twice) A stent delivery system comprising:

a catheter having a shaft and expandable inflatable means associated thérewith at a distal
part of the shaft and including mounting and retaining means for receiving a stent, the stent
having a first end and a second end and a contracted state and an expanded state, to be delivered
upon expansion of the inflatable means, the mounting and retaining means including at least one
mounting body, the at least one mounting body being inside the inflatable means and carried on
the shaft, the at least one mounting body being positioned on the shaft such that, when the stent is
loaded onto the inflatable means and the shaft in the stent’s contracted state, at least a portion of
the at least one mounting body is under the stent, the at least one mounting body having a length
and an outer surface diameter, wherein the outer surface diameter is substantially constant along
the length, and |

the stent crimped to the inflatable means and the at least one mounting body such that a
portion of the stent is deformed to a diameter less than that of the at least one mounting body,

thereby facilitating mounting and retaining of the stent.

15. (Amended twice) The stent delivery system of claim 14 wherein the stent is generally

tubular in shape and the at least one mounting body is uniformly cylindrical in shape.

16. (Amended twice) The stent delivery system of claim 14 wherein at least two
longitudinally spaced mounting bodies are included positioned between the stent and the shaft
and a portion of the stent between the mounting bodies is additionally crimped to a lesser

diameter than that of the mounting bodies and positioned between the mounting bodies.

18. (Amended twice) The stent delivery system of claim 14 wherein three longitudinally
spaced mounting bodies are included between the stent and the shaft and the stent is crimped to a

lesser diameter between the bodies.

0
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20. (Amended twice) A balloon catheter for intraluminal delivery of a stent, the catheter
comprising a shaft having a diameter, a balloon associated with a distal portion of the shaft for
receiving a stent, the stent having a first end and a second end and a contracted state and an
expanded state, and means for inflating the balloon, the shaft including at least one mounting
body radially carried on the shaft inside the balloon, whereby the diameter of the shaft is
increased inside the balloon to facilitate‘mounting and retaining of a stent to the catheter over the
balloon, the at least one mounting body being positioned on the shaft such that when the stent is
loaded onto the inflatable means and the shaft in the stent’s contracted state at least a portion of
the at least one mounting body is under the stent and between the first and second ends of the
stent, the at least one mounting body having a length and an outer surface diameter, wherein the

outer surface diameter is substantially constant along the length.

o

1

25. (Amended) The catheter of claim 20 wherein the mounting body comprises at

least one separation whereby trackability of the catheter is improved.

Ll

30. (Amended) The catheter of claim 20 wherein the mounting body is uniformly

- ¢ylindrical in shape.

Gl

31. (Amended) The catheter of claim 20 wherein at least two longitudinally spaced

mounting bodies are included, wherein the at least two mounting bodies are positioned between

the stent and the shaft.

69

33. (Amended) The catheter of claim 20 wherein at least three longitudinally

spaced mounting bodies are included positioned between the stent and the shaft.

Please add the following claim:

\ QX i

N
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A

42. (y)/) The stent delivery system of claim 335, the at least one mounting

body compfising no more than one layer of the material.
Z

WVSED

Attached hereto is a marked-up version of the changes made to the specification
and claims by the current amendment. The attached page is captioned “Version with markings

to show changes made.”

REMARKS
The following is in response to the official action mailed February 8, 2001. Each

issue is discussed in detail below.

‘ ~ Election/Restriction

A restriction requirement was issued grouping the claims. Claims 1-36 were
assigned to group I and claims 37-41 were assigned to group II. It is stated that group I
containing claims 1-36 was constructively elected by original presentation for prosecution on the
merits and 37-41 were withdrawn from consideration as being directed to a non-elected
invention.

Although Applicant does not concur with the restriction requirement, claims 37-
41 have been canceled. Applicant maintains the right to prosecute the claims in a continuation

application.

Claim Objections
The minor error pointed out in paragraph 7 of the official action has been

corrected in the amendments.
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Rejection under §102
)

Claims 1, 2, 4, 8, 11-12, 20-21, 23, 29-30 and 33 (the official action says 23
instead of 33, however, Applicant assumes Examiner means 33) are rejected under 35 U.S.C.
§102(b) as being anticipated by Rupp et al. (US 5653691).

In response, Applicant has amended independent claims 1 and 20, and therefore
effectively the above mentioned dependent claims, to ‘more clearly define the at least one
mountmg body The amendments further distinguish the claims from the built up layer of Rupp
et al As such Rupp et al. does not disclose or teach each and every element of the claimed

e 0 e

invention. Although the dependent claims remain patentable for other reasons, no further

discussion is needed to overcome the rejection. Withdrawal of the rejection is respectfully
requested.
‘ Claim 30 has been amended to more specifically describe the claimed shape of the

- mounting body to further distinguish it from the built up layer of Rupp et al.

Rejections Under §103
(11)

Claims 3, 5, 22 and 24 were rejected under 35 U.S.C. §103(a) as being
unpatentable over Rupp et al.

The present rejection depends upon the rejection of paragraph 9 to independent
claims 1 and 20. As discussed above, Applicant has amended claims 1 and 20 to overcome the
rejection. Although the dependent claims remain patentable for other reasons, no further
discussion is needed to overcome the rejection. As such, the present rejection should be

withdrawn as well.

(12)
Claims 6, 9, 10, 13, 25, 27, 28 and 31-34 were rejected under 35 U.S.C. §103(a)
as being unpatentable over Rupp et al. in view of Ryan et al. (US 5108416).

The presént rejection depends upon the rejection of paragraph 9 to independent
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claims 1 and 20. As discussed above, Applicant has amended claims 1 and 20 to overcome the
rejection. Although the dependent claims remain patentable for other reasons, no further
discussion is needed to overcome the rejection. As such, the present rejection should be
withdrawn as well.

Additionally, Rupp et al. and Ryan et al. do not teach a separation in the mounting
body itself to increase the flexibility of the body, as required by claims 6 and 25. The claim
language does not refer to the “mounting and retaining means”, rather it refers specifically to the
mounting body. |

Claim 31 has been further amended to specify the positioning of the mounting
bodies as being under the stent as well as their positioning relative to one another. Such

requirements cannot be said to be disclosed or made obvious by the cited combination.

(13)
Claims 14-15 were rejectéd under 35 U.S.C. §102(e) as being anticipated by or, in
the alternative, under 35 U.S.C. §103(a) as obvious over Rupp et al. in view of Dirks et al.
Claim 14 has been amended similarly to claim 1. As such, it similarly is distinct

over Rupp et al. Claim 15 has also been amended to further distinguish it from the references.

(14

Claims 16-19, 25, 27 and 31-34 were réjected under 35 U.S.C. §103(a) as being
unpatentable over Rupp et al in view of Dirks et al. (US 5846246)

The present rejection depends uponvthe rejection of paragraph 9 to independent
claims 1 and 20. As discussed above, Applicant has amended claims 1 and 20 to overcome the
rejection. As such, the present rejection should be withdrawn as well.

Although the dependent claims remain patentable for other reasons, no further
discussion is needed to overcome the fejection. However, claims 16, 18, 31, 33 have been
further amended to specify the positioning of the mounting bodies as being under the stent as

well as their positioning relative to one another. Such requirements can not be said to be
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disclosed or made obvious by the cited combination.
Additionally, Rupp et al. and Dirks et al. do not teach a separation in the mounting
body itself to increase the trackability, as required by claim 25. The claim language does not
| refer to the “mounting and retaining means”, rather it refers specifically to the mounting body.

Applicant has amended the claim to further clarify this.

(15)

Claim 35 was rejected under 35 U.S.C. §102(e) as anticipated by or, in the
alternative, under 35 U.S.C. §103(a) as obvious over Rupp et al. It is asserted that figure 1 of
Rupp shows the built-up section as being at least ¥ the length of the stent, but lacks a detailed
description of the lengths. However, it is asserted, the feature of choosing such a particular
length is considered as an obvious design choice.

\ Figure 1 is not drawn to scale. As such, one cannot draw conclusions as to the
relative lengths of the featured elements to illustrate disclosure. This is especially true when the
specification teaches a specific measurement. Rupp specifically teaches that the built up section
is approximately 1/3 of the length of the stent (col. 5, lines 1-9) and should be centered between
the proximal and distal ends of the stent. The claimed invention requires a 50% increase. This is
a significant increase. The built up section is meant to be substantially shorter than the stent so
that the ends of the stent are tapered downward from the middle of the stent when the stent is
mounted on the built ui) éection to encouragé even expansion of the stent. Rupp has quite clear
teachings and guidance which diverge from the Ciaimed invention. The claimed invention
distinctly diverges from those teachings. .

The rejection states that increasing the length of the built-up section by 50% is
merely a design choice. Applicant disagrees. A design choice which ignores the specific
recommended teachings of a reference which represents the prior art cannot be said to be an

obvious design choice. Reconsideration is respectfully requested.
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As to the rejection of claim 36 under 35 U.S.C. §103(a), for the above reasons in
response to paragraph 15 of the official action, claim 36 is similarly not made obvious. The
obviousness rejection of claim 36 is even less appropriate since the claimed invention requires a
100% increase to the recommended teachings of Rupp et al. As such reconsideration is

respectfully requested.

Double Patenting
Claims 1-36 were rejected under the judicially created doctrine of obviousness-
type double patenting as being unpatentable over claims 1-33 of US 6007543.
Applicant wishes to postpone responding to this rejection until the claims are
found to be otherwise allowable.
~Lonclusion
The claims are now believed to be in condition for allowance. The prompt

allowance of these claims is earnestly solicited.

Respectfully submitted,

» VIDAS ARRETT & ST /%/\
Date: June 7, 2001 _ By: '

W1111am E. Anderson, I
Attorneys of Record No. 37,766

Suite 2000

6109 Blue Circle Drive
Minnetonka, MN 55343-9185
Phone: (952) 563-3000

Facsimile: (952) 563-3001
FAWPWORK\WEA\8619-AMD.420

Pt
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VERSION WITH MARKINGS TO SHOW CHANGES MADE

In the Claims:

Please cancel claims 37-41.

Please amend the claims as follows:

1. (Amended twice) A stent delivery system for carrying and delivering a stent having a
first end and a second end and a contracted state and an expanded state, the system comprising:

a catheter having a shaft having a diameter and expandable inflatable means

associated therewith at a distal part of the shaft and including mounting and retaining means for
receiving the stent on the expandable inflatable means whereby the stent is radially expanded
upon inflation of the inflatable means, the mountlng and retammg means 1nc1ud1ng at least one
mounting body, the at le ing : cte
being carried on and surroundlng the shaft 1n51de the mﬂatable means whereby the dlameter of
the shaft [and inflatable portion are] s increased at the distal part for facilitating the mounting
and retaining of the stent and wherein, when the stent is mounted on the catheter, the at least one

mounting body is between the stent and the shaft, the outer surface diameter of the at least one
mounting body being substantially constant along its length.

14. (Amended twice) A stent delivery system comprising:

a catheter having a shaft and expandable inflatable means associated therewith at a distal
part of the shaft and including mounting and retaining means for receiving a stent, the stent
having a first end and a second end and a contracted state and an expanded state, to be delivered
upon expansion of the inflatable means, the mounting and retaining means including at least one
mounting body, the at least one mounting body being inside the inflatable means and carried on
the shaft, the at least one mounting body being positioned on the shaft such that, when the stent is
loaded onto the inflatable means and the shaft in the stent’s contracted state, at least a portion of

the at least one mounting body is under the stent, Jﬂ_lga&mm_m_gumlng_gdthng_g_l@gm

and a rface diameter, wherein t ter surface diameter is substantially constant al
the leggth, and

the stent crimped to the inflatable means and the at least one mounting body such that a
portion of the stent is deformed to a diameter less than that of the at least one mounting body,
thereby facilitating mounting and retaining of the stent.

15. (Amended twice) The stent delivery system of claim 14 wherein the stent is generally
tubular in shape and the at least one mounting body is [generally] uniformly cylindrical in shape.

16. (Amended twice) The stent delivery system of claim 14 wherein at least two
longitudinally spaced mounting bodies are included positioned between the stent and the shaft
- and a portion of the stent between the mounting bodies is additionally crimped to a lesser
diameter than that of the mounting bodies and positioned between the mounting bodies.

18. (Amended twice) The stent delivery system of claim 14 wherein three longitudinally
spaced mounting bodies are included between the stent and the shaft and the stent is crimped to a
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lesser diameter between the bodies.

20. (Amended twice) A balloon catheter for intraluminal delivery of a stent, the catheter
comprising a shaft having a diameter, a balloon associated with a distal portion of the shaft for
receiving a stent, the stent having a first end and a second end and a contracted state and an
expanded state, and means for inflating the balloon, the shaft including at least one mounting
body radially carried on the shaft inside the balloon, whereby the diameter of the shaft is
increased inside the balloon to facilitate mounting and retaining of a stent to the catheter over the
balloon, the at least one mounting body being positioned on the shaft such that when the stent is
loaded onto the inflatable means and the shaft in the stent’s contracted state at least a portion of
the at least one mounting body is under the stent and between the first and second ends of the

stent, the at least one mounti dy havi length and an outer surface diameter, wherein t
outer surface diameter is substantially constant along the length.

25. (Amended) The catheter of claim 20 wherein the mounting body [is configured
with] comprises at least one separation whereby trackability of the catheter is improved.

30. (Amended) The catheter of claim 20 wherein the mounting body is uniformly
cylindrical in shape.

31. (Amended) The catheter of claim 20 wherein at least two longitudinally spaced

mounting bodies are included, wherein the at legst two mguntlng bodies are positioned between
the stent and the shaft.

33. (Amended) The catheter of clalm 20 wherein at least three _gngiu_d;_@ﬂy
spaced mounting bodies are included positioned between the stent and the shafi

Please add the following claim: -

42.  The stent delivery system of claim 35, the at least one mounting body having a
length and an outer surface diameter, wherein the outer surface diameter is substantially constant
along the length.
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In Re Application of: Ellis et al. =
Application No.: 09/420,249 %
Filed: October 19, 1999 F &=
For: STENT DELIVERY SYSTEM & -EI
o
Examiner: Yu, J. P
. oooe
Group Art Unit: 3734 ‘ o=
Box Fee Amendment » ‘ buet
Commissioner of Patents : Docket No.: 8652-8619
Washington, DC 20231 .
TRANSMITTAL LETTER
1.~ Inregard to the above-identified application, we are submitting the attached:

8 pg. Amendment; 2 pg. Marked Claims; 1 pg. Petition for Extension; Check $110.00; VA&S
Transmittal Letter; and Postcard.

2. With respect to fees:
8O No additional fee is required.
® Attached is check(s) in the amount of $110.00 .
O Charge additional fee to our Deposit Account No. 22-0350.

3. CONDITIONAL PETITION FOR EXTENSION OF TIME
This conditional petition is being filed along with the papers identified in Item 1 above and provides for the
possibility that Applicant has inadvertently overlooked the need for a petition and fee for extension of time
or for a petition and fee for any other matter petitionable to the Commissioner as required. If any extension
of time for the accompanying response is required or if a petition for any other matter is required, by
petitioner, Applicant requests that this be considered a petition therefor.

Notwithstanding paragraph 2 above, if any additional fees associated with this communication are required
and have not otherwise been paid, including any fee associated with the Conditional Petition for Extension
of Time, or any request in the accompanying papers for action which requires a fee as a petition to the
Commissioner, please charge the additional fees to Deposit Account No. 22-0350. Please charge any
additional fees or credit overpayment associated with this communication to the Deposit Account No. 22-0350.

VIDAS/ ARRET

Date: June 7, 2001 By: _//

William E. Andéfson, IT -
Registration No. 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9131
Telephone: (952) 563-3000
Facsimile: (952) 563-3001

Certificate Under 37 CFR 1.8;_I hereby certify that this Transmittal Letter and the paper(s) as described herein, are being deposited in the U.S.

2134

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

Commissioner of Patents and Trademarks

PTO-90C (Rev. 2/95) 1- File Copy
*U.S. GPO: 2000-473-000/44602
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Application No. ‘ Applicant(s)
09/420,249 ELLIS ET AL.

Office Action Summary Examiner Art Unit
Justme Yu 3764

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

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the mailing date of this communication.
- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30} days wil be considered timely.
- I NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (8) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).
- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).

Status
)X Responsive to communication(s) filed on 11 June 2001 .
2a)[] This action is FINAL. 2b)X] This action is non-final.

3)J 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 0.G. 213.

Disposition of Claims
4)X] Claim(s) 1-36 and 42 is/are pending in the application.
4a) Of the above claim(s) is/are withdrawn from consideration.

5[] Claim(s) is/are allowed.

6)X] Claim(s) 1-36 and 42 is/are rejected.

7)[J Claim(s) _____isfare objected to.

8)[J Claim(s) are subject to restriction and/or election requirement.

Application Papers
9)[] The specification is objected to by the Examlner _
10)[J The drawing(s) filed on isfare: a)(] accepted or b)[_] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
11)[J The proposed drawing correction filed on is: a)[_] approved b)[_] disapproved by the Examiner.
‘ If approved, corrected drawings are required in reply to this Office action.
12)[J The oath or declaration is objected to by the Examiner.
Priority under 35 U.S.C. §§ 1/19 and 120
13)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)(JAll b)] Some * c)J None of:
1.0 Certified copies of the priqrity documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.

3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

4)[J Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application).

a) [ The translation of the foreign language provisional application has been received.
15)[] Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121.

Attachment(s)

1) [:] Notice of References Cited (PT0-892) 4) [:] Interview Summary (PTO-413) Paper No(s).
2) [:] Notice of Draftsperson’s Patent Drawing Review (PTO-948) 5) |:| Notice of Informal Patent Application (PTO-152)
3) D Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) D Other;
U.S. Patent and Trademark Office
PTO-326 (Rev. 04-01) Office Action Summary Part of Paper No. 11
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DETAILED ACTION

1. This office action is responsive to the amendment filed on 6/11/01. As directed by the
amendment, claims 1, 14-16, 18, 20, 25, 30, 31, and 33 were amended, claims 37-41 were
canceled, and claim 42 was added. Thus, claims 1-36 and 42 are presently pending in this
application.

Claim Rejections - 35 USC § 112
2. Claim 42 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.

The term “the material” lacks antecedent basis.

Claim Rejections - 35 USC § 102
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 --
(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 (1), (2), and (4) of section 3710 of this title before the invention
thereof by the applicant for patent.

Claim Rejections - 35 USC § 103
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4. 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. |

This application currently names joint inventors. In considering patentability of the claims
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was
commohly owned at the time any inventions covered therein were made absent any evidence to
the\: contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor
and invention dates of each claim that was not commonly owned at the time a later invention was
made in order for the examiner to consider the applicability of 35 U.S.C. 103© and potential 35

U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a).

5. Claim 35 is rejected under 35 U.S.C. 102(e) as anticipated by or, in the alternative,
under 35 U.S.C. 103(a) as obvious over Rupp et al. |

Rupp in figure 1 shows the buildup section being at least 2 the length of the stent.
Although Rupp in column 3, liges 1-5 states thét the preferred length of the buildup section is
equal to one-third of the length of the stent, however, it is the examiner’s position that the length
of the build up section is an obvious design choice upon the selected stents for various

applications.
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6. Claims 36 and 42 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rupp et
al.

Regarding claim 36, Rupp lacks detail description that the mounting body being at
least 2/3 the length of the stent. However, the feature of choosing a mounting body with such a
particular length is considered as an obvious design choice since it appears that the modified Rupp
device would perform equally well with the selected length.

Regarding claim 42, figure 1 of Rupp shows the mounting body comprising no more than

one layer of the buildup material 210.

Double Patenting

7. The nonstatutory double patenting rejection is based on a judicially created doctrine
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed.
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); Inre Van Ornum, 686
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619

(CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321© may be used to
overcome an actual or provisional rejection based on a nonstatutory double patenting ground
provided the conflicting application or patent is shown to be commonly owned with this
application. See 37 CFR 1.130(b). ’

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

8. Claims 1-36 and 42 are rejected under the judicially‘created doctrine of obviousness-type

double patenting as Being unpatentable over claims 1-33 of U.S. Patent No. 6,007,543. Although
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the conflicting claims are not identical, they are not patentably distinct from each other because
the difference between the patented claims and the proposed application claims are minor and
obvious from each other. The instant claims are broader version of the patented claims (i.e. the
instant claim 1 does not include the structural limitation such as the mounting body being
substantially the same length as the stent as recited iﬁ the patented claim 1; and the instant

claim 14 does not include the structural limitation such that the stent is interlocked with the
mounting body as recited in the patented claim 13). And any infringement over the patent would
_ alxso infringe over the instant claims. In the instant claims, the structural elements are included in
the patented claims 1-33. Hence, the instant claims do not differ from the scope of the patented
élaims 1-33. In 214USPQ 761, Inre Van Ornum aﬁd Stang, broad claims in the continuing

application were held to be obvious double patenting over previously narrow claims.

9. The examiner is not sure whether or not this application being assigned to the same
assignee as in its parent application Serial No. 08/702,150, to SciMed Life Systems, Inc.. If the
present application has the same assignee as in the parent application, claims 1-34 are rejected |
under the judicially created doctrine of obviouéﬁess-type double patenting as being unpatentable
over claims 1-7 of U.S. Patent No. 6,123,712. Although the conflicting claims are not identical,
they are not patentably distinct from each other because the difference between the patented
claims and the proposed application claims are minor and obvious from each other. The instant

claims are broader version of the patented claims (i.e. the instant claim 1 does not include the
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structural elements such as the tube component having a plurality of ribs as recited in the
patented claim 1, and the fecitation of “the outer surface diameter is substantially constant along
the length” of the instant claim 1 is merely obvious variation over the “the tube component having
a certain length and forming a continuous covering over the inner shaft along the tube’s length”
from the patented claim 1). Any infringement over the patent would also infringe over the instant
claims. In the instant claims, the structural elements are included in the patented claims 1-7.
Hence, the instant claims do not differ from the scope of the patented claims 1-7.
10.  Claims 1-34 are provisionally réjected under the judicially created doctrine of obviousness-
type double patenting as being unpatentable over claims 23 and 36-45 of copending Application
No. 09/387,179. Although the conﬂipting claims are not identical, they are not patentably distinct
from each other because the difference between the copeﬁding application No. 09/387,179 claims
and the proposed application claims are minor and obvious from each other, The instant claims
are broader version of the copending application claims (i.e. the instant claim 1 does not include
the Structural limitation suchas a sleéve as recited ‘i‘fi'the copending application claim 23). And
any infringement over the copending application claims would also infringe over the instant
claims. . |

Thisisa ngvigion_al obviousness-type double patenting rejection because the conflicting

claims have not in fact been patented.
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Response to Arguments

11.  Applicant's arguments filed 6/11/01 have been fully considered but they are not persuasive.

Applicant on page 7, section (15) of the remarks argues that the increase of the buildup
layer from a 1/3 of the length of the stent to ¥ of the length of the stent is not a design choice.
While Rupp in column 5, lines 1-9 states that the build up section is equal to 1/3 of the length of
the stent, however, Rupp aléo teaches that it is merely “preferred” (column 5, line 3-5). In
addition, figure 16 of Rupp clearly SilOWS the lengfh of the buildup section is greater than %2 of the
1ength of a selected stent. Furthermore; applicant in his figure 6 clearly shows that the mounting
bodies each having a leﬁgth being less than ¥ of the length of the stent. Therefore, it is the
examiner’s position that the iength‘of the md_t‘mti.ng body is not a criticality of the present

invention. The feature of choosing a particular length of the mounting body with respect to the

length of the stent is merely an obvious design choice.

12.  Any inquiry concerning this communication or earlier communications from the examiner
should be directed to Justine Yu whose telephone number is (703) 308-2675. The examiner can
normally be reached on Tuesday - Friday fr’om‘8:30 AM - 6:00 PM. The examiner can also be
reached on alternate Mondays.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor,
Mickey Yu, can be reached on (703) 308-2672. The fax phone number for the organization where

this application or proceeding is assigned is (703) 305-3590.
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Any inquiry of a general nature or relating to the status of this application or proceeding

should be directed to Everett Williams whose telephone number is (703) 305-1708.

Justine Yu

August 16, 2001
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This conditional petition is being filed along with the papers identified in Item 1 above and provides for the
possibility that Applicant has inadvertently overlooked the need for a petition and fee for extension of time
or for a petition and fee for any other matter petitionable to the Commissioner as required. If any extension
of time for the accompanying response is required or if a petition for any other matter is required, by
petitioner, Applicant requests that this be considered a petition therefor
4, Notwithstanding paragraph 2 above, if any additional fees associated with this communication are required
and have not otherwise been paid, including any fee associated with the Conditional Petition for Extension
of Time, or any request in the accompanying papers for action which requires a fee as a petition to the
Commissioner, please charge the additional fees to Deposit Account No. 22-0350. Please charge any
additional fees or credit overpayment associated with this communication to the Depg#it AccountNo. 22-0350,
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IL, addressed to Box Fee Amendment, Commissioner for Patents, Washington D.C. 20231, on August 3,

Ann Lowe
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In Re Application of: ~ Ellisetal.

Application No.; 09/420,249

Filed: October 19, 1999

For: STENT DELIVERY SYSTEM

Examiner: ' Yu,J

Group Art Unit: 3764
Box Fee Amendment o

Docket No.: S63.2-8619

Assistant Commissioner of Patents
Washington, DC 20231

REMARKS

Applicant received a phone call from Examiner the week of July 30, 2001.

Examiner stated that the application would be allowable if a terminal disclaimer were filed.

It was asserted by Examiner that claim 1 of the above mentioned file would be
provisionally rejected under the judicially created doctrine of obviousness-type double patenting

as being unpatentable over claim 23 of US Application 09/387,179, which is commonly owned.

Applicant respectfully traverses the double patenting rejection. However, since
the eventual patent which would issue from this application would expire on the same date as the

eventual patent from US Application 09/387,179, Applicant is enclosing a terminal disclaimer to

forward the prosecution of the instant application.
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Conclusion
The claims are now believed to be in condition for allowance. The prompt

allowance of these claims is earnestly solicited.
Respectfully submitted,

VIDAS, ARRETT & STEIN

Date: August 3, 2001 By: _ L

| illiam E. Anderson, II
Attorneys of Record No. 37,766

Suite 2000

6109 Blue Circle Drive

Minnetonka, MN 55343-9185

Phone: (952) 563-3000

Facsimile: (952) 563-3001
F:\WPWORK\WEA\8619-AMD.802
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In Re Application of: Ellis et al. »
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Commissioner for Patents
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TERMINAL DISCLAIMER TO OBVIATE A PROVISIONAL DOUBLE PATENTING
REJECTION OVER A PENDING SECOND APPLICATION

The owner, SciMed Life Systems, Inc., of 100 percent interest in the instant application
hereby disclaims, except as provided below, the terminal part of the statutory term of any patent
granted on the instant application, which would extend beyond the expiration date of the full
statutory term defined in 35 U.S.C. 154 to 156 and 173 as shortened by any terminal disclaimer filed

prior to the grant of any patent granted on pending second Applicatiog/gumber 09/387.179 , filed
on August 31, 1999, of any patent on the pending second application,The owner hereby agrees that

- any patent so granted on the instant application shall be enforceable only for and uring such period
that it and any patent granted on the second application are commonly owned. This agreement runs
with any patent granted on the instant application and is binding upon the grantee, its successors or
assigns.

In making the above disclaimer, the owner does not disclaim the terminal part of any patent
granted on the instant application that would extend to the expiration date of the full statutory term
as defined in 35 U.S.C. 154 to 156 and 173 of any patent granted on the second application, as
shortened by any terminal disclaimer filed prior to the patent grant, in the event that any such granted
patent: expires for failure to pay a maintenance fee, is held unenforceable, is found invalid by a court
of competent jurisdiction, is statutorily disclaimed in whole or terminally disclaimed under 37 CFR
1.321, has all claims canceled by a reexamination certificate, is reissued, or is in any manner

terminated prior to the expiration of its full statutory term as shortened by any terminal disclaimer
filed prior to its grant. .
Check either box 1 or 2 below, if apprdpriate.

1. O For submission on behalf of an organization (e.g., corporation, partnership, university,
government agency, etc.), the undersigned is empowered to act on behalf on the organization.

I hereby declare that all statements made herein of my own knowledge are true and that all
4 LCHRG

30006034 13420249

110,00 o
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statements made on information and belief are believed to be true; and further that these statements
were 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 jeopardize the validity of the application or any patent issued
thereon.

2. ® The undersigned is an attorney of record. Z %
ﬁ%w‘ £ 3,200/ / .
Date 4

Signature

Wlam E Hnderson,

Typed or printed name

® Terminal disclaimer fee under 37 CFR 1.20(d) included.
® PTO suggested wording for terminal disclaimer was

unchanged O changed ( if changed, an explanation should be supplied).
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
A R

In Re Application of: Ellis et al. 0o
Application No.: 09/420,249 N 2 1 20t
Filed; October 19, 1999 GROUP 3700
For: STENT DELIVERY SYSTEM j
| Examiner: Yu,J |
Group Art Unit: | 3764
BOX Non-Fee Amendment
Assistant Commissioner of Patents - Docket No.: $63.2-8619
Washington, DC 20231
‘ AMENDMENT ;
In response to the official action mailed August 20, 2001, please make the i
following amendments:
In the Claims:
Please cancel claim 36.
: Please amend the remaining claims as follows:
.
35. (Amended) A stent delivery system comprising:
a radially expandable stent of generally cylindrical configuration, having a length, a firgt
end and a second end and a comracted state and an expanded state, and a catheter having a shaft
having a diameter and expandable inflatable means associated therewith at a distal part of the
.\ 9 \ shaft, wherein the inflatable means comprises a balloon, and including mounting and retaining
) means for receiving the stent on the expandable inflatable
means for radial expansion of the stent upon inflation of the inflatable means, the mounting and
retaining means including at least one mounting body carried on and swrounding the shaft inside
the inflatable means, the at Jeast one mounting body being at least 2/3 the length of the stent arid
Received from < 952563 3009 > at 11120101 4:12:49 PM [Eastern Standard Time] \% { \\
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Application No, 09/420,249 Amendment

Page 2

being positioned on the shaft such that when the stent is loaded onto the inflatable means and tlle
shaft in the stent's contracted state at least a portion of the at least one mounting body is under the
stent and between the first and second ends of the stent, whereby the diameter of the shaft and
inflatable portion are increased at the distal part for facilitating the mounting and retaining of th

stent.

sy
o
=
P

o

D

3@% (Amended) The stent delivery system of claim 35, the at least one mounting body !

comprising no more than one layer of material.

I4
H
H

{

3

Please add the following claim: 1.(0 !

6}3/ The stent delivery system of ¢laim 32/ ‘wherein the material comprises hxgh
density polyethylene.

Received from < 952 563 3009 > at 11/20/01 4:12:4 PM [Eastern Standard Time]

Attached hereto is a marked-up version of the changes made to the claims by the current

amendment. The attached page is captioned "Version with markings to show changes made."”

Claims 1-36 and 42 are pending in this case. Each jssue of the official action is discussed in
detail below.

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

Applicant regards as the invention. It is asserted that the term “the material” lacks antecedent

basis.

nature.

The following is in response to the official action mailed August 15, 2000.

|
|
|
&n (@)
Claim 42 was rejected under 35 U.S.C. §112, second paragraph, as being f
In response, Applicaﬁt has amended the claim to remove the asserted indefinite

REMARKS

Rejections under §112

-y
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Application No. 09/420,249 Amendment
Page 3 ;
§102 & §103 Issues
(4)

The subject matter of the various claims was commonly owned at the time any |

inventions covered in the application were made.
(3)

Claim 35 was rejected under 35 U.5.C. §102(e) as anticipated by or, in the ‘
alternative, under 3 USC §103(a) as obvious over Rupp et al. It is asserted that figure 1 of Rupjp
et al. shows the buildup section being at least ¥ the length of the stent.

Claim 35 has been amended by incorporating claim 36, which was not seen as ||

being anticipated. As such, the §102 rejection should be withdrawn.

_Rejections under §103
(6)

Claims 36 and 42 were rejected under 35U.S.C. §103(a) as being unpatentable
over Rupp et al. Regarding claim 36, it is asserted that Rupp et al. lack a detailed description that
the mounting body is at least 2/3 the length of the sfeht, however, the feature of choosing a
mounting body with such a particular length is considered as an obvious design choice.

Claim 36 has been incorporated into claim 35. As such, the rejection is discuss1:d

in terms of amended claim 35. Claim 36 has been canceled.

Amended claim 35 would not be obviqus in light of Rupp et al. Even if, for
argument’s sake, one considers the comparison between the length of the stent and the built-ug
layer of figure 1 a teaching that the built-up layer can be approximately % the length of the steint,
it cannot be said that the reference teaches that a built-up layer can be 2/3 the length of the sterit.
It further cannot be said that increasing themzc of the built-up layer to 2/3 the length of the st&lnt
is obvious. Even if one were to give the disclosure of Rupp et al. a broad reading and considef
figure 1 a teaching of the relative size of the built-up layer as compared to the stent, it still offdrs

no teaching or suggestion to increase the relative size of the built-up layer by 33%. |

Received from < 852 563 3009 >t 11/20101 4:12:49 PM [Eastern Standard Time] | A
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Page 4

If we consider the leﬁg{h of the built-up layer, as asserted in the rejection to be |
represented in figure 1, to be approximately ' of the length of the stent a disclosed option, ther,
in light of the clear teaching in col. 5, lines 3-5, which states that the preferred length is 1/3, %4 |
should be considered to be the upper limit of the range. The preferred length is 1/3, which is lé}ss

than %5. As such, it would be counterintuitive to the teachings of the reference to go beyond th

indicated range to 2/3. The longer the built-up layer becomes, the higher it must be to maintai

the asserted effectiveness of its sloping sides. As such, one would not be inclined to increase the

length above that which is diéclbsed.sg as not to sacrifice a desired low profile. A low profile :rl

has always been a desired feature in catheters.

It is further not required to show a critical difference between ¥ and 2/3 when the

reference teaches away froniincreasing the iength above 4, as discussed above. This point of

‘law is discussed in In re Wéﬂheim, etal, 191 U}ASPQ 90, 100 (CCPA 1976), wherein “[t]he

examiner’s comment about the lack ofa showing of a critical difference is based on his failure to

~ appreciate that Pfluger 1963 teaches away from increasing foam density.” The rejection was
reversed. As such, the rejection should be withdrawn because Rupp et al. does not teach or

suggest increasing the length of the built-up layer beyond what is shown in the figures.

Regarding claim 42, it is asserted in the rejection that Rupp et al. shows a

i

l
The rejection is irrelevant due to the dependency of claim 42 on ¢laim 35, whicia

has been amended and shown to be patentably distinct in the above discussion.

mounting body comprising no more than one layer of buildup material 2190.

" Double Patenting

()
Claims 1-36 and 42 were rejected under the Judicially created doctrine of !

obviousness-type double patenting as being unpatentable over claims 1-33 of US 6007543.
Claims 1-34 were rejected under the judicially created doctrine of obviousness-type double
patenting as being unpatentable over claims 1-7 of US 6123712, And, claims 1-34 were !

Received from < 952 563 3009 > at 11/201014:12:40 P [Eastem Standard Time]
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Application No. 09/420,249 Amendment
Page 5

provisionally rejected under the judicially created doctrine of obviousness-type double patentin

LT

as being unpatentable over claims 23 and 36-45 of co-pending Application No. 09/387,179.

Applicant does not concur with the rejections and believe them to be improper. !

However, the term of the patent which would result from the present application would termindte

%006

on the same dates as the cited patents and application in any case. Therefore, in response,
Applicant submits herewith terminal disclaimers to overcome the rejection. Withdrawal of thel

regjection is requested,

Miscellaneous
©
In response to Examiner’s query regarding the assignment of the present
invention, Applicant is filing herewith a copy of the parent application’s assignment and
- recordation sheet. The present application was properly filed as a continuation of App. No.
08/702,150, now US 6007543,

Couclusiou
The claims are now believed to be in condition for allowance. The prompt
allowance of these claims is earnestly solicited.

Respectfully submitted,

VIDAS, ARRETT & STE Us
Date: November 20, 2001 By: % /’%\

William E. Anderson 11
Attorneys of Record No. 37,766

Suite 2000

6109 Blue Circle Drive
Minnetonka, MN 55343-9185
Phone: (952) 563-3000

Facsimile: (952) 563-3001
FAWPWORI\WEA\R619-AMD. A25
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Version with markings to show changes made

In the Claims:
Please cancel ¢laim 36.

Please amend the remaining claims as follows: ‘

35. (Amended) A stent delivery system comprising:

a radially expandable stent of generally cylindrical configuration, having a length, a first
end and a second end and a contracted state and an expanded state, and

a catheter having a shaft having a diameter and expandable inflatable means associated
therewith at a distal part of the shaft, wherein the inflatable means comprises a balloon, and
including mounting and retaining means for receiving the stent on the expandable inflatable
means for radial expansion of the stent upon inflation of the inflatable means, the mounting and
retaining means including at least one mounting body carried on and surrounding the shaft inside
the inflatable means, the at least one mounting body being at least [12] 2/3 the length of the steht
and being positioned on the shaft such that when the stent is loaded onto the inflatable means dnd
the shaft in the stent's contracted state at least a portion of the at least one mounting body is ungder
the stent and between the first and second ends of the stent, whereby the diameter of the shaft 4nd
inflatable portion are increased at the distal part for facilitating the mounting and retaining of the
stent,

42. (Amended) The stent delivery system of claim 35, the at least one mounting body

comprising no more than one layer of [the] material. ‘4

Please add the Jollowing claim:

43.  The stent delivery system of claim 42, wherein the material comprises high
density polyethylene.

Received from < 952 563 3000 > at 11120101 4:12:49 PM [Eastern Standard Time]
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OLIVER F. ARRETT - : *10
1540 XINNARD FINANCIAL CENTER .' - T
920 SECOND AVENUE SOUTH ;

MINNEAPOLIS, MN 55402-4014 |
\:

UNITED STATES PATENT AND T DEMARK OFFICE
NOTICE OF RECORDATION. OF ASSIGNMENT DOCUMENT

THE ENCLOSED DOCUMENT HAS BEEN RECORDED BY THE ASSIGNMENT DIVISION (¢

U.S. PATENT AND TRADEMARK OFFICE.
AT THE ASSIGNMENT SEARCH ROOM ON THE REEL AND FRAME NUMBER REFERENC

BELOW,

PLEASE REVIEW ALL INFORMATION CONTALNED ON THLS NOTICE.
CONTAINED ON THIS RECORDATION NOTICE REFLECTS THE DATA PRESENT IN TI

PATENT AND TRADEMARK ASSIGNMENT SYSTEM.
HAVE QUESTIONS CONCERNING THIS NOTICE,

NAME APPEARS ON THIS NOTICE AT 703-308-
CORRECTION TO:
BOX ASSICGNMENTS, NORTH TOWER BUILDING,

RECORDATION DATE: 11/14/19%96

BRIEF:

ASSIGNOR:
ELLIS, LCUIS G.

ASSIGNOR:
DUSBABEK, ANDREW J.

ASSIGNOR:

. LARSON, CHRISTOPHER R.

ASSIGNOR:
BROWN, TERRY V.

ASSIGNEE:

SCIMED LIFE SYSTEMS, INC.

ONE SCIMED PLACE :

MAPLE @GROVE, MINNESOTA 55311-156§
SERTAL NUMBER: 0B702150
PATENT NUMBER:
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e - : %—w 7 % !
Form PT P "'ﬁ-gv\\ ' . U.S. DEPARTMENT OF COMMERCE
1-31-92 NOV LN o1 -02-1997 Patent and Trhdemark Office
62} . = .
K2 ‘1:!-%'- "Q-.';' . QEp—— “"ﬂ"‘l\ ““ IEET
S RN
T
To the Hor;?efblé‘ﬂommmswncr of Pan lgggziji.l.i?. scvury tne attached original documents or copy thereof.
1. Name of conveying party(ies): 2. Mame and address of receiving party(ies):
Louis G. Ellis; Andrew J. Dusbabek; Christopher | Name: SCIMED LIFE SYSTEMS, INC.
R. Larson; Terry V. Brown Internal Address:
114 -
740 Street Address: One SCIMED Place, Maple Grove, Minnejota
Additional name(s) of conveying party(ies) 55311-1566
attached? O yes no
Ci State Zi

3. Nature of Conveyance: , 4 P

Assignment O Merger | Agditional name(s) & address(es) attached? O Yes G'No |
O Security Agreemecnt 0 Change of Name o © s(es) X i
O Other ‘
Execution Date:_10/30/96 and 1]1/4/96 |

4. Application number(s) or patent mumber(s);
If this document is being filed with a new application, the execution date of the application is: ¢ 545

A. Paten: Applicaton No.(9) B. Patent No.(9 I ///H//ﬂlf/fl //l/ﬁ!]/l W

08/702,150
Additional numbers attached? O yes no )i .'

5.. Name and address of party to whom 6. Total number of applications and patents jnvolved: 1|
correspondence concerning document should be !
mailed:

, 7; Total fee (37 CFR 3.41): $40.00
Oliver F. Arrett Enclosed
Vidas, Arrett & Steinkraus, P.A. ' « | B Authorized to be charged to deposit account i
1540 Kinnard Financial Center SRR I i
920 Second Avenue South ' " | 8. Deposit Account Number: 22-0350
Minneapolis, MN 55402-4014 ’ (Atach duplicate of this page if paying by deposit aceount)

5
DO NOT USE THIS SPACE !

9. Statement and signature,

is frue and correct and any attached copy isia true copy of

4‘;&/ 278

Signarure Date

To the best of ny knowledge and belief, the foregomg znforma J
the original document.

Oliver F, Arrett

v

Total number of pages including cover sheet, attachments, and documer):: —t

OMB No. 0551-011 (exp. 4/94)

Do not detach this portion, o
180 FD 11429794 0R7CRISE

1 181 43,00 Ui

Mail documents to be recorded with required cover sheet information ths
Comnmissioner of Patents an Trademarks

Box Assignments

Washington, D.C. 20231

FAWPWORK\FORMS\PA-ASSGN,CVR E]
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|
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|
) I
UTILITY/DESIGN PATETT
Docker No. 863.2—6{,’ 50
ASSIGNMENT
WHEREAS, K(we), Louis G. Ellis; Andrew I‘. Dusbabek; Christopher R. Larson; Terryl V.

Brown residing at, 2004 Armour Terrace, St. Anthony,
55327; 523 Desnoyer Avenue, St. Paul, MN 55104; 623
have invented and own the entire United States right,

disclosed in my application for United States Letter Patent filed i

o

A

co:

LR
.

WHEREAS, SCIMED LIFE SYSTEMS, INC, ("

on 8/23/1996  and assigned Serial No. 08/202.150_; and [

1 hereby authorlzc and
Financial Center, 920 2nd Ave. S., Minneapolis, MN 55402-4014, to insert the filing date and application nur
of said application above when known.

MN 55418; 13750 Jonquil Lanc North, Dayron, MN
1 Trinity Drive Northeast, Fridley, MN 55432 |
title and interest in an invention for !

STENT DELIVERY $YSTEM

neurrently herewith ‘ i

A
ara

hber

Fequest amy atorpey of Vidas, Arreit & Steinkraus, P.A., 1540 Kin

Assignee”), a corporation organizedl and

existing under and by virme of the Jaws of the State of Minnesota, and having its principal place of businegs ar

o1

interest in and to said invention,

nnesota 53311-1566, is desirous of acquiring the entire right, title | and
to said application for any and all countries, to any and all Letters Patent] and

Ma

to any and ali Design Letters Patenr of any and all countrics which may be granted thereon;

NOW, THEREFORE, Be It Known mat‘for good and valuable consideration, the receipt of all

of which is hereby
asgipns, the entire rj
and all countries, to

which may be granted thereon;
all Letters Patent and all Design Letters Patent which may be granted to said inventign to

requested to issue
Assignee,

Dated:lé_f_?_f_’_i(

Dated: /.. 20~

Dared:_L|/1/%

Dated: 32 0ct-Fo

acknowledged, K(we) hereby sell, assign, and transfer unto Assignee, its sut:cessorsi and
ght, title and interest, legal and equitable, in and to said invention, to said application fos any
any and all Letters Patent, and to any and all Design Letters Patent of any and all courjtries
and the Commissioner of Patents and Trademarks is hereby authorized and

y)

Louis G. Ellis

First Inventor's Signature:
First Inventor's Name:

Second Inventor's Signature:
Second Inventor's Name:

Third Inventor's Signature:
Third Inventor's Name:

Fourth Inventor's Signature:
Fourth Inventor's Name:

—
Terry $ Brown

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 136




11/20/01 16:09 FAX 952 583 3009

Received from < 952 563 3009 > at 11/20/01 4:12:49 PM [Eastern Standard Time]

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

%001

In Re Application of: Ellis et al. ,

Application No.: 09/420,249 NOV 2 1 7008

Filed: October 19, 1999 ' ,

For: STENT DELIVERY SYSTEM ﬁﬁoup 3700

Examiner; Yu, I

Group Art Unit: 3764 . ‘
Commissioner of Patents Docket No.: 563.2-8619
Washington, DC 20231

FACSIMILE TRANSMITTAL LETTER

TO: Examiner: Yu, J. ‘_ DATE: November 20, Qd()l
FACSIMILE NO.: (703) 872-9302 } TIME: L
GROUP ART UNIT: 3764

TOTAL NUMBER OF PAGES (including cover letter); _15

Dear Examiner:

Enclosed please find the following documents for your filing:
6 Pg. Amendment; Assignment Documents from Parent Case; Terminal Disclaimer...A

Pending Second Application; Terminal Disclaimer...Over A Prior Patent;; and 1 pg. VAS
Trapsmittal,

Please charge the two $110.00 fees and any additional fees or credit any overpayment
associated with this communication to Deposit Acoount No. 22-0350.

Respecﬁ'uﬂi submmed, ]

VIDAS, ARRE?E>STE 5
-~
By: ﬂ

William E. Anderson, 1T
Registration No.
6109 Blue Circle Drive, Suite 2000 |
Minnetonka, MN 55343-9185
Telephone: (952) 563-3000 |
Facgimile: (952) 563-3001

Certificate of Transmission ~

I hereby certify that this correspondence is being facsimile wansmitted to the United States Patent and Trademark
Office, Fax No. (703) 872-9302 on November 20, 2001.
Typed or printed name of persorrsigning this certificate:

Signa L.Q//zfz N,
'obin Peddieson

Petitioner Edwards Lifesciences Corporation - Exhibit 1
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

— e e —

In Re Application of: FEllis et al.

Application No.: 09/420,249

Filed: October 19, 1999

For; STENT DELIVERY SYSTEM

Examiner: Yu, J.

Group Art U_ni 3734
Box Fee Ame-x;d-;nent
Commissioner of Patents Docket No.: $63.2-8419
Washington, DC 20231

TERMINAL DISCLAIMER TO OBVIATE
A PROVISIONAL DOUBLE PATENTING REJECTION OVER :

PENDING SECOND APPLICATION '

The owner, Scimed Life Systems, Inc. of 100 percent interest in the instant
application hereby d_ié‘c;iaims, except as provided beicw, the terminal part of the statutory termiof
any patent granted on the instant éppli cation which would extend beyond the expiration date of
the full statutory term defined in 35 U.8.C. 154 to 156 and 173, as presently shortened by any |

terminal disclaimer filed prior to the grant of any patent granted on pending second Application

No. 09/387,179, filed on August 31, 1999 of any patent on the pending second application. The
owner hereby agrees that any patent so granted on the sccohd instant application shall be i{

enforceable only for and during such period that it, and any patent granted on the second
applicationsafe‘fbommonly owned. This"‘agrccmcnt runs with any patent granted on the instant

applicatigp and;is binding upon the grantee, its successors or assigns.

gy1:dd 1
182/

% makmg the above disclaimer, the owner does not disclaim the terminal part ¢f
any patent granﬁd on the instant application that would extend to the expiration date of the ful
statutory tarm aﬁdeﬁned in 35 U.S.C.154 to 156 and 173 of any patent granted on the second

—

apphcanmg as sgortened by any terminal disclaimer filed prior to the patent garnt, in the even
that any sugh grﬂtcd patent: expires for failure to pay a maintenance fee, is held unenforccab%

o

is found invalid % a court of competent jurisdiction, is statutorily disclaimed in whole or

ac

yoacyed

6
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Application No.: 09/420,249
Page 2

terminally disclaimed under 37 CFR 1.321, has all claims canceled by a reexamination
certificate, is reissued, or is in any manner terminated prior to the expiration of its full statutoq

term as shortened by any terminal disclaimer filed prior to its grant, i

Check either box 1 or 2 below, if appropriate. i
1. 0 For submission on behalf of an organization (e.g., corporation, partnership, university, |

government agency, etc.), the undersigned is empowered to act on behalf on the organization. !v

I hereby declare that all stateménts made herein of my own knowledge are true and tha
all statements made on information and belief are believed to be true; and further that these |
statements were made with the knowledge that willful false staternents and the like so made ar
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United Statbs
Code and that such willful false statements may jeopardize the validity of the application or any

L CY

patent issued thereon.

2. B The undersigned is an attorney of record. :
Novemher 20, 2001 d/ 87/ é ; -

Date William E. Anderson, IT

® Terminal disclaimer fee under 37 CFR 1.20(d) included.
B PTO suggested wording for terminal disclaimer was

R unchanged . - O .changed ( if changed, an explanation should be supplied).
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

e e ——
In Re Application of: Ellis et al.
Application No.: 09/420,249
Filed: Qctober 19, 1999
For: STENT DELIVERY 8YSTEM
Examiner: Yu, J.
Gronp Art Unit: 3734
e —
Box Fee Amendment
Commigsioner of Patents Docket No.: 563.2-8¢19

Washington, DC 20231

TERMINAL DISCLAIMER TO OBVIATE
A DOUBLE PATENTING REJECTION
OVER A PRIOR PATENT
\

The owner, Seimed Life Systems, Ine. of 100 p’erccn\{ interes‘g/in"the instant
application hereby disclaims, except as provided below, the terminal part 65 the statutory term jof
any patent granted on the instant application which would extend beyond the expiration date of
the full statutory term defined in 35 U.S.C. 154 to 156 and 173, as presenﬂ/y/shortencd by any
terminal disclaimer, of prior patent No's 6,007,543, 6,123,712. The ¢wner hereby agrees that any
patent 50 granted on the instant applicaﬁéﬁ_shall be cnfor?éﬁc only for and during such peric
that it, and the prior patents are commbnly ownccf This agre

ja R

ement runs with any patent granted

on the instant application and is binding upon the grantee, its successors or assigns.

In making the above disclaimer, the owner does not disclaim the terminal part of
any patent granted on the instant application that would extend to the expiration date of the ﬁlﬂ
statutory term as defined in 35 U.8.C.154 to 156 and 173 of any of the prior patents as presently
shortened by any terminal disclaimer, in ’thé’éykfent that it later: expires for failure to pay a '
maintcnance fcé, is held unenforceable, is found invalid by a court of competent
jurisdiction, is statutorily disclain?cd in whole or terminally disclaimed under 37 CFR 1.321, I;Ias
all claims canceled by a reexamination certificate, is reissued, or is in any manner terminated !’

prior to the expiration of its full statutory term as presently shortened by any terminal disclaimer.

Received from < 952 563 3009 > at 11/20/01 4:12:49 PM [Eastem Standard Time)
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Application No.: 09/420,249

Page 2

Check either box 1 or 2 below, if appropriate.
1. O For submission on behalf of an organization (e.g., cotporation, partnership, university,

government agency, etc.), the undersigned is empowered to act on behalf on the organization.

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 were 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 staterents may jeopardize the validity of the application or ﬂﬂfb’

patent issued thereon.
2. ® The undersigned is an attorney of record.
vem ' I ‘/d L

Date , ~ William E. Anderson, Il

® Terminal disclaimer fee under 37 CFR 1.20(d) included.
® PTO suggested wording for terminal disclaimer was

® unchanged O changed ( if changed, an explanation should be supplied).

Received from < 032 363 3000 > at 11/20/01 4:12:49 PM [Eastemn Standard Time)
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Application No. Applicant(s)
. e 0,249 ELLIS ET AL.
Notice of Allowability gi’:,fﬂner At Unit
Denise Pothier 3764

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
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. [X] This communication is responsive to the Amendment filed 11/20/01.
2. X The allowed claim(s) is/are 1-35.42 and 43.
3. [0 The drawings filed on _ are accepted by the Examiner.
4. [T] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)[J Al b)[JSome* c)[JNone ofthe:
1. [ Certified copies of the pnonty documents have been received.
2. [ Certified copies of the prlonty 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. [ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application).
(a) [J The translation of the foreign language provisional application has been received.
6. 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 gommuhication to file a reply complying with the requirements noted
below. Failure to timely comply will result in ABANDONMENT of this appilication. THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

7.[] A SUBSTITUTE OATH OR DECLARATION must be submiitéd."}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. [X CORRECTED DRAWINGS must be submitted.
(@) O including changes required by the Notice of Draftsperson’s Patent Drawmg Review ( PTO-948) attached
1) O hereto or 2) [J to Paper No. ____

(b) X “including changes required by the proposed drawmg correction fi Ied 19 October 1999, which has been approved by the
Examiner.

c) O including changes required by the attached Examiner's Amendment / Comment 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. [J 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)

1] Notice of References Cited (PTO-892) 2[] Notice of Informal Patent Application (PTO-152)

37 Notice of Draftperson’s Patent Drawing Review (PTO-948) 4[] Interview Summary (PTO-413), Paper No.__~

5[] Information Disclosure Statements (PTO-1449), Paper No. . 6] Examiner's Amendment/Comment

700 Examiner's Comment Regarding Requirement for Deposit 8(] Examiner's Statement of Reasons for Allowance
of Biological Material , 97 Other

Coventd RLlloine”

Everett R. Williams
Patent Analyst

for Justine Yu
Primary Examiner

U.S. Patent and Trademark Office

PTO-37 (Rev. 04-01) Notice of Allowability Part of Paper No. 15 .
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UNITED STATES PATENT AND TRADEMARK OFFICE

e
UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address; COMMISSIONER OF PATENTS AND TRADEMARKS
Washington, D.C, 20231
WWW.USPLO.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

7590 12/17/2001 »
Oliver f Arrett l EXAMINER |
VIDAS ARRETT & STEINKRAUS YU, JUSTINE ROMANG

6109 Blue Circle Drive

Suite 2000 { ART UNIT CLASS-SUBCLASS ]

Minneapolis, MN 55343-91 31 3764 606-108000

DATE MAILED: 12/17/2001

I APPLICATION NO. .FILING DATE I FIRST NAMED INVENTOR ATTORNEY DOCKET NO. I CONFIRMATION NO:
09/420,249 10/19/1999 Louis g. ELLIS 56.2-8619 . 2556

TITLE OF INVENTION: STENT DELIVERY SYSTEM WITH STENT SECUREMENT MEANS

| TOTAL CLAIMS ] APPLN. TYPE | SMALL ENTITY l ISSUE FEE ] PUBLICATION FEE ] TOTAL FEE(S) DUE | DATE DUE |
37 nonprovisional NO $1280 $0 $1280 03/18/2002

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.

PROSECUTION ON THE MERITS IS CLOSED. THIS NOTICE OF ALLOWANCE 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. :

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS STATUTORY
PERIOD CANNOT BE EXTENDED. SEE 35 U.S.C. 151. '

HOW TO REPLY TO THIS NOTICE:

I. Review the SMALL ENTITY status shown above. If the SMALL If the SMALL ENTITY is shown as NO:
ENTITY is shown as YES, verify your current SMALL ENTITY
status: :

A. If the status is changed, pay the PUBLICATION FEE (if required) | A.Pay TOTAL FEE(S) DUE shown above, or
and twice the amount of the ISSUE FEE shown above and notify the
United States Patent and Trademark Office of the change in status, or

B. If the status is the same, pay the TOTAL FEE(S) DUE shown B. If applicant claimed SMALL ENTITY status before, or is now
above, - claiming SMALL ENTITY status, check the box below and enclose
the PUBLICATION FEE and 172 the ISSUE FEE shown above.

O Applicant claims SMALL ENTITY status.
See 37 CFR 1.27.

II. PART B - FEE(S) TRANSMITTAL shouldbbé’completed and returned to the United States Patent and Trademark Office (USPTO) with
your ISSUE FEE and PUBLICATION FEE (if required). Even if the fee(s) have already been paid, Part B - Fee(s) Transmittal should be
completed and returned. If you are charging the fee(s) to your deposit account, section "4b" of Part B - Fee(s) Transmittal should be
completed and an extra copy of the form should be submitted.

I11. All communications regarding this application must give the application number. Please direct all communications prior to issuance to
Box ISSUE FEE unless advised to the contrary. :

IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due.

Page 1 of 3

PTOL-85 (REV. 07-01) Approved for use through 01/31/2004.
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PART B - FEE(S) TRANSMITTAL

Complete and mail this form, together with applicable fee(s), to: Box ISSUE FEE
' Assistant Commissioner for Patents
Washington, D.C. 20231

MAILING INSTRUCTIONS: This form-should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 4 should be completed
where apprornate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as
indicated un gss coq{gctegi below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for
maintenance fee notifications.

CURRENT CORRESPONDENCE ADDRESS (Note: Legibly mark-up with any corrections or use Block 1)

Note: The certificate of mailing below can only be used for domestic

mailings of the Fee(s) Transmittal. This certificate cannot be used for an
7590 12/17/2001 other z%ccompanying papers. Each additional paper, such as an assignmen);
Oliver f Arrett or formal drawing, must have its own certificate of mailing.
VIDAS ARRETT & STEINKRAUS . CFert(if;cz_lrte oIMaling et with
3 : ereby certify that this Fee(s) -Transmuttal is being deposited with the
6199 Blue Circle Drive United §tates P%stal Service with sufficient posta%e for ﬁrs}t)class mail in an
Suite 2000 envelope addressed to the Box Issue Fee address above on the date
Minneapolis, MN 55343-9131 indicated below.

(Depositor's name)

(Signature)

(Date)

I APPLICATION NO. FILING DATE FIRST NAMED INVENTOR - | ATTORNEY DOCKET NO. CONFIRMATION NO.

09/420,249 10/19/1999 Louis g. ELLIS ) $6.2-8619 2556
TITLE OF INVENTION: STENT DELIVERY SYSTEM WITH STENT SECUREMENT MEANS

I TOTAL CLAIMS APPLN. TYPE | SMALL ENTITY l ISSUE FEE ] PUBLICATION FEE TOTAL FEE(S) DUE DATE DUE
37 nonprovisional NO $1280 $0 $1280 03/18/2002
l ' EXAMINER | ARTUNIT | CLASS-SUBCLASS
YU, JUSTINE ROMANG 3764 606-108000
1. Change of correspondence address or indication of "Fee Address"” (37 2, For printing on the patent front page, list (1)
IC’TP;R ]f rg{)j.\g(sie ofp PTO form(s) and Customer Number are recommegded, ‘the nar,’,’es of %p to 3 ngistered pa‘emg attorneys |
ut not required. : or agents OR, alternatively, (2) the name of a
Q Change of corres;gondence address (or Change of Correspondence single firm (having as a member a registered 2
Address form PTO/SB/122) attached. : attorney or agent) and the names of up to 2
0 “Fee Address" indication (or "Fee Address" Indication form yeg‘xstered patent atiormeys or agents. If no name 3
PTO/SB/47) attached. . is listed, no name will be printed.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

PLEASE NOTE: Unless an assi%nee is identified below, no assignee data will appear on the patent, Inclusion of assignee data is only appropriate when an assignment has
been previously submitted to the USPTO or is being submitted under separate cover, Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE . (B)‘RESIDENCE: (CITY and STATE OR COUNTRY)
Please check the appropriate assignee category or categories (will not be printed on the patent) Q individual Q corporation or other private group entity O government
4a. The following fee(s) are enclosed: 4b. Payment of Fee(s): ‘

Q Issue Fee - C (3 A check in the amount of the fee(s) is enclosed.

0 Publication Fee Q) Payment by credit card. Form PTO-2038 is attached.

Q Advance Order - # of Copies

{ The Commissioner is hereby authorized by charFe the required fee(s), or credit any overpayment, to
Deposit Account Number "~ (enclose an extra copy of this form).

The COMMISSIONER OF PATENTS AND TRADEMARKS is requested to apply the Issue Fee and Publication Fee (if any) to the application identified above.
(Authorized Signature) (Date) - '

NOTE; The Issue Fee and Publication Fee (if required) will not be accepted from anyone
other than the applicant; a registered attorney or algent; or the assignee or other parfy in
interest as shown by the records of the United States Patent and Trademark Office.

Burden Hour Statement: This form 1s estimated to take 0.2 hours to complete. Time will vary
depending on the needs of the individual case, Any comments on the amount of time required
to complete this form should be sent to the Chiel Information Officer, United States Patent
and Trademark Office, Washington, D.C. 20231. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND-FEES AND THIS FORM TO: Box Issue Fee,
Assistant Commissioner for Patents, Washington, D.C. 20231

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a
collection of information unless it displays a valid OMB control number.

S TRANSMIT THIS FORM WITH FEE(S)
) ) o : Page 2 of 3 : ;
PTOL-85 (REV. 07-01) Approved for use through 01/31/2004. OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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UNITED STATES PATENT AND TRADEMARK QFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER OF PATENTS AND TRADEMARKS

Washingion, D.C. 20231%
WWW . LSPLo.gov

I APPLICATION NO. l FILING DATE FIRST NAMED INVENTOR [ ATTORNEY DOCKET NO. l CONFIRMATION NO. l
09/420,249 10/19/1999 Louis g. ELLIS $6.2-8619 - 2556
7590 12/17/2001 [ EXAMINER I
Oliver f Arrett : YU, JUSTINE ROMANG
VIDAS ARRETT & STEINKRAUS ,
6109 Blue Circle Drive ' [ ART UNIT | rapernumBer |
Suite 2000 3764
‘Minneapolis, MN 55343-9131

UNITED STATES ) DATE MAILED: 12/17/2001

Determination of Patent Term Extension under 35 U.S.C. 154 (b)
‘(application filed after June 7, 1995 but prior to May 29, 2000)

The patent term extension is 0 days. Any patent to issue from the above identified application will include an
indication of the 0 day extension on the front page.

If a continued prosecution application (CPA) was filed in the above-identified application, the filing date that
determines patent term extension is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Application Information
Retrieval (PAIR) system. (http://pair.uspto.gov)

Page 3 of 3
PTOL-85 (REV. 07-01) Approved for use through 01/31/2004.
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: Ellis et al.

Application No.: 09/420,249

Filed: October 19, 1999

For: Stent Delivery System

Examiner: Yu, J.

Group Art Unit: 3764
Attn: Official Draftsman ,
Commissioner of Patents Docket No.: S63.2-8619
Washington, DC 20231

NSMITTAL OF E D N

In response to the Notice of Allowability mailed on December 11, 2002, attached
please find the formal drawings for this application with each sheet indicating the application
number and Title on the front side of the drawings - Number of Sheets: 4.

Date: February 6, 2002

Suite 2000

6109 Blue Circle Drive
Minnetonka, MN 55343-9185
Phone: (952) 563-3000
Facsimile: (952) 563-3001

Respectfully submitted,
Vidas, Arrett & Steinkraus, P. A

7/

William E. Anderson, II Esq.
Registration No. 37,766

19/01
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Application No.: 09/420,249

" *nventor: Ellis et al.
- Docket No.: S63.2-8619
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"entbr: Ellis et al.
. wplication No.: 09/420,249

Docket No.: S63.2-8619

x

4

9 81l

Title: Stent Delivery System

Page 2 of 4
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" Tnventor: Ellis et al.

. Application No.: 09/420,249
Docket No.: $63.2-8619
Title: Stent Delivery System
Page 3 of 4

e

5
/30

ig.

< E

30 G\\\

o

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 149




ventor: Ellis et al.
L»pplication No.: 09/420,249 e
Docket No.: S63.2-8619
- Title: Stent Delivery System
- Page 4 of 4
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1 form, together with applicable fee(s), to:

PART B - FEE(S) TRANSMITTAL

Box ISSUE FEE
Assistant Commissioner for Pate-t:
_ Wuhlnm, D.C. 20231

WS- T3 Tocm should be et IE 1SS0 Y T Sugh 4 should o
§ oox belowordwoth«m'emsl iby(n)wimmmwg'omm.w«(b)m&emglmnbmADDRBSS"for

’ ammmmmmq with sny corrections or use Block 1) The certificate of mailing below can _cnly be used for domestic
7590 12/102001 mahngsoﬁhe Fee(l)‘hlummd This certificate wubemwe.:' for any
Oliver £ Arrett orfomﬂhwmg.mm vemmmﬁap“ '
VIDAS ARRETT & STEINKRAUS . " F-rusem % g with the :
6109 Biue Circle Drive - Uit s Fowtl Scovice wilh e m lass e iy an
Suite 2000 gnvelopemedwﬁesoxmmhe above on the date ;
Minneapolis, MN 55343-9131 (adicated below,
‘ (Sigasture) '
Fabhrunary . 6..2002 (D)

[ mrcaonzo, | rEoooaTE ]

FIRST NAMED INVENTOR:

| ATTORNEY DOCKET NO. |  CONFIRMATIONNO. |

09/420,249 10/19/1999
TITLE OF INVENTION: STENT DELIVERY SYSTEM

Louis g. ELLIS

$6.2-8619 25%6

| “YOTAL CLAIMS [ Arn.Tvee T sMALLENTITY - ] ixssuﬁ'ms ‘[ PUBLICATION FEE l TOTAL FER(S) DUE | “DATEDUE |
37 notprovisional NO $1280 $0 $1280 03/1172002

| EXAMINER | ART UNIT | crasssupcLass |
YU, JUSTINE ROMANG 3764 606-108000

‘ 'CFRI 363) mows)m&MﬁNgqungM,

g of oo mafm)

& Fee
PTO/SB/AT) attached.

address (or Change of Cotrespondence
Address” indication (or "Fes Addresa® Indication form

2. For printing on the patent front page, list (1)
the names of up to 3 registered patent sttomeys
or agents OR, alternatively, (2) the name of a
single firm (having as & member a registered
attorney or agent) and the names of up to 2
registered patent attomeys or agents. If no name
is listed, no name will be priated.

1Vidag, Arrett & steinkrauéi
:1

2 y

3

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print ot type)

PLEASBNOTE Unless identified below, data will appesr on the patent. Inclusion of data is only appropriate when an assignment has
been previously mbm:uedu:o the l"i'lol or is being .ﬁ'mm mlneem caver. Co‘:):plenon of this form is %&‘r':%ml;or ﬁi’mg an mlgn‘;znt.
(A) NAME OF ASSIGNEER (B) RESIDENCE: (CITY snd STATE OR COUNTRY)

SCIMED LY¥¥E SYSTEMS, INC.

PWM&W,ﬁ;mmmam(wmmhdemmm)

. Maple Grove, MN

Q individual ﬂmﬁmuoﬂupﬁmmmﬁty D!ovemmem

4a. The following fee(s) are enclosed:
QL lssue Fee
0 Publication Fee
Q Advance Ordet - # of Copies

4b, Psyment of Fee(s):
8 A check in the amount of the fee(s) is enclosed.
Q Payment by credit card. Form PT0-2038 is attached.

Deposit Account Number

nmmmummwwemmmwmg oraeditmyov«paymcnt,to

r
The COMMISSIONBR OF PATENTS AND TRADEMARKS is requested to spply the Issue Fee and Publication Fee (if my) to the application identified above.

(Date) /‘ /0_1_

Muahown.?ylﬂumordnofﬂu gmmmrmom

) dcpendinconthamedl flhamd:vidml
eompmmh&'%ms:hy\ddbe
FORMS TO THIS ADD
Assistant Commissioner for Pawm:.

collection of information uniess it display:

EDNS 20231 3; SENDFBﬁSOR COMPLETED

ahmsm

Under the Psperwork Reduction Act of 1995, no
s & yalid

oot be accepted from
mthemw other mx”n

Vi
eomnem on thnmmm of time =1
Officer, United States

TO: Box Issue Fee,

mmmqwedtorenpmdtoa

1280.00 0P

tvo2ze 00000164 09420249

PTOL-85 (REV. 07-01) Approved for use through 01/31/2004. OMB 0651-0033

TRANSMIT THIS FORM WITH FEE(S)
Page 2 of 3

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

03/

01 FC:142 I
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*VBASIC FEE

' kaOTAL CLAIMS

| xste= |

~|or

+é‘6,°'=

- OTHER THAN
,SMALL ENTITY

]

HATE

ADDI- 1
TIONAL
_FEE

_FEE |

/Ind endent

‘ «;M;iﬁ5kﬂfA[x)L. :
| RA‘EE" |monaLl

RATE

ADDI-
| TIONAL
FEE

' x$1 8-_-

Jor]

x7s_ .

T AMENDMENTaB* e

_Jon|

ADDIT FEE .

__IOR Apbn. FEE

+260—

| rate

ADDI-
TIONAL
_FEE

, DEPARTMENT OF COMMERCE:

iS5, .GPO:1088-454473/90301
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ISSUE SLIP STAPLE AREA (for additional cross references)

e
POSITION INITIALS IDNO. DATE
FEE DETERMINATION i p5/92 DL/ 9
0.1.P.E. CLASSIFIER 7Y vy \SOSE e
FORMALITY REVIEW Vo228 S T FF
INDEX OF CLAIMS
Ve Rejected Nt ....... Non-elected
= v e Allowed I e Interference
— (Through numeral) Canceled A . .. Appeal
T —————— Restricted 0 e Objected
Claim . Date Claim Date Claim Date
7 ~
A |2 |z
g o]/ glg g2
& | Qo 1y Lo Lo
LAV ] - 51 110)
2121, 52 112)
SIEHER 63 13
| 4 s 54 114
Srsliiv) ] 55 115
i lel ]! 56 116
1701 of | 57 117
als8ll]., 58 118
PRIEINIRY 59 119
i{| 10 vl | 60 110
ANRL i 61 111
A1) Y 62 112
A8 Y] 63 113
[T v 64 114
5 118 [ | v] | 65 115
AR 66 116
J17 s 67 117
[ghsl [/ 68 118
el 1A ] 69 119
a2, | |/ 70 120
el ] L 71 121
3220 (1 /0 72 122
1 A 23 v | 73 123
24 [ /]| 74 124
glesi | 4] 75 125
gt2s]] 1y ! 76 126
27 ] 7 127
Qél28l] | A1 78 128
Gl2ot | | A1 79 129
Bosol] /] 70 130
B3t |/ 81 e
4,32 v 82 132
AA33|| | /1 83 133
Af2all 1 84 134
BN = 85 138
W Y 86 136
37| |/ 87 137)
1% 88 138
P! v 89 139
) 90 140
1 (W] 9 141
Hida2 V= 92 142
Z43 > 93 143
44 94 144
45 95 145
46 96 146
47 97 147]
48 . 98 148
49 99 149
50 100 150

If more than 150 claims or 10 actions

staple additional sheet here




OTES

(INCLUDING SEARCH STRATEGY)

Class Sub. Date Exmr. Date Exmr.
tob | 19% Yv/o | p— Fask Y itloe 77—
1 45
- 1140
| 0%
woeldted sesel) 1 /3500 | J—
QAR oz il &/w /o ]
Yy
INTERFERENCE SEARCHED
Class Sub. Date Exmr.
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