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STENT DELTVERY SYSTEM

Backeround of the Invention
Tr6'M fi- In typical PT.A procedures, a guiding catheter is percutaneousry

5 introduced into the cardiovascular system oi a patient 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
ac.ross the lesion. Once in position across the lesion, the flexible, expandable,
preformed balloon is inflated to 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profile so that the dilatation catheter may be withdrawn from the patients vasculature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 vascular 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,g26to Derbyshire; U.S. patent 4,733,665
to Palmaz; U.S. Patent 5,026,377 to Burton et al.; U.S. patent 5,15g,54g 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. patenr

5,415,664 to pinbhuk; u.s. patent 5,453,090 to Martinez et al.; u.s. patent

4,95a,227 to savin; u.s. patents,4o3,34l to solar; u.S. patent 5,10g,416 to Ryan
et al. and European Patent Application No. 707 837 A1 to Sheiban, all of which are

"l-
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-L-

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

L996, the content of which is also incorporated herein by reference.

The present invention is particularly directed to improved

5 alrangements 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
'l,*;fi 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
l= ,i

i'i! are particularly useful for permanently widening a vessel which is either in a

i3 15' narrowed state, or internally supporting a vessel damaged by an aneurysm. Such

i", stents are typically introduced into the body cavity by use of a catheter. The

i; catheter is usually of the balloon catheter type in which the balloon is utilized to
i:

,,; 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 alrangements 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 canied 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;

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 11
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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

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

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

invention.

Referring to Figures 1-3 a stent delivery system generally indicated at

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 l2a

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

in an even more enlarged view. The illustrative cathe ter 72 is of the type known as

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

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 I and2. 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

expansion of the balloon as shown in Figure 3 to be placed in a vessel. When the

balloon is then deflated, removal of the balloon and catheter may be accomplished

while leaving the stent in place.

As ip known in the art the balloon is eitlleg bonded at its ends byl,{ F
adhesive 20 and,E, respectively to the outer member4 of the catheter and to theA ' E --- --J --4-'
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

i:.i

15

20

25

ft
30

ii
ll
\ .zt

!
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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.

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 European patent

Application EPO 707 837 A1 and that shown in U.S. Patenr 5,445,646. All of these

patents are incorporated herein by reference. Also, shape memory metal stents may

be used. As already indicated rhe stent of PCT Application 960 3092 A1 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

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 I and2. 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

secure it during crimping and the delivery procedure. The mounting body may be

-==-' 
located only in ,tt. Uoay$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 canied on inner lumen 26, providing an enlarged

area or portion for receiving the 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 pu{pose. 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

10

15

I

;r
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member similar to member 36 (not showrt) may be optionally included on marker

band 32 if desired. Polyethylene or the like is suitable for the stop member(s).

Although, the material of the mounting body may be hard, it is preferably of any

deformable thermoplastic matrerial, preferably an elastomer material and more
preferably of a relatively resilient elastomer material, e.g., lower durometer silicone.

A preferred deformable thermoplastic material is high density polyethylene (HDpE).

A preferred lower durorneter silicone is in the form of tubing. The deformation 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

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

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

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.

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

cylindrical mounting body 30 made up of a plurality of separate adjacent rings 30a.

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

,

The embodiment shown in Figure 6 includes another feature based 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

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

f
i
!I _.'r
\, -/

i;

ril
15

20

25

30

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 14



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

i;: familiar with this art.

f $ The above Examples and disclosure are intended to be illustrative and

ii; not exhaustive. These examples and description will suggest many variations and

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

"ll 15 are intended to be included within the scope of the attached claims. Those familiarrJ
a with the art may recognize other equivalents to the specific embodiments describedi,i
** herein which equivalents are also intended to be encompassed by the claims attached
i's hereto.
ii. ....i

t}
r:;: 

20
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10

What is claimed is as follows:

A stent delivery system comprising:

radially expandable stent of generally cylindrical configuration, and

catheter having a shaft and expandable inflatable means associated

therewith at a

receiving the

part of the shaft and including mounting and retaining means for

on the expandable inflatable means for radial expansion of the

stent upon i n of the inflatable means, the mounting and retaining means

including at least

inflatable means

mounting body carried on and surrounding the shaft inside the

the diameter of the shaft and inflatable portion are

increased at the di

2.

body is of a material
aJ.

elastomeric.

J4
comprises HDPF.

I
The stent delivery system of claim 2 wherein the material

The stent delivery system of claim 1 wherein the mounting

body configura{ion includes at least one separation whereby the flexibiliry of the

body and cathetlr is increased.

7. The stent delivery system of claim 6 wherein the separation is

in the form of a spiral.

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

crimped to the. mounting and retaining means for delivery
0ll \

\. IH

6Y \. The stent delivery system of claim I including a pair of stops,
I

each of which i{ respectively positioned at opposite ends of the stent and canied byt --
the shaft inside fie inflatable means.

15

part for facilitating the mounting and retaining of the stent.

The stent delivery system of claim 1 wherein the mountins

which resiliently deforms under radial pressure.

The stent delivery system of claim 2 wherein the material is

The stent delivery system of claim 2 wherein the material

20

25

30 10. The stent delivery system of claim 9 wherein the stops are

. conical in shape.

#9\. The stent delivery system of claim 1 including marker bands

positioned pro*i\utty and distalty of the stenr.
\

,:{
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12. The stent delivery system of claim

a balloon.

13: The stent delivery systern of claim

I end of the catheter and carried bv

1 wherein the inflatable

1 including a stop

the shaft inside the

10

. ,, A stent delivery system comprising:

catheter having a shaft and expandable inflatable means associated
therewith at a part of the shaft and including mounting and retaining means for
receiving a to be delivered upon expansion of the inflatabre means, the
mounting and ining means including at least one mounting body inside the
inflatable and carried and/or surrounding the shaft, and

stent crimped to the inflatable means and the mounting body such

15

that opposite

the mounting

expansion of

stent along the

portions of'the stent are deformed to a diameter less than that of
y whereby the stent is interlocked with the mounting body until
stent and inflatable means to prevent accidental movement of the

theter during delivery.

. The stent delivery system of claim 14 wherein the stent is

in shape and the mounting body is generaily cylindrical in shape.

. The stent delivery system of claim 14 wherein at least two
bodies are included and the stent is additionally crimped to a lesser

between the mounting bodies.

20

generally tubula

1

spaced mountin

diameter and

& 17. The stent delivery system of claim !6 wherein the stent is
generally 

T$f: 
in shape and the mounring bodies ,r. ,ffi

ffi The stent delivery system of claim 14 wherein at least three
25 spaced mountin{ bodies are included and the stent is crimped to a lesser diameter

between the bodl[s.

19. The stent delivery system of claim 1g wherein the stent is
generally tu r in shape and the mounting bodies are rinerffi

A balloon catheter for intraluminal delivery of a stent, the
30 catheter com a shaft, a balloon associated with a distal portion of the shaft for

recelvlng a and means for inflating the balloon, the shaft including at least

fr

positidned at the

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

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 17
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the shaft is in\reased inside the balloon to facilitate mounting of a stent to the

catheter ou.r,\ balloon.

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.
-.V\

,yn The catheter of claim 21 wherein the material is HDPE. .

Y 24. The catheter of claim 21 wherein the material is silicone.

W-> 25. The catheter of ;llim 20 wherein the mounting body is

C:Scqfngored with at least one t"purfin whereby trackability of the catheter is

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

confisuration.
A.

..;fr The catheter of claim 20 including a pair of spaced stops.;7 -r-
28. The catheter of claim 27 wherein the stops are conical in

t;,

!"-

b"rf.l are included.'--20

h "/, 32.

+ike.

w7n
mountin'g bodies are

rins-p

,2s {)
lika'

34.

The catheter of cla{m 31 wherein the mounting bodies are

_/-/
The catfefer of claim 20 wherein at least three spaced

"1"
lncu0ed./ nl
The catheter of claim 33 wherein the mounting bodies are ring-ff|Lu

df ^r7 rt,JA 1n#.1 u1 (

30

F :\WPWORIOOFA\@5GAPP.722

lb
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Abstract of the Disclosure

STENT DELryERY SYSTEM

A stent delivery system to facilitate introduction and placement of a
stent, including a catheter having an expandable distal portion constructed and

arranged for expanding the outer diameter of the catheter from a confiacted 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

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.

F:\WPWORK\OFA\605GApp.722

i' :":

L ',I

;ii ti

15
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UTILNYDESIGN PATENT

D E c LARA T I o N 
DocketNo' s63'2-6050

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

TypE oF DECLARATIoN 't

This declaration is of the following rype:

.n original
n design
cl supplemental
tr national stage of pCT
cr divisional
tr continuation
o continuation-in_part (CIp)

n IVENTORSI{IP 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 onty one name is lisre(t below) or an
original, first and joint inventor (f plural names are tisted betow) of the subject matter which is claimed and for which
a patent is sought on the invention entitled:

the specification
a)

b)
c)

ST]ONT DELIVERY SYSTEM

is being filed concurrently herewith
was filed on812311996 and assigned Serial No. \gnAZ.tSA
was filed as PCT International Application No. _ filed on _ and
amended under PCT Article 19 on

of which
0

,{.
ct

ACKNOWLEDGEMETff 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 imended 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 g1.56 including information occurring
between the filing date of any prior application of which the prlsent application is a continuation-in-part.tr 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, gl19, 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 atleast one
country other ttran the United States of America filed by me having the same subject rutrcr travinia filing date
before that of the application on which priority is claimed.
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APPLICATION NI.|TI8ER

) no such applications have been filed.
such ions have been filed as follows:

cLArM FOR BENEFTT OF EARLmR U.S.tpCT APPLICATIONS(S) TJNDER 35 U.S.C. $120

I hereby claim the benefit under Title 35, United States Code, gl20 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 mafter of each of the claims ofiliis application is not disclosed in that/those prior
applications(s) in the manner provided by the first paragraph of Title f s, unitea Shtes Code, $ 1 12, I acknowLdge
the duty to disclose material information as defined in Title 37, Code of Federal Regulations, g1.56 which
occurred between the filing date of the prior applications(s) and the national or pCT intirnational filing date of
this application.

no such applications have been filed.
such applications have been filed as follows.

(l

b

a)n
b){

i' -*

tt1

f*'

Ti

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 l00l of Title 18 of the United States Code and thai 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

Full mmc:

Invcntor'r tignaturc:

Drtc:

Chirrohip:

Poct officc Addrcs:

R6idcrr!:

(lf diffcrcnt 0ran abovc)

United States of America

30O4 Armour Terrace
St. Anthony, MN 55418

Second Inventor

Full namc:

Invcntor's signaturc:

Datc:

citircmhip:

Pct offrcc Addmr:

Rcsidcml

(lf diffcrcn than abovc)

United States of America

13750 Jonquil Lane North
Dayton, MN 55327

u,s, APPLICATIqNS

;ERIAL NI'MBEN U.S. NLNC DATE

-PCT 

APPIJCATIONS DFJTCNATINC TTTE U,S.

PCT AP?LICATION NO. PCTNLNG DATE

Louis G. Ellis Andrew J. Dusbabek

/a -2t -%
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Third Inventor

Full, namc:

lnvcniot't 3igulurc:

Datc:

Citiarohip:

Pst offic. Addrcls:

RcaidcE:

(lf diffcrcil rlEn abovc)

Fifth Invcntor

Full mmc:

lnvcntG's iignaturc:

Orn:

Chiznship:

Post offrcc Addrcrs:

Rsidcncc:

(lf diffcrcnt rhan abovc)

United States of America

523 Desnoyer Avenue
St. Paul, MN 55104

lnvcntot't tigmturc:

Datc:

Ciiizc6hip:

Post ofne Addrcss:

Rcsidcre:

(lfdiffcrcnt rhm abovc)

Sixth Inventor

Full mmc:

lnvcntor't slgmturc:

DrG:

Citianrhip:

Port offie Addrcsl:

Rc!idcre:

(lfdiffcrcd rhan rbovc)

Eighth fnventor

Full mmc:

lnvcnbr's rigEturc:

Det :

CitiaNhip:

Port offrcc Addrcss:

Rcridcm:

(lf ditfcrcnt rhil abov.)

Fourth fnventor

Full nanc: Terry V. Brown

United States of America

6231 Trinity Drive Northeast
Fridley, MN 55432

i: *l

r. ii

Seventh fnventor

Full rumc:

lnvcntor'r rignaturc:

Datc:

Citizcuhlp:

Po3t offie Addrss:

Rcridcmc:

(lf diffcrcnt dran rbovc)
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Title:

Filed:

UTILITY/DESIGN PATENT
IN TIIE I.JNITED STATES PATENT AND TRADEMARK OFTICE

l,ouis G. Ellis, Andrew J. Dusbabek, Christopher
R. I:rson, Terry V. Brown

STENT DELIVERY SYSTEM

tr concurrently herewith

X un9/nfr!,and assigned serial No. 08/
702tIsA

,11

Docket No: 563.2{050
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 follbwing attomeys to prosecute this application and to transact
all business in the Patent and Trademark Office connected therewith:

Oliver F. Arrett
Scott Q. Vidas
Walter J. Steinkraus
Richard A. Anen
Robert O. Vidas
honiede M. Brennan
Jane H. Anett
William E. Anderson II

(CotWrE NarE)

(Slg,tdu.)

(typd totE)

0ltl.)

Reg. No. 22,117
Reg. No. 30,812
Reg. No.29,592
Reg. No. 33,153
Reg. No. V0,l&
Reg. No. 35,832
Reg. No. 33,355
Reg. No. 37,766

lo,

C,&.;l\eci1.,q9 /r"f-r! 6'wq

all of Vidas, Arrett & Steinkraus, P.A., Suite 1540, 920 Second Avenue South, Minneapolis, Minaesota
554024014, U.S.A., Telephone (612) 339-8801, and hereby authorizes them to act and rely on instnrctions
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, Anett & Steinkraus P.A., in writing to the contrary

Dated uis 419 a^y ot @-6/" ^, ,D-?.6 .
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In re Application of:

Application No.:

Filed:

For:

Examiner:

Group Art Unit:

Louis G. Ellis et al.

(Not yet assigned)

(C oncurr e ntly her ew ith)

STENT DELIVERY SYSTEM

(Not yet assigned)

(Not yet

PATENT

DocketNo.: 363.2-8619

IN TIIE I]NITAD STATES PATENT AI\D TRADEMARK OFFICE

Box Patent Application
Assistant Commissioner for patents
Washington, D.C. 20231

CONSTRUCTTVE PETITION FOR EXTENSION OF TIMN AI\D FEE
AUTHORTZATION PURSUAT\T TO 37 c.F.R. g l. I 3 6(a)(3)

Applieant hereby requests that the Unite{ 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

Registration No. 37,7 66

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-913 I
Telephone:. (612) 563-3000
Facsimile: (612) 563-3001

By:
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Docket No.: S63.2-8619

PATENT

IN THE UMTED STATES PATENT AND TRADEMARK OFF'ICE

In re Application of:

Application No.:

Filed:

For:

Examiner:

Group Art Unit:

Louis G. Ellis et al.

Filed concurr ently her ewith

October 19,1999

STENT DELIVERY SYSTEM

I

I

I

i

i
I

/-:

L,i;

Not yet assigned

Not yet assi,

Box New App Fee
Assistant Commissioner for Patents
Washington, D.C. 20231

PRELIMINARY AMENDMENT
' Prior to calculation of fees and examination, please make the following

amendmentse'-arnertdylsr'

In tl/6 Title:

Please delete the title and insert therefor:

DELIVERY SYSTEM WITH STENT SECURBMENT MEAN

In the SpeciJicatioq
pug" t,6 z. please. insert:

ff,y"r

'.* --t Related Applications

081702,150, filed o.n August 23,l996,"which is i rated. herein by reference in its entirety.

page J,Irne

In the claims:

The present application is a continuation of U.S. Application serial number

r,\ -b I / l. (Amended) A stent delivery system for carr.ving and deliveiing a stent having i first
gnd and a second end aqd a contracted state and an exoanded state. the system comprising:.. .

\\ i:,
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Preliminary Amendment
Page 2

Docket No; 563.2-8619

I

ll r/

5{, ,T1J ,(rY ;\
rirorlIP

r ,lt't

't i
I
!

i
I

i
I

[a radially stent of generally cylindrical configuration, andl

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

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

receiving the the expandable inflatable means for radial expansion of the stent upon

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

mountms ca:ried on and surrounding the shaft inside the inflatable means whereby the

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

4. (Amended) The stent delivery system
I

!: *l --qogprises IHPPEI hieh densitv ooJJgllhvleqg,.

--iF --- ffieEe?sfone m-o-unfin[-*
i'i

f 
X *S body [configuration] includes at least one separation whereby the flexibility of the body and

of claim 2 wherein the material

9. (Once Amended) The stent delivery system of

ft[
opposite ends. the stent delivery slrstem 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

lv and distallv of the stent.

t 12. The stent delivery system of claim 1 wherein the inflatable means comprises a
i

ir

-!:,!t 

a a : ,! - ,idiirry
.l

fpositioned at the distal end of the catheter and] carried by the shaft and positioned inside the

inflatable means.

ii

14. A stent delivery system comprising:

a catheter having a shaft and expprfttable inflatable means associated therewith at

a distal part of the shaft and including mourlti'fig and retaining means for receiving a stent to be

delivered upon expansion of the inflatabG means, the mounting and retaining means including at

t\
l"\\L
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P r e limin ary Ame n dme nt \t..

Pagi 3 ''\\
Docket No.: 563.2-8619

least one mounting body inside the le means and canied and/or surroundins the shaft. and

a stent crimped to the i means and the mounting body such that opposite

end portions of the stent are deformed to a less than that of the mounting body whereby

the stent is interlocked with the mounting body pansion of the stent and inflatable means

to prevent accidental movement of the stent along the ter during delivery.

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

a catheter having a shaft and expandable inflatable means associated therewith at a

part of the shaft and including mounting and retaining means for receiving a sten

be delivered

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

mounting body inside the inflatable means and carried on and/or the shaftJhegl

mounting body is undef the stent, and

[a] fu stent crimped to the inflatable and the at least one mounting body such that

[opposite end] s portion[s] of the stent [are] iy'deformed to a diameter less than that of the at

least one mounting body [whereby the is interlocked with the mounting body until

expansion of the stent and i to prevent accidental movement of the stent along the

catheter dg{g_g_ 4_e!ffi
W(

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

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

16. (Amended)

mounting bodies are included

The delivery system of claim 14 wherein at least two spaced

the stent between the mounting bodies is

additionally crimped to a diameter than that of the mounting bodies and positioned

s
\\

between the mountins bodi
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Preliminary Amendment
Page 4

Docket No.: 563.2-8619

{" i^jt
"(r\ /

i 
^'/"\'l

',,k lo
spaced

\/

bodies are included and the stent is crimped to a lesser diameter between the

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

^l 
expanded state, and means for inflating the balloon, the shaft including at least one[;] mounting

rfr.
body radially carried on the shaft inside ihe balloon w^herelr.the diameter of the shaft is

0 increased inside the balloon to facilitate mountingp# r eatheter over the balloonJhe

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

23. (Amended) The catheter of claim 21

The catheter of claim 20 inci u,ling a pffi ffiEefi tops.

ftt

29. (Amended The catheter of claim 20 marker bands.

Please r{U" followine claims:

35. A stent delivery system comprising:

'.fr a radially expandable stent of generally cylindrical configurati on, t urinffinaand 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 Vz the length of the

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

t

Ij
I
I

I

I
i
1

rfr-.
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Preliminary Amendment
Page 5

Docket No.: 563.2-8619

' 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. wherebv the

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

Wlt"unting and retaining of the stent.

very system of claim 35, wherein the at least one mounting body is at least

213 rhe of the stent,

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

examinationisrespectfullyrequested' 

Respectfullysubmitted,

Date: October 19. 1999

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 5 53 43 -913 |
Telephone: (612) 563-3 000
Facsimile: (612) 563-3001
FTWPWORK\WEA\86 1 

g.AMD.A1 9

36.

;1

I

I

I
{

^:_

:{;
,- i."

iii
ii ii:
- "t-

.T

I

"t*t
I rl'{
.ri

.,. i

,,t
i

i
j

!
t

i

l
I

ft "r"r$-'rA,

rr

VIDAS, ARRETT & STEINKRAU

illiam E. Anderson,II
Registration No. : 37,7 66
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UNITED STATES OEPARTMENT OF EOMMERCE
Patent end Trademank Office
Address: COMMISSIONER OF PAJENTS ANi0 TRADEMARKS

washington,D.c.20231'

APPLTCATION NUMBER I F|LTNG/BECETPT DATE I rrRSr ruAMED AppLtCANT I lrrOnr.rey DocK€T NO./T|rLE

ij 'J ,i ,C. ::;j ij ,, ii ,li Lil l. t:l / I '::] ,r 
,:j,i:l 

H l.-. l.- .t li

r..i:lr:i.:,j:,.' l. I J. :i:

U l. i:]i'\lii t\i::tf":l-:.1-'f l.r liil'i::: i lg|::'F S!-lni l} rq

':3:;:'l $ r:- t:tiLl'.lI:, rt v[r f,ri-.i fi ri {] i._l T' i..l

.jl...l .[ i l:--. .i. i:rr..i. l_l

lyi :i f.l hl H Fr r} tL l.-. : {i lil i\j $ .lj ct r::t :,ij ^ ,:i. {.r t ,{ .:i";|':,.4
-...: i ..... 14.

DATE MAILED:
.i. .1 ./ .1 .,i:./ '::r' ::!

NOTICE TO FILE MISSING PARTS OF APPLICATION
Filing Date Granted

An Application Number and Filing Date have been assigned to this application. The items indicated below, however, are missing. Appticant
is given T\l/O MONTHS FROM THE DATE OF THIS NOTICE within which to file all required iterns 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 1: 136(a). lf any of ilems I or 3lhrough 5 are indicate-d.6-missing, the SURCHARGE set forth in 37 CFR 1 .16(e) of tr $65.00
for a smatf entity in compliance with 37 CFR 1.22, orE/{fiO.O0 for a non,small entity, must also be timely submitted in reply
to this NOTICE to avoid abandonment.

lf all required items on this form are tiled within the period set &9y9, the total amount owed by applicant as a-1 e,mzti antitv lstatamani liledl V nan-cmall anrittt iic e / / q'Z--J ydl enttty (statement fited) J non-smail entity is g

A' t. _S;jratutory basic filing fee is:
tf missing.

I

n

n

tr
tr
f,

fl insufficient.
Applicant must submit $---./-Q-U:- to complete the basic filing fee and/or file a small entity statemento 76O
clairning such status (37 CFR 1.27)./,/ catmtng sucn sratus (J/ uFtl I.z/).

E Z. fne following additional claims fees are due:

L rt/lor_/._J__totd claims over 20.

$-for----,--independent claims over 3.

$--for multiple dependent claim surcharge.
Applicant must either submit the additional claim fees or canoel additional claims for which fees are due.

3. The oath or declaration:
tr is missing or unsigned.'
I does not cover the ri'ewly submitted items.
An oath or declaration in compliance with 37 CFR 1. 63, including residence information and ideitifying the application by
the above Application Number and Filing Date is required.

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 or 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.

5. The signature of the following joint inventor(s) is rnissing 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.

6: A $50,00 processing.tee is required since your check was returned without payment (37 CFR 1.21(m)).
7. Your fifing receipt was mailed in error because your check was returned without payment. :

8. The application was filed in a language other than English.
Applicant must file a verified English translation of the application, the $130.00 set forth in 37 CFR 1 .17(k), unless
previously submifted, and a statement that the translation is accurate (37 CFR 1.52(d)).

rT 9. OTHER:

Direct the reply and any questions about this notice to'Attention: Box Missing Parts."

A copiy of this notice MUST be return:ed with the reply.

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

FoRM PTO-I533 (REV. 9/98)

PART 1 . ATTORNEY/APPLICANT COPY

u.s. GPo 1999 450-5875
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UilITED. STATES DEPARTMEIU.T OF COMMERCE
Fatent and Tnademark Office
Addr€ss: COMMISSI0NER OF.PATENTS AND TRADEMAFKS

Washingron, D.C.20231

i.i":j,.';i.Jli:,,,;r:,*'::i, -i. ;J.i l. 1i.,,,,ri,,S i:.:_.i-...f {i

ii:l:,.i:jl,i I :;: :i. ,l
i.,,ll,1...1-...i fiilyl i:I l::i".JL:H"it:.:;ixlrt Li il$[i
!"r:;]i'A* +:\1..$;il"i i ic S"{'il";l F]l.r.}:ilqlt$
{it *ti i*i.-l.i*. {.:i.f;i{-:Lf: L}fit:UlI.
$1..i: Ti:i t;;:*t.i*
Fi i i{1..1[I *Fii-ii$\ .F'IFJ {r"*:":fd**

i:r; ii " .;,:: - ;::r1 i;:' I 'r:;

idi-''i' ii'-j::,.I liiiil{r I}

j r"t... .{

DATE MAILED:

NOTICE TO FII.E' MISSING. PARTS OF APPLICATION

An Applicalion Number and Fjling Date have been.assigned tothis,appli66lion. Thejtems indicated below, however,.are missing. Applicanl

avoid abandonrnent. Extensions of tirne may be obtained by filing accompanied by the extension fee under the provisions of
the SURCHARGE setforth in 37 CFR I .1 6(e) of D $65.00

37 CFR 1:136(a), lf any of items 1 or 3 thrciugh 5 are
for a small entity in compliance,whh 3Z CFR 1.27, or
to this NOTICE to avoid abandonment.

30.00 for a non-small entity, must also be timely submitted in reply

lf .all required items on this form srqliled within the pe.riod set aboveothe tatat amount owed by appticant as aJ sryiall entity (statementfited) @f,on-smatt entity is g,tl€j - - : - -- - -'
;Z/t. the statutory basic filing fee is:

tJ-fiissing.
tr insLtficient. a/ A

.,Appticant must suonit I - -, 
'1/ t" to complete the basic filing fee and/or file a smatt entity statemenr

_ ,,t 9laiming such status (57 CFR 1.27).
ff2. The following additional claims feel are due:

s -{,'{-L f or-----_&/._totat ctaims over 20.

for-_-,_--:__=____independent claims over 3.

$-for multiple dependent claim surcharge.
Applicant must either submit the additianat claim fees oi.cancel additional claims for which fees are due.

3. The oath or declaration:

_I is missing or unsigned.
U does not cover the newly submitted items.
An oath ar deelaratiott in compliance;with'77 pFR 1: 63, inctuding reiidence information and identifying the apptication by

. th.e ab.ove App.tigation Numbdr and Fiting Date is required.
4. Th.e-signa!1re(s):to the oath or deolaration is/are by a person other than inventor or person qualified under 37 CFR 1.42,

1.43 or '1.47.

I eronerly stgned oath or declaration.in compliance with 37 CFR 1.65,. identifyipg the application by the above
Application Number and Filing Date, is required.

5. The signature,of the,{ollawing joint"inventor(s) is missing from lhe oath,or declaration:

1. iul - i. ,l r' ':::;llt

f

n

n

tr

n
tr
D

D 9. OTHER:

' 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 thisapplication by the aboue Appticaion Number'and Fiting Date, is reqluired. 

'
6' A $50.00'processing fee is required'since your check was returned;without paymant (gz 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.

. Applicant must file a,verified Englisi transta;tion of th-e apptication, the $130.:00 set fotrh in 37 CFR 1.17(k), unlesspreviouslysubmifted,andastatementthat,thetrans|ationisaccirate..(37oFR1:52(d)).

Direct,ther reply and any questions about this notice to "Attention: Box Missing parts.fl

A copy at th,is,notice MIIST be,returned with the reptty.

t,ll'\-/

Initial Patent Examination Division (703) 309-1202

FoRM PTO-I533 (REV: 9/9s)

PART3.OFFICECOPY

u.s. GPo 1999 450-5875
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In Re Application of:

Application No.:

Filed:

For:

Examiner:

Group Art Unit:

Application Processing Division
Customer Correction Branch
Assistant Commissioner for patents
Washington,DC 20231

Ellis et al.

09/420,249

October 19,1999

STENT DELIVERY SYSTEM

not assigned yet

3734

PATENT

Docket No.: 563.2-8619

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

REQUEST F'OR CORRECTTON OF F,TLING 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 inconectly. please correct
the inventor's name from "Andew J. Dusbabeki', to,.Andrew J. Dusbabek,'.

Applicant respectfully requests issuance of a corrected Filing Receipt.

Date: .January 5,2000

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9 l3 I
Telephone: (612) 563-3000
Facsimile: (612) 563-3001
F:\WPWORK\WEA\86 I 9-FIL. I 05

By:

Respectfully submitted,

William E. Anderson,II
Registration No, 3 7,766

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 40
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{Rov, 6-99)

FILING RECEIPT

,$eil'oF(b- I UNITED STATES DEPARTMENT OF COMMERCE
d'" W R I Patent and Trademark Office
." rffiJ i I AsstsrANT SEcRETARv AND coMMrsstoNER
a" f#J .g I oF nATENTs AND TRADEMARKso'oXif I Washington, D.C. 20291

09/420,249 10/1,9/99 3734 $0.00 S6 .2-86Ls 4 34 3

GBP ART UNIT ATTORNEY DOCKET NO.

WILLIAM E ANDERSON II ESQ
VIDAS ARRETT & STEINKR.AUS
61-09 BLUE CIRCLE DRIVE
SUITE 2OOO
MINNETONKA MN 55343

Receipt is acknowledged of 
-thls 

nonprovlsional Patent Appllcation. lt will be considered ln its ordsr and you will bo notifi€d as to thorosults of ths examination. Be sure to provide the u.s, APPLICATIoN NUMBER. FILING DATE, NAME OF AppLtcANT, and TITLE OFINVENTIoN \'vhon inquliing .about th.lc aplrlicution. id€3 transmiried by check or draft aro subject to collection. please verify the accuracyof the data presented on this receipt. li an error is noted on thir Flllng Recelpt, plea3e wdte to the offico of lnitial patent Examination,scullomer Service Center. Please provide, a copy of this Filing Recelpt witlithe crringes noted thsr6on. lf you received a "Notics to File M6ingPanr of Apllication' ("Mlising Pahs l{otice'f iri*tlt-"lpii*ti--, pte".e ruu.it any iorr"ctions to this Filing Receipt with your repty to the "Misring partr
Notice'" when the PTo processes tho reply to the 'lvtiirlng Part Notice,i ilr. iio*n generate another Filing Receipt Incorporlting 61" r"qr".t"acorroctions (it !ppropdatel.

^"NDR.ehlApplicant(s) LOUIS G. ELLIST' ST. ANTHONY, MN; *rt+EE{+ J. DUSBABEK,
DAYTON, MN; CHRISTOPHER R. LARSON, ST. PAUL, MN; TERRY V.
BROWN, FRTDLEY, MN.

CONTINUING DATA AS CLAIMED BY APPLICANT-
rHrs AppLN rs A coN oF 08/702,LsO 08/23/96

rF REQUTRED' FoRErcN FrLrNc LrcENsF GRANTED LL/09/gg
TITLE
STENT DELIVERY SYSTEM

PRELIMINARY CLASS: 604

DAfA ENTRY By: DfXON, DOROTHY L. TEAM| 04 DATE| 72/70/99
Illlllllllllllllllllllllllllllllllllllllllllllllllllilllllliltililtillltil[ililtililtililtililtililtillltilililll

(See reverse for new important information)

, i.,;

\1!' )-' ,,

!'-,'
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IN THE

In Re Application of:

Filed:

For:

Examiner:

Group Art Unit:

Ellis et al.

09t420,249

October t999

STENT DELIVERY SYSTEM

not assigned yet

3734

KO,", PATENT AI{D TRADEMARK oFFIcE ffi40

Application Processing Division
Customer Correction Branch
Assistant Commissioner for Patents
Washington,DC 20231

TRANSN{ITTAL LETTER
I ' In regard to the above-identified application, we are submitting the attached:

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

2. With respect to fees:
a No additional fee is required.

, E Attached is check(s) irthe amount'of $ ; :

, tr Charge additional fee to our Deposit Account No. 22-0350.

CONDITIONAL PNTITION FOR EXTENSION OF TIME
This conditional petition is being filed along with the papers identified in Item I 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 otler 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.

Nonryithstanding 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.

Date: January 5,2000 '

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9 l3 I
Telephone: (612) 563-3000
Facsimile: (612) 563-3001
Certificate Under 37 CFR 1.8: I hereby certif that this Letter and the paper(s) as described herein, are being deposited in the
U.S. Postal Service. as FIRST C Application Processing Division Customer Correction Branch, Assistant
Commissioner for Patents, W

Docket No.: 563.2-8619

4.

By:

William E. A
Registration No. 37,766

. Nickel

MAIL. addressed

5, 2000
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IN THE UNITED STATES PATENT
PATENT

AND TRADEMARK OFFICE

In Re Application of:

Application No.:

Filed:

For:

Examiner:

Ellis et al.

09/420,249

October 19,1999

STENT DELIVERY SYSTEM

not assigned yet

3734Group Art Unit:
Box Missing Parts
Assistant Commissioner for patents

Washington, D.C. 20231
Docket No.: 563.2-8619

RESPONSE TO NOTICE OF'MISSING PARTS

In response to the Notice to File Missing Parts of Application--Filing Date
Gradted, mailed December r0, rggg,enclosed for filing prease find:

1' A copy of the Notice to File Missing Parts of Application (Form
PTo-1533) and a check'for $1 142.00 to cover the filing and surcharge fees.

Ifany other fees are necessitated by this response, please charge or credit them to
Deposit Account No. 22-0350.

Respectfully submitted,

Date: February 7,2000
William E. Anderson,II
Registration No. 37,7 66

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-913 l
Telephone No.: (612) 563-3000
Facsimile No.: (612) 563-3001
F:\WPWORK\WEA\86 I 9-LTR.207

By:

VIDAS} ARRETT & STEIN
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UNITED STATES T,EPARTMENT OF COMMERCE
Patent and Trademark Office
Address: COMMISSIONER 0F PAIENTS AND TRADEMARKS

. Washingmn, D.C 2OAgl

l.'ii...i i i::i.::i.:::i :. i:,ii'.1i::- i-:

',1 i.J.rl.,... J i.," i

DATE IIAILED:

ffi
rffi;

NOTICE TO FI!.E MISSING PARTS OFAPPLICATION
Fillnq Date Granted

AnApplicationNumberandFilingDatehavebeenassignedtothisapplication. Theitemsindicatedbelow,however,aremissing.Applicant
ris 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 ajetitlon accompanied by the extension fee under the prwisions of

3ZCFRt:136(a). lfanyolitemslor3through5areindicaie4asfiissing,thesURCtlARGEsetforthin3TCFRl.l6(e)ofn$65.00
for a small entity in compliance with 37 CFR 1.27, or E $'igO.O0 for a non-small entity, must also be timely submitted in reply

to this NOTICE to avoid abandonment.

tf.atl required items on this form are;fited within the period set above,,the total amount owed by applicant as a
3 sr1all entity (statement filed) &fron-small entity is $- i/ 

" 2-'
M. ln"gstutory basic filing fee is:

L.l.-fnlssln$.
tr insufficient. ."t I t}
/ppliqnt must submit $ 

=== 
1Y ' to complete the basic filing fee and/or file a small entity statement

/ claiming such status (37 CFR 1.27).

Q4. Thefoliowing additiorial claims feeb are due:
t, {/t .-,-r,i-r---v-----d-.*-#---tor--Jl/ 

-totd 
claims over 20.

$ for---:----: 
-independent 

claims over 3.

$-for multiple dependent claim surcharge.
Applicant must either submiit the additional claim fees ar cancel additional claims for which fees are due.

3. The oaih or declaration:
n is missing or unsigned.
D does not cover the newly submitted iterns.
An oath or deelaration in coinpliance with 37 CFR 1. 63, including residence informatiort and identifying the application by
the above Application Number and Filing Date is required.

4. The signatuidls; to the oath or declaration is/are by'a person other than inventor or person qualified under 37 CFR 1.42,

1.43 or 1.47. ,r':
A property signed oath or dectaration in comptiance with 37 CFR 1.63, identifying the application by the above
Application Number and Filing Date, is required.

n 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 signed by the Otnitted
inventor(s), identifying this application by the above A:pplication Number and Filing Date, is required.

n 6, A $50.00 'processing fee is required since your check was returned without payment (37 CFR 1.21(m)). q s,;r
D 7: Your filing receipt wai mailed in error becausl your check was returned without payment. :;:
tr 8. The application was filed in a language other than English. q q ?

, eppiiant must fite a verified English transiatio, of inZ ipplication, the fi3A.00 set forth in 37 CFR 1.17(k), unles$ FSft
p'r6.viously suhmitted, and a stalement thtat the translatioin is accurate (37 CFH 1.,52(d)). $

n 9.OTHER: S

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

n

n

.Ja{:'
.d (:'g

Iho ranlv Earrv ,ePtr/. oA copy of this notice MIJST be returned with
-\

' r\ Ili\ t A tri\4 )
i" \ 4J\-4 \/t \-/

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

FORM PTO-I533 (REV. 9198)

PART 2 . COPY
- ,' ' .:' .:;':'l::i '

t5z,
J

{5{:t d l|'t rY,cl cr aa, !}
{L.l ddd"\r! LJ(J(J

u.s. GPc[free$c#-5bt5
!1J d ru ff,s o€rrc

WITH RESPONSE

{F,D
8*'os

ATTOBNEY DOCKET NO/TITLE
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*t'tNPATENT

In Re Application of:

Application No.:

For:

Examiner:

Group Art Unit:

STATES PATENT AND TRADEMARK OFF'ICE

Ellis et al.

09/420,249

October 1999

STENT DELIVERY SYSTEM

not assigned yet

3734

gb*#V{

Box Missing Parts
Assistant Commissioner of patents
Washington,DC 20231

Docket No.: 563.2-8619

TRANSMITTAL LETTERI' In regard to the above-identified application, we are submitting the attached:
I pg Response to Notice to File Missing Parts; I pg PTO form 1533; check 1142.00;VA&S
Transmittal Letter; and postcard.

2. With respect to fees:
tr No additional fee is required.

r E Attached is check(s) in the amount of $ 1142.00 .u 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 I above and provides for thepossibility that Applicant has inadvertently overlookei tire 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 pup.rr for action which requires a fee as a petition to the
Commissioner, please charge the additional fee$to Depbsit Account No. 22-0350. please charge any
additional fees or credit overpayment associated with this communication to the Deposit Account No. 22-0350.

VIDAS,

By:Date:February 7,2000

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-913 I
Telephone: (612) 563-3000
Facsimile: (612) 563-3001
certilicate under 37 cFR 1.8: I hereby certifu that this Transmittal Letter and the paper(s) as described herein, are being deposited in theu's' Postal service, as FIRsr clAss MAIL, addressed to Box Missing parts, assisi-t commissioner for patents, washington D.c .20231,on February 7, 2000

William E. Anderson,II
Regishation No. 37,766
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IN TIIE fINITED STATES PATENT AND TRADEMARK Otr'FICE

''ef,q.}t!l!ryw{t

3
{

In Re Application of:

Application No.:

Examiner:

Art Unit:

Assistant Commissioner for Patent
Washington, D.C. 2023L

Ellis et al.

091420,u9

October 19, L999

STENT DELIVERY SYSTEM

(Not yet assigned)

3734

PATENT

:,
Docket No.: 563.2-S6tq

INFORMATION DISCLOSURE STATEMENT

++.
N"ffinru

, 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)ttrat we are aware of are listed as follows:

Application No.: 08/702,"1.50, filed Augustz3,1996, now U.S. Patent

6,407,543.

Pursuant to MPEP 92001.060), 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.

{"\

$[R ? s ?000
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t|lN 2 o ?oooInformation Dis clo sure Statement
Application No. 09 /420,249
Page 2

Date: March 8, 2000

suite 2000
6109 Blue Circle Drive
Minnetonka, MN 55343-9131
Telephone: (612) 563-3000
Facsimile: (612) 563-3001
F:\WPWORK\WEA\861 9-IDS.308

Respectfully submitted,

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

VIDAS, ARRETT &
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FO&U PTO-l,l.l9 Olodifi ed)
. LIST OF PATENTS A,\D PUBLICATIONS FOR

APPLICANT'S NTORi\IATION DISCLOSURE

STATEtTtENT

APPLICANT: Louis G. Ellii, Aodrcw r. Dsbahck, Ch'ttophcr R. L{son. Tcrry V. Brown

FILD{G DATE: Augrtr 21, I996

FORETGN PATENT DOCT]MENTS

OTHER ART (Includins Author

ExAl'tlNER:lnitia|ifrcfcrcncccoridcrcd,vhcthcrornorciadonisinconfomccwithMPEP6o9;Dnwlinctlu

F:\WPWORK\.FORMS\PTG I 449. FR\t Pagc I of-!-
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INFORMATION DISCLOSURE STATEMENT
(Use sevcral sheets if necessary)

APPLICANT: Louis G. ELLIS et al.

GROUP: 3301FILING DATE: Aueust 23, 1996

RETERENCE DESIGNATION U.S. PATENT DOCUMENTS

PATf,NTNUMBER

FORSIGN PATENT DOCUMENT OR PUBLISHED FOREIGN PATENT APPLICATION

COTJNTRY OF PATENT OFFICE

Author, Title, Date, Pertinent Pages, Etc.

EXAMINER: Inirial citation onnsidcrcd. Draw line through not in confomme wirh MPEP 609: Dnw linc rhrough citadon if not in conformmc md oot considscd lneludc

Fr\WPgORK\f ORMSUDS" | {t9
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IIORM PTO- I 449 (lvlodificd)

INFORil!ATION DISCLOSURE STATEMENT
(Use several sheets if necessary)

ATTY DOCI(ET NO.r 563,2-6050 SERIAL NO.:

APPLICANT: Louis G. ELLIS et al.

FILING DATE: August23, 1996 CROUPT 3301

IIEFERENCE DESIGNATION U.S. PATENT DOCUMENTS

PAl'ENT NUMBER FILING Dr\]'E
IF APPROPRIi\TE

o
t\

I

FOREIGN PATENT DOCUMENT OR PUBI'ISHED FOREIGN PATENT APPLIcATIoN

OTHER ART Including Author, Title, Date, pertinent Etc.)

EXAMINER

$rough citadon if not in confommcc od not considcrcd. Includc copy of this fom

t
I

,

',t':
.':

!:

*";,

EXAMINER; Initial ciration conosidcrcd. Dn* linc rhrough citarion if oor in confommcc with MpEp 60g;with next communicalion to a6olicmr

pD lofl
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-l-1. PTO-r449 (Modified)
INFORMATION DISCLOSURE
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PATENT

In Re Application of:

Application No.:

Filed:

For:

Examiner:

Group Art Unit:

Ellis et al.

091420,249

October 19

STENT DELIVER

not assigned yet

3734

TN THE UNITED STATES PATENT A}[D TRADEMARK OFFICE

Docket No.: 563.2-8619

'-*"1

,,iI

J.

4.

By:

til973/,#t//

Assistant Commissioner of Patents
Washington,DC 20231

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

2 pg Information Disclosure Statement;r$pgs of 1449 formsl 3 pgs of 892 form;VA&S Tt4nsmittal
Letter; and Postcard.

2. With respect to fees:
a No additional fee is required.
tr Attached is check(s) in the amount of $_.

' E Charge additional fee to our Deposit Account No. 22-0350.
i... -,

CONDITIONAL PETITION FOREXTENSION OF TIME ;

This conditional petition is being filed along with the papers identified in Item 1 above and profrdes 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 Account No. 22-0350.

VIDAS,

Date: March 9,2000
William E. Anderson,II
Registration No. 37,766

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-9 l3 I
Telephone: (6 I 2) 563-3000
Facsimile: (612) 563-3001

Certilicate Under 37 CFR 1.8: I hereby certifo that this Transmittal Letter and the pape(s) as described herein, are being deposited in the

U,S. Postal Service, as

RRETT

R. Ricklefs

CLASSMAIL,addressedto AssistantCommissionerforPatents,WashingtonD.C.2023I,onMarch/r,2000
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DATE MAIIED: r..r{:: j :i i:}./ l:l l:j

PTO-goC (Rev. 2/95)

U.S. G.P.O. 2000 i 485-16825266

1- File Copy

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 60



Applica s)

Ellis et al

, Offibe Action SummarY

Application No.

091420,249

f tnis action is FINAL'

I since this application is in condition for a*owance except for formal matters, prosecution as to the merits is closed

in accordance with the practice under Ex iu-rtt auavtr, 1935 C'D' 11; 453 O'G' 213'

Ashortenedstatutoryperiodforresponsetothisactionissettoexpire'_**]::lh(s},orthirtydays,whichever
is ronger, frorrr the mairing date of this_co{munication. Fairure to respon-l-*itnin the period {or response will cause tne

apprication to oecome abinooneo. (3b u.s,c, E 133). Extensions ottrr. may be obtained under the provisions of

D Responsive to communication(s) filed on

37 CFR 1 .1 36(a)'

Disposition of Claims
is/are pending in the application'

x craim(s) /-36
is/are withdrawn from consideration'

Of the above, claim(s)

I ctaim(s)

K Ctaim:(s)

f claim(s)

1-36

is/are allowed'

is/are reiected.

isiare obiected to.

I Ctaims
are subject to restriction or election requirement'

Application'PaPers

XseetheattachedNoticeofDraftsperson'sPatentDrawingReview,PTo-948'

f, rne drawing(s) tiled on isiare objected to by the Examiner'

is flPproved flisaPProved'
f tne proposed drawing correction, filed on

I fne specification is obiected to by the Examiner'

tr tne oath or declaration is objected to by the Examiner'

Priority under 35 U.S.C. $ 119

tr Acknowledgement is made of a claim for foreign priority under 35 U'S'C' I 119(a)'(d)'

I ntt I Some* [None Of the CERTIFIED copies of the priority documents have been

I received,

IreceivedinApp|icationNo.(SeriesCode/Seria|Number)

! received in this national stage application from the International Bureau (PCT Rule 17'2tall'

"Certified coPies not received:

I Acknowledgement is made of a claim for domestic priority under 35 U'S'c' I 119(e)'

Attachment(s)

X Notice of References Cited, PTO-892

X lnformation Dlgclosure Statement(s)' PTO'1449' Paper No(s)'

I Interview SummatY, PTO-413

K Notice of Dra{tsperson's Patent Drawing Review' PTO-948

X Notice of lnformal Patent Application' PT0'152

.-. SEE OFFICE ACTION AN THE FOLLOWING PAGES "-

U. S. Patent and Trademark Officc

PTO-326 (Rev. 9-95) Office Action SummarY Part of PaPer No,
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Appli0ation/Control Number: 09 I 420,249

Art Unit: 3764

Page2

DETAILED ACTION

Drawings

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

examination purposes only. Formal drawings will be required when the application is allowed.

Claim Rejections - 35 ASC S 112

2. Claims 1-19 and 35-36are rejected under 35 U.S.C. 112, second paragraph,as being

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

applicant regards as the invention.

In claim 1, line 6, the term o'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 o'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 naffow range or lirnitation 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

Page 3

In claim 35, lines 9-10, the term oothe 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 Reiections - 35 USC S 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 seciion 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 l-3,5,6,8,72-17,20-22,24-25,and30-32 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 comprising two end cups 102 and 104

(cups are interpreted as the mounting means or bodies with separation in between, or one cup as

the mounting body and the other one as the stop) located inside the balloon 20. The teaching in

column 5, lines 4,?=53 of Ryan discloses that the end caps can be formed of any of a variety of

resilient polymers including polyester elastomers and can be coated with silicone.

In regard to claim 15, column 1 1, lines 40-41of 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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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. 5,15g,54g).

Figures I and2 of Lau show the marker (mounting body) being carried on the shaft inside

the balloon and under the stent.

Claim Rejections _ 35 USC S 103

6' The following is a quotation of35 U.S.C. 103(a) which forms the basis for all obviousness

rejections set forth in this Office action;

' (a) A patent may.notbe ottained-though the invention is not identically disclosed or described as set forth insection I 02 ofthis title, ifthe differences between the subject matter sought to be patented and the prior art aresuch that the subject matter as a whole would have been oivious at the time the invention was made to a personhaving ordinary skill in the art to which said subject matter pertains. patentability shall not be negatived by themanner 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

commonly 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 L56 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. l03o and potential 35

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

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

al.
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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 identi$, the location. In addition, Euteneuer discloses two

marker bands 20 in the stent 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 Euteneuer, in order to identi& the location of the stent during the

deliveryprocess. . , 
t''

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 I l4

(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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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 1 18 may be made of any suitable material. Therefore, choosing a particular material such as

elastomeric, high density polyethylene, or silicone is considered as an obvious design choice.

In regard to claims 9- 10, figure 1A of Samson shows the pair of stops I 16 in the

cylindrical shaped but lacks in the conical shaped. However, having a conical shaped instead of

cylindrical is considered as an obvious design choice since it appears that the modified Samson's

stop would perform equally well with conical shaped stop.

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

which including two spaced stops I l6 and a coil I 18.

10' Claim 2l-24, and 3l-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Lau et al.

Lau does not explicitly disclose the specific material for the marker. However, the feature

of choosing markers from a material which 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 3l-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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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 213 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 and26 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 made to modif 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 and28,Lau lacks a pair of stops. However, Euteneuer in figures l6

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 choice 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 additional 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 tirrre the invention

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 bodv.

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 /n re Goodmarz, 11 F.3d 1046,Zg USPe2d 20tO (Fed.
Cir. 1993); In re Longi, 7 59 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686
F.2d937,214 usPQ 761 (ccPA 1982); Inre voget,422F.2d438, t64 uspe 619
(ccPA 1970);and,In re Thorington,418 F.2d 528,163 uspe 644 (ccpA tg6g).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321O 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 termirral disclaimer signed by the assignee must fully comply wltir :Z 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 I does not include the siructural limitation such as the mounting body being substantially

the same length as the stent as recited in the patented claim 1; and the instartt claim 14 does not

include the structural limitation such that the stent is interlocked with the mounting body as

recited in the patented claim i 3). 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.

15. 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
, ,,.i,,

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 the receptionist whose telephone number is (703) 308-0S58'

f-"
Justine Yu

August 9, 2000
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Docket No.: 363.2-8619

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

following amendments:

In Re Application of:

Application No.:

F'iled:

F or:

Examiner:

&) "'1
4E

-i

C, .)r.1 - 1,t
-& C3 -.*j,, *{{
; r*-f l-"n
I i.', I I

=; Ii (J

C)*Y

l1laelaw0

01 FCr103 AMENDMENT

In the Claims: I*;A-"nded) 
A stent delivery system for carrying ^a\{t r"ring a stent having a

"{first end and a second end and a contracted state and an expanded sttite, the system comprising:
I

a catheter having a 9haft having a diameter an$e{nandable inflatable means

associated therewith at a distal part of the shaft and includ/{ mounting and retaining means for

receiving the stent on the expandable inflatable meansl4or radial expansion of] whereby the stent

is radiall)' expanded upon inflation of the i the mountins and retaining means

including at least one mounting body carried surrounding the shaft inside the inflatable

means whereby the diameter of the shaft atable portion are increased at the distal part for

facilitating the mounting and retaining o stent and wherein. when the stent is mounted on the

A stent deliverv

a catheter having a shaft and means associated therewith at a distal

,rl
1i

I

the shaft and including mounting retaining means for receiving a stent, the stent
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t

having a first end and a second end and a contracted and an expanded state, to be delivered

the inflatable means and the the stent's contracted state, at least a portion ofthe at least

one mounting body is stent, and

the stent crim;xfl to the inflatable means and the at least one mounting body such that a

portion of the is deformed to a diameter less than that of the at least one mounting body,

mourting and retainine of the stent .

expanded state, and means for inflating the the shaft including at least one mounting

body radially canied on the shaft inside loon wherebylhe diameter of the shaft is
,/ ,/
mounting and retaining of a stent to the catheter over the

balloon, the at least one y being positioned on the shaft such that when the stent is

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

stent.

y is under the stent and between the first and second ends of the

21'. The catheter of claim 20 wherein the mounting body is of a material which

resiliently deforms under radial pressure.

?2. The catheter of claim 21 wherein the material is elastomeric.

23. (Amended)

polyethylene.

The catheter of claim 21 wherein the material is high density

Amendment

e^"J ,upon expansion of the inflatable means, the mouatidg and retaining means including at least one'*/e"it ( ,/-LSSmounting 
body inside the inflatable means gdaoieaon [and/or surroundingf t;;;, tt" ut

/fr Aleast 
one mounting body being posit5ffin the shaft sueh that, when the stent is loaded onto

increased inside the balloon to facili

:,
ll
li, .'1:i.

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 77



i

Application No. 09/420,249 Amendment
Page 3

I

.;

24. ' The catheter of claim 21 wherein the material is silicone.

ri 25. The catheter of claimr2b wherein the mounting body is configured with at least

one separation whereby trackabilrtlor the catheter is improved.

i 26. The catheter of claim 25 wherein the separation is in a spiral configuration.
--^€ 2J. (Amended) The catheter of claim 20 further including a pair of spaced stops..**'

tg The catheter of claim 27 whereinthe stops are conical in shape.

29. (Amended) The catheter of claim 20 further including spaced marker bands.

39 The catheter of claim 20 wherein the mounting body is cylindrical in shape.

I 31. The catheter of claim 20 wherein at least two spaced mounting bodies are

I end and a second end and a contracted state n expanded state, and

a catheter having a shaft having a d and expandable inflatable means associated

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

means for radial expansion of tlp'rt nt upon inflation of the inflatable means, the mounting and

retaining means including lildast one mounting body carried on and surrounding the shaft

inside the inflatable the at least one mounting body being at least t/2 the length of the

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

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

body is the stent and between the first and second ends of the stent. wherebv the

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

.:,

]1,

.1

, included.
i .*--*

I 32. The catheter of claim 31 wherein the mounting bodies are ring-[likelshaded.
f 6.
i 33. The catheter of claim 20 wherein at least three spaced mounting bodies are
Jr

,i included.
J

I t 34. The catheter of claim 33 wherein the mounting bodies are ring-[likelsh/ged.j ! _^."

| ) 35. A stent delivery sysrem comprising: f ,,,i/-. I iYn\ a radially expandable stent of generally cylindfcal configuration, having a length. a first
\*,f f

tr{
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at least

Please add thgfollowing claims:

Amendment

wherein the at least one mounting body is

&b3

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

uction of a deformable stent into tlie vessel which is to be expanded in order to stabilize it

condition, whereby the distal area of the catheter which is provided for receiving

the stent an interior tube which is surrounded by the unexpanded stent, a balloon is arranged

between the and the interior tube, and the interior tube has at its ends two sleeves applied to

it as x-ray markers
'talloon 

on the interior

additional plateau and whic\ compos{d of a flexiblgmaterial is provided between interior tube

and exterior balloon as an iate lapffi-such manner that it extends in longitudinal

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

38. Balloon catheter accordin\o Claim 37, the intermediate tube forming the

intermediate layer essentially has a thi hich corresponds to that of the sleeves forming

the x-ray markers.

39. Balloon catheter according to claim , the interior tube, the balloon, the tube

forming the intermediate layer, and the stent crimped

unit.

this base forming a pre-assembled

40. Balloon catheter according to claim 39, the tu forming the intermediate layer

being composed of a soft and elastic material into which the ste presses during crimping.

41. Balloon catheter accordins to claim 39. wherein 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 offrcial action mailed August 15, 2000. Each

are composed ofrma.terial opaque to X rays and are provided within thev
p, the catheter &u{h6r comprising a intermediate tube which forms an

t;
ll'' ,
:i l'i ;/
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issue is discussed in detail below.

Amendment

Rejections under $112

(2)

Claims 1-19 and 35-36 were rejected under 35 U.S.C. $ 1 12, 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 ander $102

(4)

, Claims l-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 l,14 and20.

(s)

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 I does not qualify to one skilled in the art as a mounting body canied 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 retaining 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
l.

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

fisi.\l,'
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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

stent 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 be considered

mounting bodies, as defined in the present specification. If the marker band of Lau would have

had any appreciable effect on the diamet'er of the catheter shaft, and therefore the seating of the

stent, it would have likely been commented on.

To the extent that figure I 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

mentioned 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

Claims 4 and 23 were rejected "?** 5 U.S.c. g103(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.

i,l
\l_ i

(8)
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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 aI. (5445646).

As this rejection is dependent upon the rejection of paragraph 4 of the offrcial

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.

(e)

Claims l-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 ll4
is not on and surroundingthe shaft, as required. 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 cleady teaches that the profile of the shaft, including the spring portion, should remain

constant. Even Figures.3c and 3d, where the spring/mesh is loaded on a section of tubing, the

rl'-\
,i-
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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 3c 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 desirability to add a stent. In fact, as mentioned above, there

are reasons not to.

"Obviousness eannot 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.

ip
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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'oreasonably pertinent to the particular

problem with which the inventor was concerned", i.e., 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 claims, 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

primafacie 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 t780,1784 (CAFC I9;9D. Reconsideration is respectfully requested.

(10)

Claim 2l-24 and 31-36 were rejected under 35 U.S.C. gl03(a) as being

unpatentable over Lau 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.

Further, with regard to claim 2l,itis asserted in the offrcial 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

choioe 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

i1
li-
i.
ii
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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 elastomeric material as claimed.

Further with regard to claims 3l-34, which require multiple 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

choice 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 Vz 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 Vz or 213 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 tll
the size of the stent. It would not be an obvious design choice to increase it by 3 t/z 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.

h'
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Amendment

(t r)

Claims 25 and26wererejected 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.

(r 2)

Claims 27-2gwere 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, asdiscussed above in response to paragraph 10, there is

no cited motivation to add additional mountins bodies/markers as claimed.

Appricant wishes ," r",;::::::,:::;liiurr, rn"doubre patenting rejection until

the application is otherwise allowed.

it,l'
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Amendment

Conclusion

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

allowance of these claims is earnestlv solicited.

Respectfully submitted,

Date: November 15, 2000

Suite 2000
6109 Blue Circle Drive
Minnetonka, MN 55343-9185
Phone: (952) 563-3000
Facsimile: (952) 563-3001
F :\WPWORK\WEA\86 I 9-AMD,A29

ii1

\:

Attorneys of Record No. 37,766
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Facsimile: (952) 563-300 I
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By:
William E. Anderson,II
Registration No. 37,766

Lefter and the paper(s) as described herein, are being deposited in the
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Docket No.lS63.2-8619

TRANSMITTAL LETTER
In regard to the above-identified application, we are submitting the attached:
12 pg amendment; check for excess claim fee $90.00; VA&S Transmittal Letter: and Postcard.

With respect to fees:
n No additional fee is required.
a Aftached is check(s) in rhe amount of $ 90.00
tr Charge additional fee to our Deposit Account No. 22-0350.
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commissioner, please charge the additional fees to Deposit Account No. 22-03s0.
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VIDAS,

{;
if .
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ioner for Patents, Washington D.C.20211, on November 15, 2000
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Office Action Summary

Application No...

091420,249 Ellis et al

Applidar 
' 
l(s)

Examiner

Justine Yu

Group Art Unit

3764

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

I tnis action is FINAL.

tr 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 Auayte, 1935 C.D. 11; 453 O.G. 213.

A shortened statutory period for response to this action is set to expire 3 , month(s), or thirtv days, whichever

is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the

applicition to become abandoned. (35 U.S.C. E 133). Extensions of time may be obtained under the provisions of

37 CFR t ,136(a),

Disoosition of Claims

X ctaim(s) l-+l is/are pending in the application.

Of the above, claimls) 37-41 is/are withdrawn from consideration.

is/are allowed,n Ctaim(s)

K Claim(s) /-36 is/are reiected.

f Claim(s)

I ctaims

is/are obiected to.

are subject to restriction or election requirement.

Application Papers

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

f tne drawing(s) filed on is/are objected to by the Examiner.

is Gpproved BisapprovedI tne proposed drawing correction, filed on

I tne specification is obiected to by the Examiner.

I rne oath or declaration.is objected to by the Examiner,

Priority under 35 U.S.C. E 119

I Acknowtedgement is made of a claim for foreign priority under 35 U'S.C' I 119(a)'(d).

I Rtt I Some" nNone of the CERTIFIED copies of the priority documents have been

tr received,

tr received in Application No. (Series Code/Serial Number)

I received in this national stage application from the International Bureau (PCT Rule 17'2(al\'

*Certified cooies not received:

I Acknowtedgement is made of a claim for domestic priority under 35 U.S.C' 5 119(e).

Attachment(s)

X Notice of References Cited, PTO-892

I lnformation Disclosure Statement(s), PTO-1449, Paper No(s). 

-_
! Interview Summary, PTO'413

I Notlce of Draftsperson's Patent Drawing Review, PT0'948

I Notice of Inf ormal Patent Application, PTO-152

..- SfF OFFICE ACTION ON THE FOLLOWINC PACES...

U. s. Patent and Trademark Office

PTO-326 (Rev. 9-95) Office Action Summary Part of Paoer No. I
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DETAILED ACTION

1. This office action is responsive to the amendment filed on lll20l00. As directed by the

amendment, claims 7, 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:

I. 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 balloon catheter having markers and intermediate tube,

l, 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 related as combination and subcombination. Inventions in this relationship

are distinct if it can be sho,m 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 claimed for patentability. The subcombination has separate utility such as

reinforcins 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 submitted claims 37-41are directed to an invention that is independent or distinct

from the invention originally claimed for the aforementioned reasons.

Since applicant has received an action on the merits for the originally presented invention,

this invention has been constructively elected by original presentation for prosecution on the

merits. Accordingly, claims 37-41are 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 I is objected to because of the following informalities: the newly added term "at

least mounting body" should be changed to --at least one mounting body-- . Appropriate

correction is required.
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Claim Rejections - 35 aSC S 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
States before the invention thereofby thg applicant for patent, or on an international application by another who
has fulfilled the requirements ofparagraphs (l), (2), and (4) ofsection 37lO ofthis title before the invention
thereofby the applicant for patent.

9. Claims 1,2,4,8, 11, 12,20,21,23,29,30 and 23 are rejected 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,

and a build up section ( mounting and retaining means) (20,210). Figure I of Rupp further

shows the build up section (mounting body) being located between the stent and the shaft.

Regarding claims 2 and 21, it is inherent that the mounting body being made of material

which resiliently deforms under radial pressure. See teaching in column 6, lines ll-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 I and 6 of Rupp show that the buildup section is generally

cvlindrical in shaoe.
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Cluim Rejections - 35 USC S 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 ofthis title, ifthe 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, and24 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 place (column I l, lines 6l-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

apair 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 sinee 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 elaim 10, notes the conical stops in figure l5 of Ryan reference.

13. Claims 74, 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 thrg applied crimping force, In addition, Dirks shows the stent

being tightly crimped to a balloon. Therefore, it would have been obvious to one of ordinary skill

in the art at the invention 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 in

the art.

Regarding claim 15, figures I 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 1i4, 115 forming a pair of stops (column 4, lines 33-36, column 6,

lines l-6). Therefore, it would 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 and 19, the modified Rupp has three spaced mounting bodies and the

mounting bodies are ring shaped (see figure 1 of Rupp and figure 5 of Dirks).

Regarding claim 25,themodified 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(e) as anticipated by or, in the alternative, under

35 U.S.C. 103(a) as obvious over Rupp et al.

Rupp in figure I shows the buildup section being at least %the length of the stent but

lacks a detail description that the buildup section being at least %the lengh 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 213 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 doctrirre

grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or

i*ptop.t tirnewise ixtension of the "right to exclude" granted by a patent and to prevent possible

ha4assment by multiple. assignees. See In re Goodman, 1 1 F;3d 1046,29 USPQ2d 2010 (Fed'

Cir, 1993); In re Longi,75g F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum,686

F.2d937,214 USPQ 761 (CCPA 1982); In re Vogel,422F.2d 438, 164 USPQ 619

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

A timely filed terminal disclaimer in compliance with 37 CFR 1.321O 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, Igg4, 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 l-36 arerejected 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 l3). 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 l-33. Hence, the instant claims do not differ from the scope of the patented claims l-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.
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19. 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 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 assigned 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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Box Fee Amendment
Assistant Commissioner of Patents
Washington, DC 20231

Docket No.: 563.2-8619

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:

C{

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 rnounting 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

!,r
[ '""",

\,
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substantially constartt along its length.

Amendment

cx

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, the at least one mounting body having a length

and an outer surface diameter, wherein the outer surface diameter is substantially constant along

the fength, 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.

i5. (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 longitudinallyy''t
(- ) spaced mounting bodies are included between the stent and the shaft and the stent is crimped to a

lesser diameter between the bodies.

{

1rtl
\ \/-l
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Amendment

bL/

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

b,ody 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 alone the leneth.

L5 25. (Amended) The catheter of claim 20 wherein the mounting body comprises at

least one separation whereby trackability of the catheter is improved.

Lb 30. (Amended)

cylindrical in shape.

The catheter of claim 20 wherein the mounting body is uniformly

A1(-{
3 1. (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.

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

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

I

1

Please add thefollowing claim:

\l
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Amendment

$,-,Y_ I 42. (N
f,bP'I 

uoay ro*pd
) The stent delivery system of claim 35, the at least one mounting

g no more than one layer of the material.

ArF'&e3 )
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 -41were 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 3l -4I were withdrawn from consideration as beine directed to a non-elected

invention.

Although Applicant does nqt 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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Amendment

Rejection under $102

(e)

Claims 1,2,4,8, 1l-12, 20-21,23,294A 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 mgr-e -c199|1 de!n9 the at least one

mounting body. The amendments further distinguish the claims from the Uuift uf fayer of Rupp

et al. As such, Rupp et3l.9g-gl tqt"{i9c!,99.e or !g*_c_b ery!_g$_gygry- gl9m9n! o{th-e clalmed

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 ftom the built up layer of Rupp et al.

Rejections Under $103

(r r)

Claims 3,5,22 and24 were rejected under 35 U.S.C. 9103(a) as being

unpatentable over Rupp et al.

The present rejection depends upon the rejection ofparagraph 9 to independent

claims I and20. As discussed above, Applicant has amended claims I and20 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.

(r 2)

Claims 6,9,10,13,25,27,28 and 31-34 were rejected under 35 U.S.C. 9103(a)

as being unpatentable over Rupp et al. in view of Ryan et al. (US 5 108416).

The present rejection depends upon the rejection ofparagraph 9 to independent
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claims I and20. 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 speci$r the positioning of the rnounting

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.

(1 s)

Claims 14-15 were rejected 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.

(r4)

Claims 16-19,25,27 and 3l-34 were rejected under 35 U.S.C. g103(a) as being

unpatentable over Rupp et al in view of Dirks et al. (US 5846246)

The present rejection depends upon the rejection ofparagraph 9 to independent

claims 1 and 20. As discussed above, Applicant has amended claims I 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 rejection. 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.

Amendment

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.

(r s)

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 builrup 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'ipecifically teaches that the built up section

is approximately 113 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 50o/o 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 up section to encourage even expansion of the stent. Rupp has quite clear

teachings and guidance which diverge from the claimed 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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(r6)

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

rc}% 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 6047543.

Applicant wishes to postpone responding to this rejection until the claims are

found to be otherwise allowable.

,r-Conclusion

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

allowance of these claims is earnestlv solicited.

Respectfully submitted,

VIDAS, ARRETT &

Date: June 7,2001

Suite 2000
6109 Blue Circle Drive
Minnetonka, MN 55343-9 1 85

Phone: (952) 563-3000
Facsimile: (952) 563-3001
F:\WPWORK\WEA\86 I 9-AMD.420

By:
William E. Anderson,

t

Attornevs of Record No. 37.766
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Amendment

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 mounting and retaining means including at least one
mounting body. the at least one moumi
being carried on and surrounding the shaft inside the inflatable means whereby the diameter of
the shaft [and inflatable portion are] 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 di
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 m iug 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

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 fgenerally] uniformly cylindrical in shape.

16. (Amended t'wice) 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 befween the rnounting 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 mounting body having a leqgth and an outer surface diameter. wherein the
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.

Application No, : 09/420,249
Page 10

30. (Amended)
cylindrical in shape.

31. (Amended)

Amendment

The catheter of claim 20 wherein the mounting body is uniformly

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

33. (Amended) The catheter of claim 20 whereinat least three longitudinally
spaced mounting bodies are included positioned between the stent and the shaft.

Please add thefollowing 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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Transmittal Letter; and Postcard.
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Office Action Summary
09t420,249

Apprlcant(s)

ELLIS ET AL.

Examlner

Justine Yu

Art Unit

3764

Attachment(s)

t) [ ttotice of References Cited (PTO-892)

Z) ! ttotice of Draftsperson's Patent Drawing Review (PTO-94S)

3) [ Information Disclosure Statement(s) (PTO-I449) Paper No(s) *

+) [ Interview Summary (PTO-413) Paper No(s). 

-
5) ! Notice of Informal Patent Application (PTO-152)

o) [ otner;

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

A SHORTENED STATUTORY PERTOD FOR REPLY lS SET TO EXptRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.
- bdensions of time may be available under the provisions of 37 CFR 1 .136(a). ln no event, however, may a reply be timety filed

after SIX (6) MONTHS from the mailing date of this communication.- lf the period for reply specified above is tess than thirty (30) days, a reply within the statutory minimum of thirty (30) days wilt be considered timety.- lf NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. S 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 patentterm adjustment. See 37 CFR 1.704(b).

Status

1)X Responsive to comntunication(s) filed on 11 June 2001 .

2a)l This action is FINAL. 2b)X This action is non-finat.

3)tr 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 pafte Quayle, 1935 C.D. 1 1, 453 O.G. 2'13.

Disposition of Claims

4)X Claim(s) 1-36 and 42 is/are pending in the apptication.

4a) Of the above claim(s) is/are withdrawn from consideration.

5)[ Claim(s)_ is/are altowed.

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

7)n Claim(s)_ is/are objected to.

8)n Claim(s) _ are subject to restriction and/or election requirement.

Application Papers

9)! The specification is obj€cted to by the Examiner.

10)fl The drawing(s) filed on is/are: a)il accepted or b)n 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)n The proposed drawing correction filed on is: a)[ approved b)[ disapproved by the Examiner.

lf approved, corrected drawings are required in reply to this Office action.

12)n The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. SS 119 and 120

13)[ Acknowledgment is made of a clainr for foreign priority under 35 U.S.C. g 119(a)-(d) or (f).

a)n All b)[ Some . c)n None of:

1.tr Certified copies of the priority documents have been received.

2.n Certified copies of the priority documents have been received in Application No.

3.! Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rute 17.2(a)).

* See the attached detailed Office action for a list of the certified copies not received.

14)[ 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.
1s)fl Acknowledgment is made of a claim for domestic priority under 35 U.S.C. S$ 120 andlor 121.

PTO-326 (Rev. 04-01) Office Action Summary Part of Paoer No. 1'1
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DETAILED ACTION

1. This office action is responsive to the amendment filed on 6111101. As directed by the

amendment, claims I,14-16,18, 20, 25,30,31, and 33 were amended, claims 37-41 were

canceled, and claim 42 was added. T,hus, claims 1-36 and 42 are presently pending in this

application.

Claim Reiections - 35 aSC S 112

2. Claim 42 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing

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

invention.

The term "the material?'lacks antecedent basis.

Claim Reiections - 35 USC S 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 Offrce 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 thereofby the applicant for patent, or on an intemational application by another who

has fulfilted the requirements ofparagraphs (l), (2), and (4) ofsection 371@ ofthis title before the invention

thereofby the applicant for patent.

Claim Rejections - 35 aSC S 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 ofthis title, ifthe 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 stitl in ttre art to which'said subject matter pertains. Patentability shall not be negatived by the

manner in whieh 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

commonly 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(0 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 Yzthe length of the stent.

Although Rupp in column 5, lin.es l-5 states that the prefened 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 arerejected 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

least2l3 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,ftgure 1 of Rupp shows the mounting body comprising no more than

one layer of the buildup material2l0.

Double Patenting

7. The nonstatutory double patenting rejection is based on a judicially created doctrine

grounded in public policy (a poliiy reflected in the statute) so as to prevent the unjustified or

i-.*prop., timewise extensionof the "right to exclucle" granted by a patent and to prevent possible

haiassment by multiple assignees. See 1n re Goodman, 17 F ,3d 1046,29 USPQ2d 2010 (Fed'

cir. 1993); Inre Loigi,7lgF.2d887,225 USPQ 645 (Fed. cir. 1985); Inre Van ornum,686

F.2dg37,214 USPQ 761 (CCPA 1982); In re Vogel,422F.2d 438,164 USPQ 619

(CCPA 1970);and, In re Thorington,4lS F.2d 528,163 USPQ 644 (CCPA 1969)'

A timely filed terminal disclaimer in compliance with 37 CFR 1.321O 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 L,lgg4,a registered attorney or agent of record may sign a terminal

ciisciaimer. A terminal iisclaimer signed by the assignee must fully comply with 37 CFR 3.73(b)'

g . Claims 1 -3 6 and 42 ue rej ected 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 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 Omum and Stang, broad claims in the continuing

application were held to be obvious double patenting over previously nanow 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 t-34 ate rejected

under the judicially created doctrine of obviousnesstype 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 recitation of "the outer surface diameter is substantially constant along

the length" of the instant claim I 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 l). 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 l-34 areprovisionally rejected under the judicially created doctrine of obviousness-

type double patenting as being unpatentable over claims 23 and36-45 of copending Application

No. 09/387,179. Although the conflicting claims are not i.dentical, they are not patentably distinct

from each other because the difference between the copending application No. 091387,179 claims

and the proposed application claims are minol 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 such as a sleeve as recited in the copending application claim 23). And

any infringement over the copending application claims would also infringe over the instant

claims.

This is a prcyibiauAl obviousness-type double patenting rejection because the conflicting

claims have not in fact been patented.
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Art Unit: 3764

Page 7

ResPonse to Argaments

1 1. Applicant's arguments filed 6/1 1/01 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 l-9 states that the build up section is equal to 113 of the length of

the stent, however, Rupp also teaches that it is merely "preferred" (column 5, line 3-5). In

addition, figure l6 of Rupp clearly shows the length of the buildup section is greater than%of the

length of a selected stent. Furthermore, applicant in his figure 6 clearly shows that the mounting

bodies each having a length being less than % of thelength of the stent. Therefore, it is the

examiner's position that the lenglh of the mounting body is not a criticality of the present

invention. The feature of choosing a particular lenglh 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 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, caR 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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Arr Unit: 3764

Page 8

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.

August 16,2001

trL
Justine Yu
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In Re Application oft

Application No.:

For:

Examiner:

Group Art Unit:

Date:August 3, 2001

6109 Blue Circle Drive, Suite 2000
Minnetonka, MN 55343-913 I
Telephone: (952) 563-3000
Facsimile: (952) 563-3001

Ellis et al.

091420,249

t999

STENT DELIVERY SYSTEM

Yu, J.

3734

PATENT

Dock-et No.: 563.2-8619

THE UNITED STATES PATENT AND TRADEMARK OFF'ICE

2.

J.

4.

Box Fee Amendment
Commissioner of Patents
Washington,DC 20231

TRANSMITTAL LETTER

In regard to the above-identified appljcation, we are submitting the attached:
2pgs Remarksl Terminal Disclaimer to Obviate a Provisional Double Patenting Rejection Over a

Pending Second Application; Check $110.00; VA&S Transmittal Letter; and Postcard.

With respect to fees:
D No additional fee is required.
E Attached is check(s) in the amount of $ I 10.00
tr Charge additional fee to our Deposit Account No. 22-0350.

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 Account*.Io. 22-0350.

il
Registration No. 3 7,766

CertificateUnder3TCFRl,8: IherebycertiffthatthisTransmittalLetterandthepaper(s)asdescribedherein,arebeingdepositedintheU.s.

By:

fr
i, I'tffi,3

!,fl4 t'l

7 r->. (f)
d *;1

()
Os

Ann Lowe

addressed to Box Fee Amendment, Commissioner for Patents, Washington D.C.20231, on August 3,

Petitioner Edwards Lifesciences Corporation - Exhibit 1002 - Page 122



PATENT
IN TI{E UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of:

Application No.:

Filed:

For:

Examiner:

Art Unit:

Box Fee Amendment
Assistant Commissioner of Patents
Washington, DC 20231

Ellis et al.

09t420,249

October 19,1999

STENT DELIVERY SYSTEM

Yu, J

3764

Docket No.: 563.2-8619

REMARKS

AppJicant 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 I 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 091387,179, 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 091387,179. Applicant is enclosing a terminal disclaimer to

forward the prosecution of the instant application.

(t "ar
f,'t ffi
Cl d-) '.-r'
-3

i rl

\I r_r)

:D g l-:.1
cl \-J(}.}.
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Application No, : 09/4 20,249
Page 2

Amendment

Conclusion

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

allowance of these claims is earnestlv solicited.

Respectfu lly submitted,

VIDAS. ARRETT & ST

Date: August 3,2001

Suite 2000
6109 Blue Circle Drive
Minnetonka, MN 55343-91 85
Phone: (952) 563-3000
Facsimile: (952) 563-3001
F:\WPWORK\WEA\86 I 9-AMD.802

By:
illiam E. Anderson,II

Attorneys of Record No. 37,766
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In Re Application of:

Application No.:

Filed:

For:

Examiner:

Art Unit:

Commissioner for Patents
Washington, DC 20231

IN THE UNITED STATES PATENT AND TRADEMARK OFHCf,ENT

Ellis et al.

09t420t249

October 19,1999

STENT DELIVERY SYSTEM

Yu, J.

3764
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Ff, {-f1
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1::t \-*t

-b
Docket No.: 563.2-8619

TERMINAL DISCLAIMER TO OBVIATE A PROVISIONAL DOUBLE PATENTING
REJECTION OVER A PENDING SECOND APPLICATION

The owner, SciMed Life Systems. Ina$ of 100'percent interest in the instant application
herdby disclaims, exoept as provided below, the terminal par:t of the statutory term of any patent
granted on the instant application, which would extend beyond the expiration date oflne nrtt
statutory term defined in 35 U.S.C. 154 to 156 and 173 as shortened by anyterminal disclaimer filed
prior to the grant of any patent granted on pending second Applicatio4,frumber 09/387.179 , filed
on August 310 1.999, of any patent on the pending second application rfhe o*o"r hereby agrees that
any patent so granted on the instant application shall be enforceabletnly for andr&xingsuch period
that it and any patent granted on the second application are cofilmonly owned. dnir rgrr.rent runs
with any patent granted on the instant application and is binding upon the grantee, itJsuccessors 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 grffit, 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
1.32I, 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. 

,t.

Check either box I or 2 below, if appropriate.

1. D 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
: - :.' ,1 ; i -j;i;,,; iji,3ilaliJj4 t:i,ii*I4t

::i'" I i J
i;i*, fi$ fiF,
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Application No.:
Page2

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. x The undersigned is an attorney of record.

&@/

/ '''//, a*, E, 4, /e.sen , F
or printed name

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

' n unchanged n changed ( ifchanged, an explanation should be supplied).
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In Re Application of:

Application No.:

Examinerl

Group Art Unit:

Ellis et al.

09/42A,249

October 19, 1999

STENT DELTVERY SYSTEM

Yu, J

3764
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il
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il

BOX Non-Fee Anendurent
Assistant Comnrissioner of Patents
Washingtoa,DC2023l

DocketNo.:

. AI\IENDMEM

In rcqponse to the official action mailed August 20, 2001, please make

fo liowing arnendments :

In the CMms:

Please carrcel claim 36.

Please ame,nd the remainiag claims as follows:

35. (Amended) A stent delivery sysrede compdsing: 
it

a radially expandabte stent of generally cytindrical configuration, having a length, a nr{t
end and a second End and a contracted state and an expanded state, and a catheter having a shalft

,-. i having a diarnoter and expandable inIla.table mearui associated thcrcwith at a distal part of the I/i'l I --"-r'--. 
fl

,,-y ' shaft, wherein the inflatable men$ compriscs a balloon" and including mounting and reteiningj
means for receiving the stent on the expandable inflatable 

i
means for radial expansion of the stent upon inflatjon of the inflatablc means, the mounting afi{h

retaining means including at least onre mounting body carried on and surrounding the sha{t insd,ge

thc inflatablc means, the at least one moLnrtirrg body being at least 2/3 thelength of the stent ar1ld.

I

il

li

Receiled from < 952 $03 3009 > at lil20l01 l:11:49 plr| 
[Eastem $tandard Timel I ? fiI /) ll

\L/
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Applicaion No,09/420r249 Amendmentl

Page7 
,1

being positioned on ths sha.fr suoh that when the stont is loaded onto tbe inflatable meens and 
$e

shaft in the stmfs oontracted state at least a portion of the at least one mounting body is under 
the

stent and between the first and second. end,s of the stent, whereby the diameter of the shaft and ll

inflatable portion are inmeased at tbe distal part for facilitating the mormting and retaining of tttrle

11*menaA; The stent delivery syttem of claim 35, the at least one mountins body

J)^ comprising no more than one layer of matenal.
--"****---*?**---^-

!

i

rD3

ii Please add the

1 fnu sterrt delivery system of claim ){wherein the material comprises higb

densirypolpthylene.

Anached hereto ls a marked-up version of the changes made to the claims by the

amendmmt. The attached,page ts captioned "Versionwith markings to show changes m6de-"

REMARKS

The following is in respofise to the offi.cial action mailed Auguet 15, 2000.

Claims 1-36 and 42 are pending in ttds sase. Each issue of,lhe olficial action is discussed in

detail bolow

Rejections under $112

(2)

claim 42 was rejected under 35 u.s.c. $112, seoondparagraph, as being

indefinite for failirrg to particuJarty point out and distinctly claim the subject matter which

Applicant regards a-6 the invention. It is asserted. that the tef,m "the material" lacks antecedent

basis-

In response, Applicant has amendod the claim to remove the asseited indefilite

nature.

_.1:lr*ro 

nor ( 052 503 3009 > at 1m0,01 1:12:4e P||| [Eastem $andard Timel \I ii j
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Applicalion No. 09/4201249
Page 3

Amendment

SI02 & $/03Issuas

(4)

The subject mattef, of the vrious claims was commonly owned at tbe time any

inventions covered in the application were made.

(5)

Claim 35 was rcjectCId under 35 U.S.C. $102(e) as anticipated by or, in the

alternative, undEr 3 USC $1.03(a) as obvious over Rupp et al. It is asserted that figr:re 1 of R

et al. shows tho buildup section being at lcastYztho lengh of the stent.

Claim 35 hns been amemded byincorporating claim 36, which was flot soen as

being anticipatd. As suotr" the $102 rejestion should be withdrawn-

Rejections under 9103

(6) 
[

Clainrs 36 and 42wsrerejected under 35'IJ.S.C. $103(a) as being unpatentable I

over Rupp et al. Regarding claim 36, it is asserted that Rupp et ai- lack a detailed descriftion |{-rat

the mounting bodyis at least 2/3 thelength.of the steot, however, the featr:re of choosing a I

rnounting body urith such a particular lenglh is considered as an obvious dosign choice.

Claim 35 has been incorporated into claim 35. As zuch, the rejection is aiscussjbd

in terms of amerrded claim 35. Claim 36 has been mnceled. 
il

Amended claim 35 would not be obvious in light of Rupp et al. Even if, for 
I

argument's sake, one considers thc comparison betweEn the length of the stent and tfre built-u{
layer of figure I a teaching that the built-up laycr can bc approxim ate\y %the length of the ste$t,

it cannot be said that the reference teaches that a buitt-up layer can be}lSthe tength of the ste$.
It furttrer cannot be said tbat increasing the size of thE built-up layer to 213 thelength ofthc stJUt

1

is obvious' Even if one were to give the fisclosr.uo of Rupp ct al. a broad reading and considerf

Iigurc 1 a teaehing of tlrE relative siee.of the built-up layer as oompared to the stent, it still off{rs
no teaclring or suggestion to incroase the rolative size of the built-up layerby 33%. {

-h

t

',,='

Received from < 052 503 3000 > at lljl0/0,l 1:ll:49 ptt| 
[Eastem $andard Timel
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Page 4

If we consider the length of the built-up layer, as asserted in the rejection to be 
ij

represented in figrue I , to be approximat ely % of the lmgth of the stent a disclose d optiot the{,

in light of the clear teaching in col. 5, lines 3-5, which states that the preferred length iE l/3,y" il

should be considered to be the upper limit of flre range. Thepreferred length is l/3, which is ldls
than )/z- As such, it would be counterintuitive to the teachings of the referpnce to go beyoud thl
indicated range to 213. T\e longer the built-up layer becomes, the higher it muet be to maintai{
the asserted effeotiveness of its sloping sides. As suc\ one would not be inclined to increase t$e

length above that which is.disclosed Qg as not to sacrifice a desired low profile. A low profile il

has always bccn a desirod feature in catheters 
il

It is fi-rther not requircd to show a critioal difFererrce benrree,n Yz and,2/3 when t{e
rcference teaches away from increasing the length above %, as disousoed above. Tlis point of ll

' law is discussed in In re Wirthetm, et al.,Igl USPQ 90, 100 (CCPA 1976), wherein .,[t]he 
il

examiner's cornrneirt about flre lack of a showing of a critical difference is based on his faiture fto
appreciate that Pfluger tr963 teaches away from increasing fonur density." The rejection we.E

reversed. As zuch, 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 figr:res.

Regarding olaim 42, it is asserted in the rejection that Rupp et al. slows a

mounting body comprising no more than one lays of buildup material 210-

The rejection is irrolevant due to the dependency of claim 42 on claim 35, wnicil
has been amended and shown to be patentably distinct in the above discussion.

Double Patenting

(8)

claims l-36 arrd 42 wcre rejectcd under the judicially ctoated doctrine o,f
obviorrsness-tjrpe double patecrtiag as being unpatentable ovef claims 1-33 of us 6007543.
Claims 1'34 were rejeoted under the judicially created d.ockine of obviousness-type double
patenting as being unpatentable over claims 1-7 of us 6123712. And, claims 1-34 were

lll
Receiyed fiom < 052 f 03 3009 ) at 1 lll0l0l 1: 1 l:49 pttl 

[Eastem $tandard Timet
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ll

provisionally rejected under the judicially created dootrine of obviousness-qipe doubtp patentin[
as being unpatentablF over claims 23 and 36-45 of co-pending Application No. 09/3g 7,17g. 

il

Appljcant does not cortcur with the rejections and believe them to be improper. I

However, the term of the patcnt which would result from the present application would t"r*roJr"
on the same dates as the cited patents and ap,plication in any case. Therefore, in response, 

il

Applicant submits herewith tersrinal disolaimers to overcome the rejection. withd.rawar ortne{
rejoction is requested, 

il

Miscellaneous

(e)

In reqponse to Exaniner's queryregarding the assignmeart of the present
'invention, Applicant is filing herewith a copy of the parent application,s assignment and
reoordation sheet' The present application was properly filed as a continuation of App. No.
08i702,150, now US 6002i43.

Concluslon

The claims are no.w believed to be in condition for allowance.
allowance of these claims is earnestly solicited.

Reqpecrfirlly submifi ed,

Date: November 20, 2001

Suite 2000
6109 Blue Circle Drive
Minnetonk4 NO,I 55343-91 85
Phone; (952) 563-3000
Facsimile: (gSZ) 563-3001
F:\WPWORIC\WEA\E 6 I 9.A"t\dD,A25

The prompt

i\.,tr 'i

\\i

William E. Ai-dersoil
Attornep ofRecord No, 32766

Received from < 952 f6l l00g > at I lr|r0l0l ll2:lgpil 
[Eastem $landard Timet
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Page 6

Version with mwklngs to shw changes made

In the Claims:

Please canoel claim 36.

Please amend the remaining claims as follows:

35. (Amonded) A stent delivery system comprising:

a radially expandable stent of genemlly cylindrical oonfig:rration, having a length, u 6,j11

end aud a second end and a contacted state and an expanded state, and il

a catheterhaving a shaft having a diameter and e4pandable inflatable means associatedil
therewith at a distal part of the shaft, r'vhe,rein the inflatable means comprises a balloon, and 

I
ihcludiug mounting and retaining means for receiving the stent on the expandable inflatable 

il

means forradiat expansion of the stent upon inflation of the inflatable means, the mounting aufi
retaining meails including at loast one mounting body carried on aad surrounding the shaft h*ih"
tlrF inllatabls meaas, the at least one mounting bodybeing at least turlffi;he length of t1e stCfit
and being positioned on the shaft such that when the stent is loaded onto the inflatable *"*, Jou
the shaft in the stent'$ contrected state at least aportion of the at least one mounting body is .*h*
the stent and betweecr the first and second eirds ofthe stent, whereby tho diametor ofthe strat t ra
inflatable portion are iacreascd at the distal part for faoilitating the mounting and retaining or$e
stEnt, 

I

a2' (Amended) The ste,lrt delivery system of claim 3s, the at least one mognting body
comprising Do more than one layer of [the] material.

Plaase add thefollow.tng claim:

43' Tho stent delivery system of claim 42, wherein the material comprises high
deruity polyethylene.

i,ii )
r: J\1,i

Receivedfrom ( gi2 i6l l00g ) atlill0/011:11;49pft|Bastem $tandard Timel
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Additional nane(s) of c.onveying party(ies)

2. Nasre and address of receiviag parfy(ies):
Name: SCIIVIED LlrE SYSTEMS, INC.
Iaternal Address:

Street Address: One SCIMED placc, Maple Grove, Minn
ss311-1566

City

Additional name(s) & addrass(cs) anached? o yes 
dNo

zip3. Narurc of Conveyance:

I Assigtment
o-Securitl Agreemcnt

d Merger
o Orange of Nameo Other

Executioa Dare: 10/30/96 and tlt4tqi

Additional mrmbers artached? n

4. Application number(s) or patent number(s);
If tttls docrrment is being filed with a new applicadon, the execurioo date of $e application is:

A. Patenr Application No.(s) 
| B. parent No.(s;

08/7o2.rso 
I

lltil,!!$$W

f

I'o
lil/ll/

5. Name and address of party to whom
correspondence conceraing docurnent should bc
mailcd:

Oliver F, Arrett
Vidas; Arrett & Sreiskraus, p.A.
154.0 Kinnstd Financiel Cenrer
920 Second Avcnue South
Minneapolis, MN 55{24014

6. Total'numbcr of applicarions and patents involved; L_

.75 Total fee (37 cFR 3.41): $40_OO

I Enclosed
tr Autlorizcrl to be clarAed to defiosit accormr

8; Deposit Accouar Number: 2Z-03S0
(Anrch duplicatc of rhis pagc if pnying by daposii rc.ount)

DO NOT IISE THIS SPACE

9- Statement and signature.

- To the bcst of my knawledge and belief, the faragoing
the original documen!,

Oliver I'. Arrett_

and correct and any attathed copy ture cory oJ

Total number of pages including covcr sheet. attachmcnts, and

////4

glgP \tq. 06J1-0t t Icu,. !.194) '__ _

il

W.athlnoton- D-e ?nt-11

Do not rlctach ut f,ottion
I :1i0 i:D 1t;27,'ta 0r-{:c:i]5ri

Mail docunents to bc recorded with required cover sheet informadon Ai 9Sl lr0.C0 ilii
Commissioncr of patents an\Tradernarks _/

Box Assignments\ rF

Receiledfrom < oi2 t6r r00g > at11/20J011:12:49 p[t|[Eastem $andudTime]
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Docker No.
ASSIGNMENT

55327;523 Desnoycr Avenue, St. Papl, MN 55104: eZat triniry DiivE Northeast, Fridley, MN sS432
have invented and own thc entire United States right, tirle and itttrt*sr in aa Lnvcndon for

$TENTDFLffERY SVSTDM

discloscd In my application for Unitcd Stales Lrner patenr filed

a concuffently herewltb

A on 8123/1996 and assigned Serial No. 0S/At2-150 ; and

Aseignee.

@ orr

I' 
WHEREAS, I(we), Louis G. Ellis; Andrew l. oustaUeh Christopher R. Larson; troy{V.

li:H 'j'ji*:* "r-q1.fT":: l1T-:f':*goll:.yl ijar8;. rr7s0'Ionqul io"" Nonh, nir".,,i, ifn^i

,l

I hcrcby l"tttqirt Td rcquesr'qry ahor-ney of Vidas, Arlef & Sreblraus, p.A., 1s40 Kt"{*dFinariciel Center, En2r1d Ave. S., Minneapotis, MN 554024014, to ir:Je; dre Frling date rnd applicadon uurfrter
of said applicadon abow whcn lnowa. ir.\ I

-t
WIIEREAS' SCIMED LIFE SYSTEMS, INC. ("Asrignee'). e, corporation organiz€d.llana

cxisting undcr srd bv virnre of 8re laws of the statc of Mnnasora, and ha;iflg iis princiiar ;i;;;;ib"ri"rp* *
is tteslrous of acquiring Oi entirc right, title,f aud

interert ia and to said invcntio-n, to sal_d application for arry aac all coratries, to any and au lrttcrs-paill;;lo ary and ali Ocsign Lettcrs Patenr of aay add all 
"oulrtli*s 

wntn m"i * grantcd thereorr; ' "*-n *"
-l

NOW, TIIEREFORE, Be It Known &at for good and valuable consideration, the rcceipr dlf allof which- is hereby ackaowledgcd, I(we) hereby sell, assign,-ana trausrer unro Assigne", i" rurgerlJrrjl;n-i
aseigru, rhe errtire rigfit, titlo and intemstr legnl and egrritabtel in and to roia i"*nrion, tJ saiO 

"pili;;;;+ ;;
"g {t 

counFlcs. ro any and all Leners patent, anA to any aod all Derigo f-ett.* patent of ary'i"a Af cornduieswhich nay be gra't64 theteou; and fte Comnissioner of Patcnts aid Traoemarlcs is hereby ^uo"rii"l**jrequested to issue all Letters Patenl arrd all Desip fetrers,Patent which may be gffinted to roia i"";;1" ,;

1,uL4rt6-t?:f{

DatrA: -ta, -7q:-s 6

narca, tl /1/qt

natent,T0 a496

Firsr Inventor's Signature :
Fir$t Inventof's Namc:

Second Inveltor's Signaturc:
Second Inventror's Name:

Third Iuveator,s Sigaature:
Third Invcntoris Name:

,.,t,'' :,,.

Fouflh Inyintor's Signatruc:
Fourth Inventor's Natne:

ReceiYedfrom < 952503 3009) atli/201011:1t40 ptt|Bastern 
$andardTimef
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f 
oo1

IN T}IN UNTTED STATES PATINT AI\TD TRADE1VIARK OF'F'ICE

In Re AppHcation ofi

.dpplication No.:

Fileil:

For:

Pxanlneri

Group Art Unit:

Elli"s Et al.

09t*20,249

October 19, i999

STENTDELIVERf SYSTEM

Yu, J.

3764

x RFnFl\rffi&

z]irol

0up 3700

Commissioner of Patents
Washingron, DC 20flf

F'ACSIMILE TRAI'$SMITTAL LETTER

TO: Examiner: Yu, J.
FACSIMILE }fo.: (703) E72-9Soz
GROtIF ART U{IT:3764

TOTAL i\[t]MBER OF PAGES (including cover letter): _lL
Dear.Examiner:

Enclosed please find the following docurnents for yoru filing:
! Pgt.emgndmen! Arcignment Docments from Parcnt Casei*Tcrminal Disclainer...A
Pcnding sccond Application; Termrual Dischimer.*over A prlor patent;; ard r pg. vr,s
TransmittaL

Please charge thc two $110.00 fees and any additional fees or oedit any overpayment Ia$$ociated with tlis comuunicatiou to Dqpo$it Account No. )p43s0.
I

: Respecffi.rlly, sub,mitted I

William E- Anderson,II
Rsgistration No.

6109 Blue Circle Drive, Suite 2000
Minnetonkq MN 55343-9 I 85
Telephone: (9SZ) j63-3000
Facsirnils; (952) 563-3001

Certiff rate of Transm irslou

VIDAS, ARR-ETT

Receiyedfrom < 052 563 3009 ) atll/l0l0l l:ll:49 ptt| 
[Easlem StandardTimet
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IN THE T]NTTED STATES PATENT AND TRADEMARK OFFICE

In Re Appllcrfion of: Ellis er sl'

A.ppllcetion No.: A91420,249

Filed: Octobcr 19' 1999

For; STENTDBLMRY SYSTEM

Exaniner: Yu' J'

Group ArtUni* 3734
ri

Box Fee Arnendment
Commissioaer of Patsnts Docket No': 563'2-8{19

Washington, DC 20231 
il

ll

TSR.MINAL IIHCLAIMER TO OBVIATE I

A PROVISTONAL DOUBLE PATENTTNG REJECTION O\mR 
ii

,1fi1rnnrorNc sEcoI{D APPLICATToN 
I
i

Thc owner, Soimed Life system's' Ino' of J-00 psrcedt intsres't in the instant 
il

application hereby disclaims, er(ce,pt as provided below, the terrrinal part. ofthe statuto,ry termflof

any patent ganted on the instant application which ivould extend beyoud the expiration date oF

tho full statutory temr dcfined in 35 U,S.C. 154 to 155 and 173, as prosontly shortened by my 
{!

termilal disclaimer filed prior to the grant of any patent ganted on peuding secorrd Applicatitr
ls;lllllllag+t ll|Dvr44lvf srvu t/rrvr *v r\.v erqr!

No. 09/387,179, filcd on August 31, 1999 of any patent on the pending second application. T$c

owner hereby agrecs that any patc,nt so grarrted on the sccond instant application shall be 
i

enforceable 94y for and dunng suchperiod that it, and any patent grauted on the second 
I

application,,are oofiuronly owned. Tbis agrcemcnt runs with any patent grarrted on the instantfi

applicatigr an{is binding upon the grantee, ib zuccessors or assigns. 
f;,/

EB l# fr *rtiqg above disclaimer, the owner does not disclaim the tenninal nart ifq
any patenr g,*Fd on the instant application that would extend to the expiration date of th€ fu{l

{

statutory ter* oEa"f-ed in 35 U.S.C.154 to 156 and 173 of any patent granted on ttre second 
IEq

applicatiofi *r r$rt*ud by any ter:ninal disclaimer flled prior to the patent gsrnt, in the even'fr

that any ,rffn gr&trd patent expires for failure to pay a maintcnance fee, is hcld unenforceablle,
fr, il

is found invalid S a cou* of competent jurisdiction, is siatutorily disclainred in whole or 
ilst

6
eOg
ts

Received from < 952 503 3009 > at I 1J2il01T:12:49 Ptt| [Eastern $andard Timet

Fty
aoreo-{)
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I
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013

Applicntion No,l 0g/420,149
Page 2

terminally disclaimed under 37 CFR 1.32l,has all olaims canceled by a reexamination I
,, u.D srr vlBlruD v(luuslgu uy il rt;c alluilauon 

{

certificate, is reissued, or is in any marurer terminated priorto the expiration of its full statuto4l
term as shortened by any terminal disclaimer filed prior to its grant. I

1

Check either box I or 2 below, if appropriate.

1' n For submission on behalf of an organization (e.g., corporation, partnership, university,
government BgencY, etc.), the undersigned is empowered to act on beha-lf on the organization.

{

I hereby deolare that atl statements made herein of my own lnowledge arc true and tha{
all statements made on infrtmation aud belief are believed to be tue; and flrther that these I

statements were made wi& the knowledge that wiltful false statEments and the like so made ar[
pmishable by fine or imprisonment, or both, under section l00l of Title lg ofthe United sta$s
Codo and that such willful false statements rnayjeopardize the validity of the application o, ,Jy
patent issued thereon. 

il

2. E The undersigned is an attomey ofrecord.

Novemher20.200l
Date William E. Anderson.II

ts Terminal disclaimer fee under 37 CFR 1,20(d) included.tr PTO suggested wording for terminal disclaimer was

g un.hanged tr changed ( ifchanged, an cxpranation should be supplied).

I

il

Receiyed from < 952 503 t009 ) atli/t0t014lll:4t ptt| 
Bastem $landard Timet
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IN TIIE UNITED STA.TES PATENT AI'{D TRAI}EMARK OFflCE

014

In Re Appllcstion of:

Appllcation No.:

Flled;

For;

Examinerl

Gronp Art lJnitr

Ellis et al-

09/42A349

Octobcr 19, 1999

STENTDELII/ERY SYSTEM

Yu. J.

3734
Box FEe Amendment
Commissioner of Pateots
11,r6shin gton, DC 2023 l

TERMINAL DISCLAIMER TO OBVIATE
A DOT]:BLE PATEI{TING RnIECTION

OVER A PRIOR PATENT 
\

The owner, Scimed Life Systems, Inc. of 100 pcrcen\ interest in the instan, 
i

aPplication hereby disclaims, except as provided below, the terminal part6rtne shtutory temhf
any patent granted on the instant application which would extend beyond the gxpiration date o[
the fulI stahrtory term dofined in 35 u.s.c. 154 to 156 and 173, as presentl,i shortenod uy *v t

terminal disclaimer, of priorpatent No's 6,0 07,543,6"123,712.Fhu{onurhereby agrees that q|ry
patent so granted on the instant application shal! bc entorcffiteonly for and during sucn perifr
that it' and the prior patents aro commonly o*o"&. This /-greement runs with any patent grrnt{A
on ffus instant application and is binding upon the grantee, its successors or assigns 

n

I

Ia making the above disclaimer, the owner does not disclaim the termirral part $f
any patent granted on the instant epplicationltrat would extend to the expiration date of the fui]l
statutoryterflasdefinedin35U,S.C.I54to.l56 andlZ3ofanyofthepriorpatenrsu*prururdln
shortened by any terminal disolaimer, in the .o*nt th"t it later: expires for faih:re to pay " I

maintcnanco fee, is held r:uenforceable, is found invalid by a court of competent t

jurisdiction, is statutorily disclaimod in whole or terminally disclaimed under 3z cFR I.321, bias

all claims canceled by a reexamination certificate, is reissued, or is in any manner termiflated I

priorto the oxpiration of its full stanrtory term as presently shortened by any terrninal disclain{er.

Received ffom < 052 503 3009 ) at1m00l 4:11:49 p||| 
[Eastem $1andard Timg
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Application No.: 09/420'249
Prge 2

Check either box I or 2 below, if appropriate.

1. tr For zubmission on behalf of an organization (e.g., corporaflon, partnetship, university, il

government agency, etc.), the underSigued is empowered to act on behalf on the organization' 
fl

t

I hereby declare that all statements made herein of my own lnowledge are tnre and thalj

all statements made on informatio,n and belief are believed to bo bue; and firrther that these 
ll

statements were mnde with thc krrowledge that willfirl false statenrents and the like so nade arf

prrni.cfis!]s by fine or inrprisonmen! orboth, under Section 1001 of Title l8 of the United Sta$s

Code and that zuch willful false statoments may jeopatdir,e the validity of the application or

patent issued thereon.

2. e The undersigned is aa attomey of record,

November 20*2001
Date

Ei Terrrinal disclaimer fee under 37 CFR 1.20(d) included-
a PIO suggested wording for terminal disclaimer was

dunchanged o changed( ifchanged, ar explanation shouldbe supplied).

William E. Anderson,II

Receiyed fiom < 0t2 503 3009 ) at1ll?0101 1:12:40 Ptl| [Eastem $landud Timel
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Notice of Allowability

Application No.

09t420.249

Applicant(s)

ELLIS ET AL.
Examiner

Denise Pothier

Art Unit

3764

Attachment(s)

t I tlotice of References Cited (PTO-892)

3n Notice of Draftperson's Patent Drawing Review (PTO-948)
5[ Information Disclosure Statements (PTO-1449), Paper No.
7n Examiner's Comment Regarding Requirement for Deposit

of Biological Material

2! Notice of Informal Patent Application (PTO-152)

4n Interview Summary (PTO-413), Paper No._.
6E Examiner's AmendmenUComment
8! Examiner's Statement of Reasons for Allowance

- The MAILING DATE of this communication appears on the cover sheet with the correspondence address-
All claims being allowable, PROSECUTION ON THE MERITS lS (OR REMAINS) CLOSED in this application. lf not included
herewith (or previously mailed), a Notice of Allowance (PTOL-8S) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY lS NOT A GRANT OF PATENT RlcHTS. This application is subject to withdrawalfrom issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1 .313 and MPEP 1308.

1. X fnis communication is responsivelo the Amendment filed 11/20/01.

2. X fne allowed claim(s) islare 1-35.42 and 43.

3. I fne drawings filed on are accepted by the Examiner.

4. I Rcfnowledgment is made of a claim for foreign priority under 35 U.S.C. S 119(a)-(d) or (0.

a) [ All b) f] Some. c) [ None of the:

1. n Certified copies of the priority documents have been received.

2. D Certified copies of the prioiity documents have been received in Application No. 

-_ 
,

3. ! Copies of the certified copies of the priority documents have been received in this national stage application from the

International Bureau (PCT Rule 17.2(a)).
. Certified copies not received:

5. I ncfnowledgment is made of a claim for domestic priority under 35 U.S.C. S 1 19(e) (to a provisional application).
(a) n The translation of the foreign language provisional application has been received.

6. fl Rctnowfedgment is made of a claim for domestic priority under 35 U.S,C. SS 120 andtor 121.

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this cornmunication to file a reply complying with the requirements noted
below. Failure to timely comply will result in ABANDONMENT of this ?Qplication. THIS THREE-MONTH PERIOD tS NOT EXTENDABLE.

7. N N SUBSTITUTE OATH OR DECLARATION MUSI bE SUbMittCd. NOIC thE AttAChCd EXAMINER,S AMENDMENT Or NOTICE OF
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient.

a. xl connrcTED DRAWTNGS must be submitted.
(a) ! including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached

1) ! hereto or 2) [ to Paper No. _.
(b) E including changes required by the proposed drawing correction frled 19 October 1999, which has been approved by the

Examiner.

(c) [ including changes required by the attached Examiner's Amendment / Comment or in the Office action of Paper No. 

-.ldentifying indicia such as the application number (see 37 CFR 1.S4(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. n 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.

9[ other 
Yrr-^*t

Everett R. Williams
Patent Analyst
for Justine Yu
Primary Examiner

PTO-37 (Rev. 04-01) Notice of Allowability Part of Paper No. 15 .
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7590 t2/I7t200l

Oliver f Arrett
VIDAS ARRETT & STEINKRAUS
6109 Blue Circle Drive
Suite 2000
Minneapolis. MN 55343-9 I 3 1

I. Review the SMALL ENTITY status shown above. If the SMALL
ENTITY is shown as YES, veriS your cunent SMALL ENTITY
status:
A. If the status is changed, pay the PUBLICATION FEE (if requirei)
and twice the amount of the ISSUE FEE shown above and notifu 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
above.

ATES DEPAR

EXAMINER

YU, JUSTINE ROMANG

ART UNIT I CLASS.SUBCLASS

31 64

DATE MAILED: I2l 17/2001

606- 108000

Unlted Sirta' Parent and Tradehark Office
Addre$: coMMlssi:#:8!Jr^t""t" AND TRADEMMKS

www.usp@.8ov

NOTICE OF ALLOWANCE AND FEE(S) DUE

TIIE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.

pRosEcuTIoN oN THE MERTTS IS CLOSED. TIIIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS.
TIIIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON
PETITION BY TIIE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308.

THE ISSUE FEE AND PUBLICATION FEE (Ii'REQUIRED) MUST BE PATD WITHIN THREE MONTHS FROM TIIE
MAILING DATE OF TIIIS NOTICE OR TTIIS APPLICATION SIIALL BE REGARDED AS ABANDONED. THIS STATUTORY
PERIOD CANNOT BE EXTENDED. SEE 35 U.S.C. rsl.

HOW TO REPLY TO TIIIS NOTICE:
If the SMALL ENTITY iS ShOWN AS NO:

A. Pay TOTAL FEE(S) DIIE shown above, or

B. If applicant claimed SMALL ENTITY status before, or is now
claimiiri SMALL ENTITY status, check the box below and enclose
the PUE'LICATION FEE and l/2 the ISSUE FEE shown above.

tr Applicant claims SMALL ENTITY status.
See 37 CFR 1.27.

II. PART B - FEE(S) TRANSMITTRL should Ue conpleted and retumed 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) Transmittalshould be

completed and retumed. 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.

III. 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: Uttlity patents issuing on applications filed on or after Dec. 12, 1980 may require payment of
mrintenance fees. It is patenteers responslbility to ensure timely payment of maintenanCe fees when die.

TITLE OF INVENTION: STENT DELIVERY SYSTEM WITH STENT SECUREMENT MEANS

PTOL-85 (REV. 07-0 1) Approved for use through 0l/3 l/2004.

Page I of3
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PART B - FEE(S) TRANSMTTTAL

Complete and mail this form, together with applicable fee(s), to: Box ISSUE FEE
Assistant Commissioner for P.atents
Washington, D.C. 20231

wh.ereappropriate.Allfrther-correspondenceinc|udingthePatent,advan-ceordersandnotifcationofmaintenancefeeswi||b.emai|edtothecurrentioneiponaerre
tndtcated unless corrected below or directed otherwise in Block l, by (a) specifying a new conespondence address; and/or (b) indicating a separate "FEE ADDRESS" for
maintenance fee notifi cations.

Note: The certificate of mailing below can only be used for domestic
mailings of the Fee(s) Transmittal. This cenificate cannot be used.for any
other a--ccompanying papers. Each additional paper, such as an assignmerir
Or lormal Orawrng, must nave lts Own Cenrlrcate Ot malltng.

Certificate of Mailing
I hereby ccrtify that this Fee(s) Transmittal is being deposired with the
United States Pbstal Service witli sufficient postaqe foifirsi class mail in an
enveloDe addressed to the Box lssue Fe'e address above on the date
indicat-ed below.

CURREM CORRESPONDENCE ADDRESS (Note: Lcgibly ma*-up with rny corecrions oruse Block t)

7590 t2lt7nml

Oliver f Anett
VIDAS ARRETT & STEINKRAUS
6109 Blue Circle Drive
Suite 2000
Minneapolis, MN 55343-91 3 I

(Depositot's nme)

(Signarure)

(Dale)

TITLE OF INVENTION: STENT DELIVERY SYSTEM WITH STENT SECUREMENT MEANS

l. Change ofconespondence address or indication of"Fee Address" (32
CFR 1.163). Use of PTO form(s) and Customer Number are recomminded,
Dut not rcqulred.

2. For printing on the patent front page, list (l)
the names of up to 3 registered patent attorneys
or agents OR, altematively, (2) the name of a

single firm (having as a member a registered
attomey or agent) and the names of up to 2
registered patent attomeys or agents. If no name
is listed, no name will be printed.

I

,

B Issue Fee

O Publication Fee

O Advance Order - # of Copies

E Change ofconespondence address (or Change of Corrcsoondence
Address form PTO/SB/122) anached, 

-

O "Fee Address' indication (or "Fee Address" Indication form
PTO/SB/47) anached.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

PLEASE NOTE: Unless an assigree is-identified below, no assignee data will appear on the patent. Inclusion of assignee data is only appropriate when an assignment has
been previously submined to theUSPTO or is being submitted unter separate coi&. Completion of this form is NOT a-substitute for filin!hn issignment.
(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COLTNTRY)

Please check the appropriate assignee category or categories (will not be printed on the pateng O individual 0 corporation or other privats group entiry O govemment

4a. The following fee(s) are enclosed:

O The Commissioner is hereby authorized by charge the required fee(s), or credit any overpayment, to
DepositAccountNumber' - (encfoseaneitracopyofihisform). -

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)

NUtb; lhe lssue Fee and pubhcatlon tec (lt required) will not be acceoted from anvone
other than the applicant; a registered attomdy or-aqentl or the assisnee'or other oarfv in
interest as shown'6y the recordi of the United States Faterit and Traderiark Office.

buroen nour ;urement: I nls Iorm ls esnmatec to taKe u.z hours to comDlete. l lme wlll varv
depending on the needs of the individual case. Any comments on the ambunt of time reouireil
to complete this form should be sent !o the Chiel Information Officer. United States Patent
and Tridemark Office, Washington, D.C. 2023 l. 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. 2023 |

Under the Paperwork Reduction Act of 1995, no persons are reouircd to resoond to a
collection of information unless it displays a valid OMB control numbi:r.

4b. Payment ofFee(s):

0 A check in the amount ofthe fee(s) is enclosed.

O Payment by credit card. Form PTO-2038 is attached.

TRANSMITTHIS FORM WITH FEE(S)
Page 2 of3
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Tkaper.anx
UNITED STATES
Urilted S.ore. Pnterrt arrd Traderrrark Offtce
Address: COIfMISSIONER OF PATENTS AND TRADEMARI{s

Wlshiogbn, D.C 20231
www.uspto.gov

APPLICATION NO. I FILINC DATE FIRST NAMED INVENTOR I ATTORNEY DOCKET NO, I CONFIRMATION NO,

09/420,249 Louis g. ELLISt0/19n999

tz^7t2001

s6.2-86 r 9

EXAMTNER

YU. JUSTINE ROMANG

ART LTNIT I PAPER NUMBER

1't64

DATE MAILED: t2/17 l?001

Oliver f Arett
VIDAS ARRETT & STEINKRAUS
6109 Blue Circle Drive
Suite 2000
Minneapolis, MN 55343-9 I 3 I
UNITED STATES

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
indication of the 0 day extension on the front page.

If a continued prosecution application (CPA) was filed in the above-identified appiication, 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)

PTOL-85 (REV. 07-01) Approved for use through 0l/31/2004.

Page 3 of3
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

FE
)t

?620u

In Re Application oft

Application No.:

Filed:

For:

Groun Art Unit:
Attn: Offrcial Draftsman
Commissioner of Patents
Washington, DC 20231

Date: February 6,2002

Suite 2000
6109 Blue Circle Drive
Minnetonka, Iv[N 55343-9 1 85

Phone: (952) 563-3000
Facsimile: (952) 563-3001

Ellis et al.

09/420,249

October 19,1999

Stent Delivery System

Yu, J.

3764

TRANSMITTAL OF F'ORMAL DRAWINGS

In response to the Notice of Allowability mailed on December 11, 2402, attached
please find the formal drawings for this application with each sheet indicating the application
nur4ber and Title on the front side of the draw"ings - Number of Sheets: 4.

Respectfully submitted,

Vidas, Arrett & Steinkraus, P.A.

By:
William E. Anderson,II Esq.

Registration No. 37,7 66

wlat

nif*ft
PATENT

Docket No.: 563.2-8619
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rnventor: Ellis et al.

,rpplication No. : 09/42 0,24')

DocketNo.: 563.2-8619
Title: Stent Delivery System
Page 1 of4
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' 'entor: Ellis et al.

. .*,plication No. : 09/420,249
Docket No.: 563.2-8619
Title: Stent Delivery System

Page 2 of4
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rnventor: Ellis et al.
Application N o. : 09 / 420,249
DocketNo.: 563.2-8619
Title: Stent Delivery Systeni
Page 3 of4
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'entor: Ellis et al.
, ^pplication No.: 09/420,249
DocketNo.: 363.2-8619
Title: Stent Delivery System
Page 4 of 4
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fom, tqctlcrrrltt rppllcrbh f{r), to:
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EoTISSUEIDE
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VIDAS ARRETT & STBINKRAUS
6109 Bhc Circlc Drivc
Suite 2000
Miurcapolis, MN 55343-9 I 3 I

Ccrdicrtr of Mrllbg
foc(t) Qnrnftd h boi.ng

TrrLE OF IN\IENTION: SIENT DELIVERY SYSTEM

...i

but notrcqirind"

O Cbugo of oonerpondrnco rd&ccr (c Chroro of Co'neroodcncc
Addrc|| fto PTO/llB/lZl) etr.tgl
fl-Foc Addoag" iadication (ot Scl Ad&rcr" hdcrtim fonn
PTWSB/4?) rfiEhort

3. ASSIONB NAITIE ANq RESIDST{CE DATA TO BB PRINIID ON IIIE pArtNT (pdn of typc)

PLEASB NOTE: Udeg ra rrrirbconpnviouryarbni".db6"ts#d#ffiF i{Hlffi#?*qilffi rn'risN*at h."

(A)NAI'IEOF AssIo{EE @)RESIDENCB: (clfYradsrATEoRcot NtRy)
SCIMED IJEIE SrtItEllS, INC. !{aple Grorer ![il
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PATENT APPLICATION FEE DETERMINATION
Effective November 10, 1998

Pat€nt and Trad€mark Office, U.S, DEPARTMENT OF COMMERCE
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ISSUE SLIP STAPLE AREA (for ad<iitional cross references)

POSTflON

+*-:_-lr
I

INITIALS I ID NO. DATE

FEE DETERMINATION ,//d */72 /D/s/-/q 9

o.r.P.E. cLASSIFTER
t Lr' )'//? ,/ct/t z,'

FORMALITY REVIEW 65'?zrr /.- f- ly'
INDEX OF CLAIMS

Rejected

Allowed
(Through numeral) Canceled

Restricted

A Appeal

0 ............... 0biected

Claim Date

d

TL o
51

52

53

54

55

56

57

58

59

60
61

i2
o.:

64

65

66

67

68

69

70

71

72

/i

74

75

76

77

78

79

81

82

83

84

85

86

87

88

89

90

91

92

93

94

95

96

97

98

99

0(

Claim Date

6

lJ-

1(

11t

1

11,

I

1(

1

1t

1(

1(

1

11:

11r

1t

1

11

t1[

11€

121

la
l4
l2t

l2!
2e

lzl

l2t

tx
JU

el

3t

Jt

3t

38

4(

4

42

4i

4t

4t

4t
A',

4t

4!

5(

more than 150 claims or 10 actions
staple additional sheet here
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INTERFERENCE SEARCHED

Class Sub. Date Exmr.

(TNCLUDING SEARCH STRATEGY)
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