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I. INTRODUCTION 

Petitioner Edwards Lifesciences Corporation (“Edwards” or “Petitioner”) 

respectfully petitions for inter  review of claims 1 through 26 of U.S. Patent No. 

8,709,062 (“the ’062 patent”) in accordance with 35 U.S.C. §§ 311–319 and 37 

C.F.R. § 42.100 et seq. (“Petition”).   

The ’062 Patent is directed to a “proximal member” for “releasably attaching 

and securing” a stent to a catheter in order to facilitate delivery of the stent to the 

desired location in a body lumen such as a blood vessel.  (3:49-521).  By the 

earliest date to which ’062 Patent can claim priority, August 23, 1996, the use of 

catheter-delivered stents in the treatment of vascular disease, and particularly 

diseases of the coronary arteries, was well known.  A host of techniques already 

existed for securing the stent to the catheter.  The ’062 Patent adds nothing to this 

art and the claims of the patent merely cover known attachment techniques or 

obvious modifications of known attachment techniques.  As a result, the 

challenged claims of the ’062 Patent claims should be found unpatentable as 

anticipated and/or obvious. 

                                           

1 Citations in the form xx:yy are to the column and line of the ’062 Patent unless 

indicated otherwise. 
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II. OVERVIEW OF THE ’062 PATENT 

A. Scope and Content of the Art Before August 23, 1996 

1. History of Angioplasty and Stents 

The ’062 Patent relates to a stent delivery system that uses a catheter with a 

balloon to deliver and expand a balloon-expandable stent.  The use of balloon 

catheters and stents in the human body for repairing vessels such as coronary 

arteries was well known in the prior art since at least the 1980s.  (Trotta Decl.        

¶ 33.)2  In the 1980s, surgeons were using a procedure known as percutaneous 

transluminal coronary angioplasty (“PTCA”) to treat atherosclerosis and other 

forms of coronary narrowing.  PTCA used a balloon catheter to enlarge the lumen 

of the affected vessel, inflating the balloon to cause radial expansion.  See, e.g., Ex. 

1008, U.S. Patent No. 4,733,665 (“Palmaz”) at 1:66-2:1; Ex. 1009, U.S. Patent No. 

                                           

2 Although not all of the references discussed in this section are cited in the 

specific invalidity grounds below, these background references serve “to document 

the knowledge that skilled artisans would bring to bear in reading the prior art 

identified as producing obviousness.”  Ariosa Diagnostics v. Verinata Health, Inc., 

805 F.3d 1359, 1365 (Fed. Cir. 2015). 
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4,994,032 (“Sugiyama ’032”) at 1:12-29; Ex. 1010, U.S. Patent No. 4,768,507 

(“Fischell ’507”) at 1:11-20.  In a typical PTCA procedure, the physician 

introduces a flexible guide wire into the body through a large vessel such as the 

femoral artery and advances the guide wire to the treatment area.  The physician 

can then advance a balloon catheter along the guide wire to the treatment area.  

Using radiopaque markers on the balloon segment, the physicians positions the 

balloon at the treatment area.  When the balloon is correctly placed, the physician 

inflates and deflates the balloon until the vessel lumen is sufficiently enlarged.  See 

generally Ex. 1008 at 2:1-5; Ex. 1009 at 1:10-24; Ex. 1003, Trotta Decl. ¶¶ 11, 

133. 

A typical PTCA catheter, such as shown in U.S. Patent No. 4,964,853 

(“Sugiyama ’853”), consists of a catheter and a balloon.  The catheter features an 

inner tube 1 and a coaxially arranged outer tube 2.  Not surprisingly, such catheters 

are often referred to as a “coaxial catheter.”  See generally, Ex. 1011 at 2:59-3:11; 

Ex. 1003 ¶ 35.  The tubes are made of relatively flexible plastics such as 

polyethelyene or polyurethane.  Ex. 1011 at 3:59-65, 5:3-10. 

The balloon, a “contractible or foldable expansible member” 3, has two 

openings that allow the catheter to pass through the interior of the balloon.  The 

inner tube of the catheter projects past the end of the outer tube.  The balloon is 

positioned so the end of the outer tube is just inside the balloon.  At the opening of 
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the balloon farther from the physician – distal end 7 – the balloon is attached to the 

inner tube.  At the proximal end 8, the balloon is attached to the outer tube.  Id. at 

2:59-3:3.  The cylindrical portion of the balloon forms the working length 3a of the 

balloon.  Id. at 5:34-41. 

The Sugiyama ’853 embodiment suggests not one but two radiopaque 

marker bands 14, one at either end of the working length.  These marker bands 

allow the physician to confirm the position of the working length of the balloon in 

the body using X-ray imaging.  Id. at 6:21-31. 

 

Although PTCA was an effective procedure for treating narrowed blood 

vessels, post-operative complications could occur.  One of these complications was 

“restenosis,” where the vessel would close back down to a narrower diameter, thus 

requiring a repeat PTCA procedure or further surgery.  See Ex. 1012, Sigwart et 

Outer tube 2 
(green) 

Balloon 3 
(yellow) 

Radiopaque 
markers 14 

(red) 

Inner tube 1
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al., “Intravascular stents to prevent occlusion and restenosis after transluminal 

angioplasty,”  The New England Journal of Medicine, Vol. 316, No. 12, March 19, 

1987, pp. 701-706 (“Sigwart”) at 701; Ex. 1008 at 2:39-63; Ex. 1010 at 1:20-24, 

Figs. 1A-1C (illustrating angioplasty and restenosis).  Over time, surgeons 

developed the implantable, expandable “stent” to prevent restenosis and other 

complications.  Ex. 1010 at 1:28-38.  By 1987, researchers understood that 

“intravascular stents may provide a useful approach to preventing both acute 

occlusion and late restenosis” in human patients.  Ex. 1012 at 701; Ex. 1008 at 

2:64-3:17.  By delivering a stent to the treatment location, and then expanding it to 

the desired diameter, the stent would provide structural support for a mechanically 

dilated vessel and “prevent[] the body passageway from collapsing and decreasing 

the size of the expanded lumen.”  Ex. 1008 at 3:7-17, 3:52-65. 

As of 1996, the prior art taught the use of both self-expanding and balloon-

expandable metal stents.  Ex. 1008 at 7:44-62; Ex. 1013 at 2:44-46.  Physicians 

used both types of stent in conjunction with PTCA procedures, delivering them to 

the treatment site on delivery catheters.  They differed primarily in their method of 

deployment.  As illustrated in figure 1 of U.S. Patent No. 5,026,377 (“Burton”), 

below, a physician typically deploys a self -expanding stent by advancing the 

contracted stent 10, enclosed in a sheath 1, to the treatment site and then retracting 

the sheath.  As the sheath retracts, the stent expands to hold the arterial wall out to 
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a pre-determined diameter.  Ex. 1014, U.S. Patent No. 5,026,377 (“Burton”) at 

6:37-39, Fig. 1 (below). 

 

To deploy a balloon-expandable stent, a physician uses a stent that has been 

crimped onto a PTCA balloon and using the PTCA catheter, maneuvers the balloon 

and stent to the treatment site.  Once the balloon and stent are in place, the 

physician inflates the balloon, thereby expanding the stent and pushing out the 

arterial wall.  See Ex. 1015, Japanese Publication No. H4-64367 with English 

translation and certification of translation (“Olympus”) at 1 (“The stent is 

simultaneously expanded together with the balloon dilator.”).  Fischell ’274, Fig. 

7F (reproduced below) depicts the inflated balloon 23, pushing the stent 15 (visible 

only as cross-sections of the stent wire) radially outward and into the arterial wall.  
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Both types of stent were well-known to practitioners, and while one type 

might be more appropriate “for a particular vascular application” than the other, 

many procedures could be done with either type of stent.  (Ex. 1013, Fischell ’274 

at 2:44-46; Ex. 1008, Palmaz at 1:12-17; Ex. 1010, Fischell ’507 at 2:54-56.)  

Several prior art references, including Ravenscroft, Jendersee, and Fischell ’274, 

for example, disclosed delivery systems designed to deliver both balloon-

expandable and self-expandable stents.  (Ex. 1017, U.S. Patent No. 5,702,418 

(“Ravenscroft”) at Figs. 1, 4; Ex. 1013, Fischell ’274 at 2:44-46; Ex. 1016, U.S. 

Patent No. 5,836,965 (“Jendersee”) at 4:7-8; see also Ex. 1010, Fischell ’507 at 

4:53-54 (teaching use of angioplasty balloon to “more firmly imbed” a deployed 

self-expanding stent).) 

2. Stent Delivery System Design Considerations 
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Although they differed in deployment mechanisms, self-expanding and 

balloon-expandable stent delivery catheters shared many common design 

considerations.  It was important that the delivery device have a small diameter or 

profile that could pass through a smaller entry incision and the constrained arterial 

lumens.  The device had to be flexible so that it could navigate the sometimes 

tortuous arteries.  (Ex. 1003, Trotta Decl. ¶¶ 13, 41.)  And a tapered distal tip 

assisted navigating past obstructions.   (See Ex. 1013, Fischell ’274. at 7:4-15; Ex. 

1008, Palmaz at 7:53-59.)  

Another design requirement common to both self-expanding and balloon 

expandable stent delivery systems was that the stent remain securely attached to 

the delivery system while it was being advanced through a blood vessel to the 

treatment site.  (See Ex. 1013, Fischell ’274 at 2:36-39; Ex. 1016, Jendersee at 

2:49-3:10; Ex. 1008, Palmaz at 7:53-59; Ex. 1017, Ravenscroft at 1:44-65.)  Early 

delivery systems included an outer sheath surrounding the stent for a self-

expanding stent, or an uninflated balloon that a balloon-expandable stent could be 

crimped onto, both of which assisted in keeping the stent on the catheter.  

Nonetheless, there was a risk that the stent might be displaced on the delivery 

catheter such that accurate placement of the stent was impaired or even separated 

from the catheter prematurely entirely.  (See Ex. 1016, Jendersee at 2:49-66; Ex. 

1018, “Veldhuijzen et al., Retrieval of undeployed stents from the right coronary 
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artery: report of two cases,” Catheterization and Cardiovascular Diagnosis 

30:245-248 (1993)  (documenting emergency surgery after Palmaz-Schatz stent 

slipped off the balloon); Ex. 1019, “Foster-Smith et al, Retrieval techniques for 

managing flexible intracoronary stent misplacement,” Catheterization and 

Cardiovascular Diagnosis 30:63-68 (1993) (“Foster-Smith”) at 66 (noting stent 

embolization “is reported to occur in up to 8% of cases in the current literature”); 

Ex. 1020, “Mohiaddin et al., Localization of a misplaced coronary artery stent by 

magnetic resonance imaging,” Clin. Cardiol. 18, 175-177 (1995) (“Mohiaddin”).   

By August of 1996, catheter designers had responded to this risk in multiple 

ways.  For example, Burton taught the use of a “grip member” around the catheter 

shaft that used a high friction or moldable material such as silicone rubber to 

closely engage a self-expanding stent and prevent it from sliding.  (Ex. 1014, 

Burton at 3:29-62.)  Burton also taught the use of a stop at the distal end of the 

stent, a retaining feature that was also taught for use in balloon-expandable stents 

by U.S. Patent No. 5,108,416 (“Ryan”).  (Ex. 1014, Burton at 5:32-35; Ex. 1021, 

Ryan at 5:39-51.)  Jendersee taught a different stent securement mechanism, 

including a method of “encapsulating” the stent with the balloon by applying 

pressure to the balloon with a compacted stent mounted on it.  Jendersee, taught 

that this encapsulation technique could be used concurrently with “conventional 

retainers” similar to those of Ryan and Burton, located within the balloon at the 



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 10 -

proximal and distal ends of the stent could be used.  (See Ex. 1016, Jendersee at 

3:21-47, 3:58-60, 7:34-54, Fig. 8.) 

B. ’062 Patent 

1. Summary of the ’062 Patent 

The ’062 patent concedes that the use of stents to “prevent restenosis and 

strengthen the area” in balloon angioplasty procedures was well known.  (Ex. 

1001, 1:36-38.)  Likewise, the ’062 Patent concedes that the use of balloon 

catheters to deliver stents to the correct location and then expand the stent into a 

deployed condition was also well known.  (1:39-2:14 (incorporating by reference 

prior art stent delivery systems).)   

The ’062 Patent does not claim any novel aspects in the design of the 

catheter tube, balloon, or balloon expandable stent.  (See 8:60-9:7.)  Instead, the 

purported invention of the ’062 Patent lies in structures located on the catheter 

shaft and inside the balloon that are intended to help secure the undeployed stent 

on the catheter while the delivery system is being used to advance the balloon and 

stent through a vessel to the treatment site.  (3:49-53.)  Whereas other patents 

sharing a common parent application focus on “mounting body” structures located 

underneath the stent, the ’062 patent claims the use of two members on the catheter 

shaft to secure the undeployed stent, with the first member including a “stop 

member” with a tapered distal portion.  Figure 3 of the patent illustrates this stop 



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 11 -

member (highlighted in red, below): “stop member 36 of generally conical shape.”  

(9:41-45.)  Stop member 36 helps secure the stent by “provid[ing] additional 

resistance to stent movement during delivery and protect[ing] the leading edge of 

the stent during delivery.”  (9:41-45.)  (Although figure 3 shows only a distal stop 

member 36, the ’062 Patent also refers to a proximal stop member surrounding 

marker band 32.)   A second member, mounting body 30 (also in red, below) “is  

 

included inside balloon 14 to provide a cushion or substrate of enlarged diameter 

relative to the stent shaft to support and hold the stent [18] and secure it during 

crimping and the delivery procedure.”  (9:28-34.)   

The claims of the ’062 Patent are generally directed to a medical implant 

delivery system with a balloon catheter, a balloon-expandable stent surrounding 

the balloon, and first and second members inside the balloon and surrounding the 

shaft.  Claim 1, reproduced below, is exemplary: 

1. A medical device, comprising: 
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an elongate shaft including a first tubular member and a 

second tubular member; 

a balloon coupled to the shaft; 

a first member coupled to the first tubular member and 

positioned within the balloon, the first member including 

a distal stop with a tapered distal portion; 

wherein the distal stop includes a proximal end face 

extending substantially perpendicular to a longitudinal 

axis of the elongate shaft; 

a second member coupled to the first tubular member and 

positioned within the balloon, the second member having 

a distal end disposed proximal of the distal stop; and 

a medical implant coupled to the shaft and positioned 

adjacent to the balloon. 

Several of the dependent claims recite conventional balloon catheter 

structures, such as an inflation lumen, an adhesively bonded balloon, or a coaxial 

catheter configuration.  (See claims 2-6, 14-15.)  Other dependent claims recite 

additional features of the first and second members, such as having the first and 

second members spaced from each other, reciting that the second member is a 

support member, or the members having radiopaque markers.  (See claims 7-9, 12, 

16-17, 20, 22-23, 25.)  Finally, several other dependent claims are directed to the 
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features of the implanted device, such as specifying that it is a balloon-expandable 

stent.  (See claims 10-11, 18-19, 24.)   

C. Summary of Relevant Prosecution File History 

Through a long chain of continuations and continuation-in-part applications, 

the ’062 patent claims priority to three different applications filed on August 23, 

1996: U.S. Application No. 08/702,150 (“the ’150 Application”) (Ex. 1025), which 

issued as U.S. Patent No. 6,007,062, U.S. Application No. 08/701,979, which 

issued as U.S. Patent No. 6,395,008, and U.S. Application No. 08/697,453, which 

was abandoned.  Only the relevant portions of the file history are provided here.   

Of the various parent applications, the prosecution of the ’150 Application is 

most relevant.  Here, the Examiner and the Applicant did consider whether the 

prior art disclosed a “mounting body.”  For example, the Examiner, rejected the 

claims under Ryan, contending that Ryan disclosed end caps 102 and 104 in 

excerpted Figure 15 below, which were a mounting body carried on the shaft 

inside the balloon.  (Ex. 1025, ’150 Application at 45, (8/20/97 Action).) 
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To distinguish over Ryan, the Applicant amended the claims to require the 

mounting body to be positioned “under the stent and between the first and second 

ends of the stent.”  (Id. at 72-79 (1/23/98 Response).)  The Applicant contended 

that this amendment distinguished Ryan, whose end cups were on either side of the 

stent, but not under the stent.  (Id. at 72-74, 76-77.)  The Applicant never addressed 

whether Ryan taught spaced stops rather than a mounting body. 

The application that issued as the ’062 Patent was filed on September 14, 

2012.  In response to a restriction requirement at the outset of prosecution, the 

Applicant elected the species of Figures 1 to 4, and contended that claims 1 

through 30 read on the elected species.  (Ex. 1002, File History of U.S. Patent No. 

8,709,062 (“’062 File History”) at 122 (2/22/13 Response),  112-113 (1/24/13 

Action.)  Figure 3 is exemplary. 

 

Notably, one of the species the Applicant did not elect was the embodiment 

of figure 45 below, which had a proximal collar 374 not located under the stent.  
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(Id. at 122 (2/22/13 Response), 112-113 (1/24/13 Action); see also Ex. 1001 at 

22:2-8.) 

 

During prosecution, the Applicant and the Examiner focused on U.S. Patent 

Nos. 5,344,402 (“Pathak”), 5,669,932 (“Fischell ’932”), and 5,653,691 (“Rupp”), 

as primary references. 

The Examiner asserted that Pathak disclosed first and second tubular 

members 23 and 20, a radiopaque marker 34, a second member, sleeve 30, and a 

medical implant 36.  (Ex. 1002, ’062 File History at 148-149 (3/21/13 Action).)  

The Examiner noted Pathak did not teach that the balloon was attached to the 

catheter by adhesive, but noted this limitation was taught by U.S. Patent No. 

5,209,730 (“Sullivan”) (Ex. 1022).  (Id. at 149 (3/21/13 Action).)  The Examiner 

also asserted that while Pathak did not teach longitudinally spaced members, 

Fischell ’932 taught spaced markers that would have been obvious to add to 

Pathak’s catheter.  (Id. at 149.) 

 

Proximal 
collar 374 
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To distinguish Pathak, the Applicant amended the claims to require a distal 

stop with a “tapered distal portion,” and contended that Pathak’s marker 34 was 

not tapered, nor was there any reason to modify it as such.  (Id. at 187-194- 

(6/21/13 Response).)  The Applicant did not distinguish or otherwise address 

Sullivan or Fischell ’932’s teachings of adhesively-attached balloons or spaced 

marker bands, relying on the claim amendments and contending that these 

references were not obvious to combine with Pathak.  (Id. at 194.)   

The Examiner asserted that Rupp disclosed a first tubular member 30, 

second tubular member 55, balloon 35, and stent 100, as seen in Fig. 1 below.  (Id. 

at 148-149 (3/21/13 Action).)  The Examiner several times asserted that Rupp 

disclosed a “distal stop,” initially contending that Rupp taught a distal stop 40 

having a tapered portion, and a second/proximal member 50, and later contending 

Sleeve 30

Radiopaque 
marker 34

Medical 
implant 36
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that the distal stop with a tapered portion was the combined layers 40/50/60, and 

the second/proximal member was marker band 45.  (Id. at 149 (3/21/13 Action), 

209 (8/28/13 at Action).)  As with Pathak, the Examiner also contended that it was 

obvious to combine Rupp with Sullivan and Fischell ’932, to arrive at the adhesive 

balloon attachment and spaced marker bands respectively.  (Id. at 210 (8/28/13 

Action).) 

 

To distinguish Rupp, the Applicant amended the claims to require that “the 

distal stop includes a proximal end face extending substantially perpendicular to a 

longitudinal axis of the elongate shaft.”  (Id. at 215-220 (11/22/13 Response).)  

Applicant again did not address the teachings of Sullivan or Fischell ’932.  (Id. at 

221-222.) 
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The Examiner allowed the claims on December 6, 2013, but did not state 

any reasons for allowability.  (Id. at 227-230 (12/6/13 Notice of Allowability).)  

The ’062 Patent issued on April 29, 2014.  Ex. 1001. 

III. PERSON OF ORDINARY SKILL IN THE ART 

A person of ordinary skill in the art (“POSITA”) is a hypothetical person 

presumed to know the relevant prior art.  Gnosis S.p.A. v. South Alabama Med. Sci. 

Found., IPR2013-00116, Final Written Decision (Paper 68) at 9.  Such person is of 

ordinary creativity, and not an automaton, and is capable of making inferences and 

combining teachings in the prior art.  See id. (citing KSR Int’l Co. v. Teleflex Inc., 

550 U.S. 398, 420-21 (2007)).  A POSITA at time of the earliest claimed effective 

filing date of the ’062 Patent (August 23, 1996) would have had an undergraduate 

degree in science in mechanical, manufacturing, or material science engineering, as 

well as at least five years’ experience in designing minimally invasive catheter-

based interventions.   With an undergraduate degree in a different subject matter, 

one of ordinary skill in the art would have had five to ten years of experience in the 

industry in designing minimally invasive catheter-based interventions. (See Ex. 

1003, Trotta Decl. ¶80. )   

IV. PROPOSED CLAIM CONSTRUCTION 

Because the ’062 Patent has expired, its claim terms are construed under the 

Phillips standard, considering the plain meaning of the claim terms to a person of 
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ordinary skill in the art, in light of the intrinsic record.  In re CSB-System Int’l, 

Inc., 832 F.3d 1335, 1341-42 (Fed. Cir. 2016) (citing Phillips v. AWH Corp., 415 

F.3d 1303, 1312-15 (Fed. Cir. 2005) (en banc)); In re Rambus Inc., 694 F.3d 42, 46 

(Fed. Cir. 2012). 

The Patent Owner has asserted the ’062 Patent in co-pending district court 

litigation against Petitioner.  Boston Scientific Corp. v. Edwards Lifesciences 

Corp., No. 16-CV-0730-CJC-GJS (C.D. Cal. filed April 19, 2016).  In the co-

pending litigation, the Patent Owner has served infringement contentions on 

Petitioner.  Ex. 1006.  The Patent Owner has asserted that the claim terms in the 

patent should receive their “plain and ordinary meaning,” and thus has offered no 

constructions.  Ex. 1007 at 1. 

Petitioner is not offering constructions for any claim terms in this IPR 

Petition.  Petitioner is merely applying the claim terms as the Patent Owner has 

applied them in its infringement contentions.  Accordingly, in this petition, 

Petitioner has identified structure in the prior art that is either the same as or 
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similar to the structure of Petitioner’s accused products that the Patent Owner has 

alleged satisfy those claim terms. .3 

V. STATEMENT OF THE PRECISE RELIEF REQUESTED AND THE 
REASONS FOR CANCELLATION (37 C.F.R. §§ 42.22(a) AND 
42.104(b)) 

The Office is requested to find that there is a reasonable likelihood that 

Edwards will prevail with respect to each of the challenged claims:  claims 1 

through 26 of the ’062 Patent.  These claims are taught by the references identified 

below, alone or in combination with each other:   

• U.S. Patent No. 5,026,377, filed on August 17, 1990 and issued on 

June 25, 1991 (“Burton”) (Ex. 1014); 

• U.S. Patent No. 5,639,274, filed on June 2, 1995 and issued on June 

17, 1997 (“Fischell ’274”) (Ex. 1013); 

• U.S. Patent No. 4,994,032, filed on November 29, 1988 and issued on 

February 19, 1991 (“Sugiyama ’032”) (Ex. 1009); 

• U.S. Patent No. 5,836,965, filed on June 7, 1995 and issued on 

November 17, 1998 (“Jendersee”) (Ex. 1016); 

                                           

3 The Petitioner reserves its right to pursue other claim constructions of the 

identified terms in other proceedings, including the co-pending case in the Central 

District of California.   
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• U.S. Patent No. 5,653,691, filed on April 25, 1996 and issued on 

August 5, 1997 (“Rupp”) (Ex. 1023). 

Even using the August 23, 1996 filing date of the earliest parent 

applications, each of the foregoing references is prior art to the ’062 patent under 

pre-AIA section 102(b) of the Patent Statute, except Fischell ’274, Rupp, and 

Jendersee.  These three references are prior art under pre-AIA sections 102(e).  

With the exception of Rupp, none of these references was before the examiner 

during prosecution of the ’062. 

This petition requests cancellation of the challenged claims on the following 

grounds.  

A. Ground 1: Claims 1 through 26 are Unpatentable as Obvious over 
Fischell ’274 in View of Burton, in Further View of Knowledge of 
a POSITA and/or Sugiyama 

The use of ordinary balloon catheters to deliver stents was well known to a 

POSITA.  One typical balloon-expandable stent delivery catheter is taught by 

Fischell ’274.  Titled “Integrated Catheter System for Balloon Angioplasty and 

Stent Delivery,” Fischell ’274 discloses a balloon-expandable stent delivery system 

that is intended to improve upon the prior art by providing an “integrated catheter 

system which can perform both balloon angioplasty and stent delivery.”  (Ex. 

1013, Fischell ’274 at 2:20-24.)  Fischell discloses that his combined delivery 

system is designed to be used with both self-expanding stents and balloon-
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expandable stents.  (Id. at 2:44-46.)  As seen in Figure 1 below, Fischell ’274 

discloses the use of a coaxial balloon angioplasty catheter 12, with balloon 23 

attached to inner shaft 21 and outer shaft 22.  (Id. at 4:32-49, Fig. 1.)  Fischell ’274 

discloses that radiopaque “markers 19A and 19B are situated to be at the proximal 

and distal extremities of the stent 15 after it has been placed over the balloon 23.”  

(Id.; see also id. at claim 4.)  Fischell ’274 lacks any under-balloon securement 

mechanism for the stent on the catheter shaft between these marker bands.  Instead, 

compacted stent 15 is contained inside stent outer tube 31, before it is moved over 

the balloon for deployment by pusher tube 32.  (Id. at 4:32-49.) 

 

Although Fischell ’274’s delivery system relies primarily on the outer sheath 

for securement, it also teaches that the balloon itself had some ability to retain the 

stent.  Fischell ’274 teaches that inflating the balloon to a low pressure could 

temporarily hold the stent in place over the balloon while the sheath was being 

withdrawn.  (Id. at 6:34-38.)  This teaching would have suggested to a POSITA 
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that Fischell ’274’s delivery system could be improved by increasing the balloon’s 

ability to retain the stent, thereby allowing the stent to be delivered and deployed 

by the balloon.  (Ex. 1003, Trotta Decl. ¶105.)  Such an improvement would 

further advance Fischell ’274’s stated objective “to perform vessel dilatation, stent 

placement, and balloon enhanced embedding of the stent into the vessel wall all 

with a single integrated catheter.”  (Ex. 1013, Fischell ’274 at 2:49-52.)   

To avoid this complicated structure, a POSITA would have been motivated 

to improve Fischell ’274 by adding securement structures under the balloon to help 

secure the stent, thereby dispensing with the outer sheath structure, and improving 

profile, flexibility, and trackability.  One prior art structure a POSITA would have 

considered was the grip member and distal stop taught by Burton. 

Burton teaches the use of securement structures on the catheter shaft for a 

self-expanding stent delivery system.  One of these structures is grip member 9, 

which may be either integral with or separate from the catheter shaft.  (See Ex. 

1014, Burton at 2:21-23 (“[S]aid grip member being an integral portion of the core 

or a sleeve or coating attached around the periphery of the core.”), claim 7.)  As 

seen in Figure 3 of Burton below, grip member 9 underlies stent 11, and features 

circumferential gaps 12 and 13 “which accommodate the ends 11 of the stent, 

thereby avoiding snagging into the inner wall of the outer sleeve.”  (Id. at 5:46-52.) 
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Burton also teaches the use of a tapered distal stop located on the catheter 

shaft, distal end 7.  (See id. at 5:32-35 (“The distal end 7 of the core has a stepped 

up diameter where it meets the distal end of the outer sleeve.”).)  As a self-

expanding stent delivery system, Burton uses the retraction of outer sleeve 3 to 

deploy the self-expanding stent 10 from the catheter shaft 5.  (Id. at 5:26-40.)  

Figure 1 of Burton shows the stent partially deployed below, as well as a different 

configuration of grip member 9 and distal end 7.  (Id. at 5:26-40.) 
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Although Burton’s invention is a self-expanding stent delivery system, a 

POSITA would have recognized that its improved stent securement features could 

also be used on the catheter shaft of a balloon catheter inside the balloon to 

improve securement for a balloon-expandable stent.  In particular, a POSITA 

would have been motivated to add the grip member 9 and distal end 7 of Burton to 

the balloon-expandable stent and balloon taught by Fischell ’274.  A POSITA 

would understand that, in order to allow the balloon to inflate properly, these 

structures should be mounted on the catheter shaft underneath the balloon, 

allowing them to work in conjunction with the balloon to secure the stent.  (Ex. 

1003, Trotta Decl. ¶¶ 108-109.)  This modification would allow the stent to be 

securely carried on the balloon during delivery, thereby making  an improved stent 

delivery system  dispensing with the outer tube 31 of Fischell ’274.  Such a 

combination would ensure stent securement, simplify delivery system operation, 

and decrease the overall profile of the delivery catheter.  (Id. ¶¶ 109, 111.) 
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Accordingly, a POSITA would have been motivated to modify the balloon-

expandable stent delivery system of Fischell ’274 to use the soft, elastomeric grip 

member and tapered distal end of Burton to secure the balloon-expandable stent of 

Fischell ’274 over the balloon without requiring an external sheath or other profile-

increasing structure.  (Id. ¶110.)  Because they both disclose stent delivery systems 

designed to securely mount and deliver expandable stents, a POSITA would have a 

reasonable expectation of success in combining Burton with Fischell ’274.  (Id. 

¶111.) 

 

Finally, adhesive bonding of dilatation balloons to catheter shafts was one of 

several well-known bonding techniques at the time of the invention of the ’062 
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patent.  (Id. ¶114.)  Furthermore, adhesive bonding of a similar coaxial balloon 

catheter is expressly taught by Sugiyama ’032, discussed below in Ground 2.  (Id. 

¶112; Ex. 1009, Sugiyama ’032 at 4:12-19.)  Thus, the use of adhesive bonding for 

Fischell ’274’s balloon catheter would have been obvious in view of the 

knowledge of a POSITA and/or Sugiyama ’032. 

Accordingly, Fischell ’274 in view of Burton and in further view of the 

knowledge of one of skill in the art and/or Sugiyama ’032 discloses each and every 

element of independent claims 1, 13, 21, and 26, and dependent claims 2 through 

12, 14 through 20, and 22 through 25, as set forth in the chart below.  

Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
1. A medical device, 
comprising:  
 

Fischell and Burton are directed to medical devices, 
specifically, stent delivery systems.  (See Ex. 1013, Fischell 
’274 at Title (“Integrated Catheter System for Balloon 
Angioplasty and Stent Delivery.”); Burton at Abstract (“An 
instrument for the deployment or retraction of a self-
expanding stent in a body canal.”).)   
 
 

[1.1] an elongate 
shaft including a 
first tubular member 
and a second tubular 
member;  
 

Fischell ’274 teaches a coaxial catheter 12 having an inner 
shaft 21 and outer shaft 22, with balloon 23 associated at the 
distal part of the shaft.  (Ex. 1013, Fischell ’274 at 4:32-49, 
Fig. 1.)  Several components of Fischell discussed in 
subsequent limitations are annotated in Figure 1 of Fischell 
below. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 

[1.2] a balloon 
coupled to the shaft;  
 

Fischell ’274 shows balloon 23 coupled to catheter 12, with 
the balloon 23 attached its distal end to first tubular member 
21, and attached at its proximal end to the second tubular 
member 22.  (Ex. 1013, Fischell ’274 at 4:32-49, Fig. 1.) 

[1.3] a first member 
coupled to the first 
tubular member and 
positioned within 
the balloon, the first 
member including a 
distal stop with a 
tapered distal 
portion; wherein the 
distal stop includes 
a proximal end face 
extending 
substantially 
perpendicular to a 
longitudinal axis of 
the elongate shaft; 
 

Burton teaches a first member, distal stop 7 at the distal end 
of the stent.  (Ex. 1014, Burton at 5:32-35, Fig. 1.)  As seen 
in Figure 1 below, this distal stop has a tapered distal 
portion, and a proximal end face that is perpendicular to the 
longitudinal axis of the catheter shaft.   

 

[1.4] a second 
member coupled to 
the first tubular 

Burton teaches a second member, grip member 9.   (See Ex. 
1014, Burton at 2:20-24, 2:54-59, Figs 1, 3.)  Burton teaches 
that grip member 9 is positioned on the shaft under stent 11, 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
member and 
positioned within 
the balloon, the 
second member 
having a distal end 
disposed proximal 
of the distal stop; 
and  
 

and helps to secure it on the catheter shaft.  (Id. at 5:46-52 
(“The grip member has circumferential gaps 12, 13 adjacent 
its distal end and proximal end, respectively, which 
accommodate the ends 11 of the stent.”).)   
 

 
 
A POSITA would understand that when used with Fischell, 
grip member 9 would be mounted on first tubular member 
21 within balloon 23 of Fischell, and positioned such that 
the distal end of grip member 9 is disposed proximal of 
distal stop 7 within the balloon proximally of the distal stop.  
(Ex. 1003, Trotta Decl. ¶109; see also Ex. 1014, Burton Fig. 
1 (showing this arrangement of grip member 9 and distal 
end 7).) 

 

Grip member 

adjacent proximal 
and distal ends 



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 30 -

Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 

 
 

[1.5] a medical 
implant coupled to 
the shaft and 
positioned adjacent 
to the balloon. 

Fischell ’274 teaches a radially expandable stent 15 
positioned adjacent to the balloon 23 in Figs. 7E below.  
(Ex. 1013, Fischell ’274 at 6:27-29 (“In this position the 
stent 15 is centered over balloon 23.”), 6:34-38 (describing 
retention of stent over balloon).) 
 

 
 
When combined with Burton, a POSITA would understand 
the stent to be positioned over the balloon at all times during 
delivery.  (Ex. 1003, Trotta Decl. ¶111.) 
 

2. The medical See 1.1, disclosing this coaxial catheter configuration. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
device of claim 1, 
wherein the first 
tubular member is 
an inner tubular 
member and 
wherein the second 
tubular member is 
an outer tubular 
member. 
3. The medical 
device of claim 2, 
wherein an inflation 
lumen is defined 
between the inner 
tubular member and 
the outer tubular 
member, the 
inflation lumen 
being in fluid 
communication with 
the balloon. 

Fischell teaches “a balloon inflation lumen 242” that is 
defined between the inner and outer tubular members and in 
fluid communication with the balloon.  (Ex. 1013, Fischell 
’274 at 9:19-27, Fig. 9 (annotated below).) 

 

4. The medical 
device of claim 3, 
wherein the balloon 
has a proximal 
portion coupled to 
the outer tubular 
member and 
wherein the balloon 
has a distal portion 
coupled to the inner 
tubular member. 

See 1.2. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
5. The medical 
device of claim 4, 
wherein the 
proximal portion of 
the balloon is 
adhesively bonded 
to the outer tubular 
member. 

Adhesive bonding of balloons to catheter shafts was well 
known to a POSITA.  (Ex. 1003, Trotta Decl. ¶116.)  In 
addition, Sugiyama ’032 expressly teaches adhesive bonding 
of the proximal and distal ends of a balloon to the outer and 
inner tubes of a coaxial catheter respectively.  (See Ex. 
1009, Sugiyama ’032 at 4:12-19, Fig. 1.) 
 

 
 

6. The medical 
device of claim 4, 
wherein the distal 
portion of the 
balloon is 
adhesively bonded 
to the inner tubular 
member. 

See 5.0. 

7. The medical 
device of claim 1, 
wherein the second 
member is a support 
member configured 

Burton teaches that grip member 9 is a support member 
designed to support the stent.  (See Ex. 1014, Burton at 
3:18-28, 5:46-52.) 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
to support the 
medical implant. 
8. The medical 
device of claim 1, 
wherein the second 
member includes a 
distal portion having 
a substantially 
constant outer 
diameter. 

As seen in Figure 3 below, Burton teaches that grip member 
9, has a substantially constant outer surface diameter along 
its length, including at its distal portion.  (See id. at 3:56-58, 
5:46-52, Fig. 3.)   

 
To the extent this claim requires an uninterrupted outer 
diameter, Figure 6 of Burton shows a grip member with this 
configuration. 

 
 

9. The medical 
device of claim 1, 
wherein the first 
member and the 
second member are 
longitudinally 
spaced from each 
other. 

As best seen in Figure 1, distal end 7 and grip member 9 of 
Burton are longitudinally spaced from each other. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 

 
10. The medical 
device of claim 1, 
wherein the medical 
implant includes a 
stent. 

See 1.5.  The medical implant is a stent. 

11. The medical 
device of claim 1, 
wherein the medical 
implant is 
configured to be 
expanded by 
expanding the 
balloon. 

See 1.5.  The stent is a balloon-expandable stent. 

12. The medical 
device of claim 1, 
wherein the first 
member, the second 
member, or both 
include a 
radiopaque marker. 

Fischell teaches radiopaque markers 19A and 19B 
positioned proximally and distally of the stent.  (See Ex. 
1013, Fischell ’274 at 4:39-41 (“The markers 19A and 19B 
are situated to be at the proximal and distal extremities of 
the stent 15 after it has been placed over balloon 23.”); 
claim 4 (“[T]he balloon angioplasty catheter includes two 
radiopaque markers located inside the inflatable balloon that 
are positioned apart by a distance which is approximately 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
equal to the length of the stent.”).) 
 
As seen in the diagram below, when combined with Burton, 
Burton’s grip member 9 and distal end 7 would be located 
on the shaft of Fischell ’274 so that they included 
radiopaque markers 19A and 19B respectively.  (Ex. 1003, 
Trotta Decl. ¶110.) 

13. A system for 
delivering a medical 
device, the system 
comprising:  

See 1.0. 

[13.1] a catheter 
shaft, the catheter 
shaft including an 
inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 

[13.2] a balloon 
coupled to the 

See 1.2. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
catheter shaft; 
[13.3] a distal stop 
including a tapered 
distal portion 
attached to the inner 
tubular member and 
positioned at least 
partially underneath 
the balloon; wherein 
the distal stop 
includes a proximal 
end face extending 
substantially 
perpendicular to a 
longitudinal axis of 
the catheter shaft; 

See 1.3. 

[13.4] a proximal 
member attached to 
the inner tubular 
member and 
positioned 
underneath the 
balloon, the 
proximal member 
having a distal end 
disposed proximal 
of the distal stop; 
and 

See 1.4. 

[13.5] a 
cardiovascular 
implant disposed 
along the catheter 

See 1.5.  A stent is a type of cardiovascular implant.  (See, 
e.g., Ex. 1013, Fischell ’274 at 1:5-9 (“This invention is 
generally in the field of devices for…stent delivery into a 
dilated arterial stenosis.”).) 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
shaft, the 
cardiovascular 
implant being 
configured to shift 
between a first 
configuration and an 
expanded 
configuration. 
14. The system 
of claim 13, wherein 
an inflation lumen is 
defined between the 
inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication with 
the balloon. 

See 3.0. 

15. The system 
of claim 14, wherein 
the balloon has a 
proximal portion 
coupled to the outer 
tubular member and 
wherein the balloon 
has a distal portion 
coupled to the inner 
tubular member. 

See 4.0. 

16. The system 
of claim 13, wherein 

See 8.0. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
the proximal 
member includes a 
distal region having 
a substantially 
constant outer 
diameter. 
17. The system 
of claim 13, wherein 
the distal stop and 
the proximal 
member are 
longitudinally 
spaced from each 
other. 

See 9.0. 

18. The system 
of claim 13, wherein 
the cardiovascular 
implant includes a 
stent. 

See 10.0. 

19. The system 
of claim 13, wherein 
the cardiovascular 
implant is 
configured to be 
expanded by the 
balloon. 

See 11.0. 

20. The system 
of claim 13, wherein 
the distal stop, the 
proximal member, 
or both include a 
radiopaque marker. 

See 12.0. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
21. A medical 
device for 
implanting a 
medical implant, the 
medical device 
comprising: 

See 1.0. 

[21.1] a catheter 
shaft, the catheter 
shaft including an 
inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 

[21.2] a balloon 
attached to the 
catheter shaft; 

See 1.2. 

[21.3] wherein a 
proximal portion of 
the balloon is 
coupled to the outer 
tubular member and 
a distal portion of 
the balloon is 
coupled to the inner 
tubular member;  

See 4.0. 

[21.4] wherein an 
inflation lumen is 
defined between the 
inner tubular 
member and the 
outer tubular 
member, the 

See 3.0. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
inflation lumen 
being in fluid 
communication with 
the balloon; 
[21.5] wherein a 
body portion of the 
balloon extends 
over an implant 
receiving region of 
the inner tubular 
member;  

As best seen in Figure 7E of Fischell ’274, a body portion of 
balloon 23 extends over the implant receiving region of the 
inner tube underlying stent 15.  As discussed above in 1.5, 
the stent would remain secured over this region during the 
entire delivery operation when Fischell ’274 was modified 
to have Burton’s grip member and distal end. 

[21.6] a distal stop 
including a tapered 
distal portion 
attached to the inner 
tubular member 
adjacent to the 
implant receiving 
region; wherein the 
distal stop includes 
a proximal end face 
extending 
substantially 

See 1.3. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
perpendicular to a 
longitudinal axis of 
the catheter shaft;  
[21.7] a proximal 
member attached to 
the implant 
receiving region and 
positioned between 
the implant 
receiving region and 
the body portion of 
the balloon, the 
proximal member 
having a distal end 
disposed proximal 
of the distal stop; 
and 

See 1.4. 

[21.8] an 
implantable 
endoprosthesis 
disposed along the 
catheter shaft, the 
implantable 
endoprosthesis 
being configured to 
be received along 
the implant 
receiving region. 

See 1.5. 

22. The medical 
device of claim 21, 
wherein the 
proximal member 

See 8.0. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
includes a distal 
region having a 
substantially 
constant outer 
diameter. 
23. The medical 
device of claim 21, 
wherein the distal 
stop and the 
proximal member 
are longitudinally 
spaced from each 
other. 

See 9.0. 

24. The medical 
device of claim 21, 
wherein the 
implantable 
endoprosthesis 
includes a stent. 

See 10.0. 

25. The medical 
device of claim 21, 
further comprising a 
radiopaque marker 
coupled to the inner 
tubular member. 

See 12.0. 

26. A system for 
delivering an 
implantable medical 
device, the system 
comprising: 

See 1.0. 

[26.1] a catheter 
shaft, the catheter 

See 1.1. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
shaft including an 
inner tubular 
member and an 
outer tubular 
member; 
[26.2] wherein the 
inner tubular 
member has a distal 
end that extends 
distally beyond a 
distal end of the 
outer tubular 
member; 

As seen in Figure 1 of Fischell ’274, inner tubular member 
21 has a distal end extending beyond the distal end of outer 
tubular member 22.  (Ex. 1013, Fischell ’274 at 4:32-38.) 

 
[26.3] wherein the 
inner tubular 
member defines a 
guidewire lumen;  

Inner tubular member 21 of Fischell ’274 defines a 
guidewire lumen for guidewire 50.  (Id. at 4:41-43.) 

[26.4] a balloon 
attached to the 
catheter shaft, the 
balloon being 
configured to shift 
between a collapsed 
configuration and an 
expanded 
configuration; 

See 1.2.  (See also id. at Figs. 7E and 7F (showing balloon in 
collapsed and expanded configurations).) 

[26.5] wherein a 
proximal portion of 

See 4.0. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
the balloon is 
coupled to the outer 
tubular member and 
a distal portion of 
the balloon is 
coupled to the inner 
tubular member; 
[26.6] wherein an 
inflation lumen is 
defined between the 
inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication with 
the balloon; 

See 3.0. 

[26.7] wherein a 
body portion of the 
balloon extends 
over an implant 
receiving region of 
the inner tubular 
member; 

See 21.5. 

[26.8] a distal stop 
attached to the inner 
tubular member at a 
position adjacent to 
the implant 
receiving region, the 
distal stop being 

See 1.3. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
disposed at least 
partially between 
the balloon and the 
inner tubular 
member; wherein at 
least a section of the 
distal stop is 
tapered; 
[26.9] a proximal 
member attached to 
the implant 
receiving region and 
being positioned 
between the implant 
receiving region and 
the body portion of 
the balloon; 

See 1.4. 

[26.10] wherein the 
distal stop is axially 
spaced from the 
proximal member; 

See 9.0.   
 

[26.11] a first 
radiopaque marker 
disposed along the 
implant receiving 
region and 
positioned adjacent 
to the distal stop; 

See 12.0. 

[26.12] a second 
radiopaque marker 
disposed along the 
implant receiving 

See 12.0. 
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Claim Language 
Fischell ’274 in view of Burton and in Further View of 

Knowledge of a POSITA and/or Sugiyama ’032 
region and 
positioned adjacent 
to the proximal 
member; 
[26.13] wherein the 
first radiopaque 
marker is axially 
spaced from the 
second radiopaque 
marker; and 

See 12.0. 

[26.14] an 
implantable 
endoprosthesis 
disposed along the 
catheter shaft and 
configured to be 
received along the 
implant receiving 
region, the 
implantable 
endoprosthesis 
being configured to 
be expandable by 
the balloon. 

See 1.5. 

 

B. Ground 2: Claims 1 through 26 are Obvious over Sugiyama ’032 
in View of Fischell ’507, and in Further View of Jendersee 

Titled “Balloon Catheter,” Sugiyama ’032 teaches a coaxial balloon catheter 

for use in vascular dilatation in PTCA procedures.  (See Ex. 1009, Sugiyama ’032 

Proximal 
collar 374 
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at 1:7-10 (“This invention relates to a balloon catheter. More particularly, it relates 

to a balloon catheter for expanding and thereby remedying stenosis in a blood 

vessel for improving the state of the distal side blood stream.”).)  Sugiyama ’032 

sought to improve upon conventional balloon catheters, which were known to be 

prone to “being broken and collapsed” while navigating acute bends in blood 

vessels.  (Id. at 1:47-53.) 

As seen in Figure 1 of Sugiyama ’032 below, this balloon catheter is 

constructed from an inner tube 1, an outer tube 2, and balloon 3 (shown in figures 

1 and 13 in its expanded state).  (See Ex. 1009, Sugiyama ’032 at 3:15-23, Figs. 1, 

13.)  The balloon is adhesively bonded to the inner and outer tubes at its distal and 

proximal ends respectively.  (Id. at 4:12-19.)  Sugiyama ‘032’s invention related to 

the use of a spiral reinforcement 9, a “wire wound into a coil” that is “substantially 

in register with the cylindrical section 3a” of the balloon.  (Id. at 3:28-31; 4:58-

5:12.)  This coil may be tightly wound as in Figure 1, or may have a “thin or sparse 

... intermediate part of the coil spring” as in Figure 13.  (Id. at 7:59-63.) 
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Sugiyama ’032 teaches that by using a coil with separations instead of solid 

reinforcing piping over the inner shaft, the catheter remains flexible enough to 

navigate acute bends in blood vessels.  (See id. at 1:54-62 (describing 

disadvantages of solid reinforcements); 2:38-44.)  Sugiyama ’032 also discloses 

Outer tube 2 

Inner tube 1

Ballon 3

Coil 9
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the use of radiopaque marker bands that are “substantially in register with both 

ends of the balloon” to mark the cylindrical portion of the balloon.  (Id. at 1:39-

47.)  The relevant components of Sugiyama ’032 are shown in the annotated figure 

below.  (See Ex. 1003, Trotta Decl. ¶123 (explaining location of marker bands).) 

 

It would have been obvious, to adapt Sugiyama’s catheter for use as a stent 

delivery system because its balloon catheter is a vascular dilatation catheter.  (See 

Ex. 1009, Sugiyama ’032 at 1:7-10 (“This invention relates to a balloon catheter. 

More particularly, it relates to a balloon catheter for expanding and thereby 

remedying stenosis in a blood vessel for improving the state of the distal side blood 

stream.”).)  In particular, Sugiyama’s spiral coil shape would make it particularly 

suitable for securely holding and delivering a spiral-shaped stent such as that 
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taught by Fischell ’507.  Moreover, Sugiyama ’032 discloses that the balloon 3 is 

inflated under high pressure.  (See id. at 1:24-29 (“A liquid such as contrast 

medium is injected continuously into the balloon via an end hub under a pressure 

of several to ten atmospheres for dilating the balloon towards the inner wall of the 

blood vessel for pressuring and thereby enlarging the narrowed or obturated 

sites.”), 6:63-7:3.)   A POSITA would understand that as a high-pressure balloon, 

Sugiyama’s balloon catheter would be capable of exerting sufficient force to 

perform direct stenting, simultaneously expanding the stenosis and deploying a 

mounted stent. 

Fischell ’507 is titled “Intravascular Stent and Percutaneous Insertion 

Catheter System for the Dilation of an Arterial Stenosis and the Prevention of 

Arterial Restenosis,” and discloses a “percutaneous insertion catheters that are used 

for placing a coil spring stent into a vessel of a living body for purposes of 

enhancing luminal dilation, preventing arterial restenosis and preventing vessel 

blockage resulting from intimal dissection following balloon and other methods of 

angioplasty.”  (Ex. 1010, Fischell ’507 at Abstract (emphasis added).) 



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 51 -

 

Fischell ’507 is intended to provide a “safe and simple method” for delivery 

of a “coil spring stent whose insertion device structure allows an insertion catheter 

of outer diameter less than 4mm.”  (Id.)  To retain the stent on the insertion 

catheter, Fischell ’507 teaches the use of “spiral grooves 26 [on catheter shaft 22] 

into which the coil spring [stent] is placed.”  (Id. at 3:47-55, claim 1.)  As seen in 

Figure 3 above, this spiral groove is cut into the catheter shaft along the entire 

length of the stent.  Fischell ’507’s delivery system is intended to be used 

“immediately after balloon dilation.”  (Id. at 3:33-37.)  Fischell ’507 teaches, 

however, that after deployment of the stent, if further embedding or diameter were 

needed, the physician would need to use another angioplasty balloon to further 

expand the stent.  (Id. at 4:53-55.) 

Although Fischell ’507 emphasizes the importance of a “safe and simple” 

method of stent delivery, a POSITA would recognize that the stent delivery system 

taught by Fischell ’507 added complexity to the angioplasty procedure by requiring 
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a separate stent delivery catheter, and potentially a second balloon angioplasty 

procedure in order to fully deploy the stent.  (Ex. 1003, Trotta Decl. ¶128)  

Because Fischell ’507 discloses a stent in the shape of a coil, that is secured by a 

spiral groove in the catheter shaft, a POSITA would recognize that the Sugiyama 

’032 balloon catheter, with its spiral reinforcement 9 would be an ideal candidate 

to adapt as a delivery system for the stent disclosed by Fischell ’507.  (Id. ¶129.) 

In addition, a POSITA would have recognized that Sugiyama ’032 teaches a 

spiral reinforcement 9 that would substantially cover the region on the catheter 

shaft underneath the stent.  (See Ex. 1009, Sugiyama ’032 at 3:28-31 (describing 

reinforcement 9 as “substantially in register with the cylindrical section 3a”), Fig. 

13 (annotated with stent location below); Ex. 1003, Trotta Decl. ¶130.)  A POSITA 

would have therefore recognized that in addition to reinforcing the catheter tube, 

the gaps between the turns of spiral reinforcement 9 would create a structure 

similar to the spiral grooves of Fischell ’507, thereby providing a mounting body 

located on the catheter shaft to help secure the stent during delivery.  Id.  A 

POSITA would have therefore recognized that in addition to reinforcing the 

catheter tube, the gaps between the turns of spiral reinforcement 9 would create a 

structure similar to the spiral grooves of Fischell ’507, thereby providing a 

mounting body to help secure the stent during delivery.  Id.  Moreover, by 

modifying the Fischell ’507 stent to be balloon-expandable, it would be 
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unnecessary to use the outer sheath cylinder 24, thereby reducing the overall 

profile of the delivery system and improving the flexibility and trackability of the 

delivery catheter.  (Ex. 1003, Trotta Decl. ¶ 131; Ex. 1010, Fischell ’507 at 1:65-66 

(emphasizing importance of reducing catheter profile).)  Accordingly, a POSITA 

would have been motivated to add the coil stent taught by Fischell ’507 to the 

balloon catheter of Sugiyama ’032. 

 

 

Sugiyama ’032 in view of Fischell ’507 teaches all elements of claims 1 

through 26 of the ’062 patent except for a tapered distal stop located within the 

balloon.  It would have been obvious to a POSITA to add a tapered distal stop, 

however, because the use of conical or tapered stops at the distal end of the 
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balloon, was well known in the art, such as the “conventional retainers” taught by 

Jendersee. 

Jendersee discloses an improvement to stent delivery systems through the 

use of a pair of stops, conically-shaped conventional retainers 54, that are 

positioned at the opposite ends of the stent and carried by the shaft inside the 

balloon, as seen in Figure 8.  (See Ex. 1016, Jendersee at 3:49-52 (“If desired, the 

encapsulated stent may include conventional retainers at the proximal and/or distal 

end of the balloon. Such retainers may be located … within the balloon.”), 5:9-11, 

7:33-54 (“Alternatively, conventional retainers 54 … may be placed within the 

balloon 36, as shown in FIG. 8. One or two retainers 54 may be used, and 

conventional retainers may be made from any implantable material, such as 

implantable stainless steel or polymers. Depending upon the configuration of the 

encapsulated stent assembly 20, retainers generally range in length from 0—20 

mm.”), Fig. 8.) 

 

Jendersee teaches that retainers 54 may be attached to the inner tube. (See id. 

at 5:9-11 (“Fig. 8 is a longitudinal cross sectional view of encapsulated stents and a 
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balloon showing retainers on the inside of the balloon and attached to the balloon 

catheter.”), Fig. 8.) 

A POSITA would have been motivated to add one or both conical retainers 

taught by Jendersee as a useful adjunct to the reinforcing coil of Sugiyama ’032 to 

further enhance the securement of the stent.  Likewise, a POSITA would 

understand the conically-shaped retainers of Jendersee would have the additional 

benefit of aiding in trackability of the delivery system, as Jendersee teaches that 

these retainers function to “further secure the stent segment 10 to the balloon 36 

and create a smooth transition between the balloon/stent area of the delivery device 

and the distal and proximal surfaces of the delivery device.”  (Ex. 1016, Jendersee 

at 7:33-54.)  In addition, a POSITA would understand that Jendersee’s retainers 

were designed to be used concurrently with securement structures located under 

the stent, such as Sugiyama’s reinforcement, as Jendersee taught the use of its 

retainers in conjunction with encapsulating the stent with the balloon to provide 

further securement.  (See id.; Ex. 1003, Trotta Decl. ¶ 136.)  As seen in the 

diagram below, adding Jendersee’s retainers to Sugiyama’s balloon catheter would 

not affect operation of the balloon or reinforcement 9, but would provide a tapered 

profile under the cone regions of the balloon to help further secure the stent. 
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Accordingly, Sugiyama ’032 in view of Fischell ’507, and in further view of 

Jendersee discloses each and every element of independent claims, 13, 21, and 26 

and dependent claims 2 through 12, 14 through 20, and 22 through 25, as set forth 

in the chart below.  

Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

1. A medical 
device, 
comprising:  
 

Sugiyama ’032, Fischell ’507, and Jendersee are directed to 
medical devices, specifically, stent delivery systems.  (See, e.g., 
Ex. 1009, Sugiyama ’032, 3:8-9 (“FIGS. 1 to 4 illustrate a 
preferred embodiment of the balloon catheter according to the 
present invention.”), Figs. 9, 13; Ex. 1010, Fischell ’507 at 
Abstract, 2:60-62, Fig. 3; Ex. 1016, Jendersee at Abstract.) 
 

[1.1] an Sugiyama ’032 teaches a coaxial balloon catheter having a first 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

elongate shaft 
including a first 
tubular member 
and a second 
tubular 
member;  
 

tubular member, inner tube 1, and a second tubular member, 
outer tube 2.  (See Ex. 1009, Sugiyama ’032 at 3:15-23, Figs 1, 
13.) 
Several components of Sugiyama ’032 discussed in subsequent 
limitations are annotated in Figure 13 of Sugiyama below. 

[1.2] a balloon 
coupled to the 
shaft;  
 

Sugiyama ’032 teaches that balloon catheter 10 includes balloon 
3 “including a distal end 7 attached to the inner tube 1 and a 
proximal end attached to the outer tube 2.”  (Id. at 3:15-23.) 

[1.3] a first 
member 
coupled to the 
first tubular 
member and 
positioned 
within the 
balloon, the 
first member 
including a 

Jendersee teaches a first member, distal retainer 54 that has a 
tapered distal portion, and a proximal end face that is 
substantially perpendicular to the longitudinal axis of the 
elongate shaft, as seen in figure 8 of Jendersee. (See Ex. 1016, 
Jendersee at 3:49-52 (“If desired, the encapsulated stent may 
include conventional retainers at the proximal and/or distal end 
of the balloon. Such retainers may be located … within the 
balloon.”), 5:9-11, 7:33-54 ((“[T]he encapsulated stent assembly 
20 may include a distal retainer 50 and/or a proximal retainer 52. 
The retainers 50, 52 further secure the stent segment 10 to the 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

distal stop with 
a tapered distal 
portion; 
wherein the 
distal stop 
includes a 
proximal end 
face extending 
substantially 
perpendicular 
to a 
longitudinal 
axis of the 
elongate shaft; 
 

balloon 36 and create a smooth transition between the 
balloon/stent area of the delivery device and the distal and 
proximal surfaces of the delivery device of the encapsulated 
stent assembly 20.… Formed retainers 50, 52 may be tapered or 
non-tapered. Alternatively, conventional retainers 54 … may be 
placed within the balloon 36, as shown in FIG. 8. One or two 
retainers 54 may be used, and conventional retainers may be 
made from any implant able material, such as implantable 
stainless steel or polymers. Depending upon the configuration of 
the encapsulated stent assembly 20, retainers generally range in 
length from 0—20 mm.”).) 

[1.4] a second 
member 
coupled to the 
first tubular 
member and 
positioned 
within the 
balloon, the 
second member 
having a distal 
end disposed 
proximal of the 
distal stop; and  
 

Sugiyama ’032 teaches a second member, reinforcement 9, 
which is carried on inner tube 1.  (See Ex. 1009, Sugiyama ’032 
at 4:58-68 (“According to the present invention, a reinforcement 
9 is wound about a predetermined portion of the outer surface of 
the inner tube 1 which is enclosed within the balloon 3, 
preferably the portion thereof in register with the aforementioned 
cylindrical section 3a. With the reinforcement 9 thus wound 
about the inner tube 1, the inner tube is rendered more resistant 
against buckling, so that there is no risk that the inner tube 1 
disposed in the balloon 3 be broken or the first lumen 4 through 
which the guide wire 15 for the balloon catheter is passed be 
broken even at a bend of the blood vessel.”), Figs. 1, 13.) 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

 
The distal end of this reinforcement 9 would be disposed 
proximal of the distal stop in the combination of Sugiyama ’032 
and Fischell ’507 with Jendersee. 

[1.5] a medical 
implant coupled 
to the shaft and 
positioned 
adjacent to the 
balloon. 

Fischell ’507 teaches a radially expandable stent of generally 
cylindrical configuration, coil spring stent 10.  (See Ex. 1010, 
Fischell ’507 at 3:48-55, Figs. 2, 3.) 

2. The medical 
device of claim 
1, wherein the 
first tubular 
member is an 
inner tubular 
member and 

See 1.1, disclosing this coaxial catheter configuration. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

wherein the 
second tubular 
member is an 
outer tubular 
member. 
3. The medical 
device of claim 
2, wherein an 
inflation lumen 
is defined 
between the 
inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication 
with the 
balloon. 

Sugiyama ’032 teaches an inflation lumen 6 that is “is defined 
between the inner and outer tubular members and in fluid 
communication with the balloon.  (Ex. 1009, Sugiyama ’032 at 
3:15-23, 3:62-67 (“The second lumen 6 plays the role of a 
channel for 
injection of, for example, contrast medium and discharging 
of residual air and communicates at its proximal end 
with the injection port 13 of the branched hub 20. The 65 
second lumen 6 also communicates at its distal end with 
the inside of the balloon 3 at its rear end.”).)  
 

 
4. The medical 
device of claim 
3, wherein the 
balloon has a 
proximal 

See 1.2. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

portion coupled 
to the outer 
tubular member 
and wherein the 
balloon has a 
distal portion 
coupled to the 
inner tubular 
member. 
5. The medical 
device of claim 
4, wherein the 
proximal 
portion of the 
balloon is 
adhesively 
bonded to the 
outer tubular 
member. 

Sugiyama ’032 teaches that balloon 3 is adhesively bonded to 
inner tube 1 and outer tube 2.  (See Ex. 1009, Sugiyama ’032 at 
4:12-19, Fig. 1.) 
 

 
 

6. The medical 
device of claim 
4, wherein the 
distal portion of 
the balloon is 
adhesively 
bonded to the 

See 5.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

inner tubular 
member. 
7. The medical 
device of claim 
1, wherein the 
second member 
is a support 
member 
configured to 
support the 
medical 
implant. 

Although reinforcement 9 is intended in Sugiyama ’032 to 
support inner tube 1, a POSITA would understand that it would 
serve as a support member for the spiral-shaped stent taught by 
Fischell ’507 if it were added to the Sugiyama ’032 balloon 
catheter by providing grooves to secure the coil-shaped stent.  
(Ex. 1003, Trotta Decl. ¶124; see also Ex. 1010, Fischell ’507 at 
3:47-55.) 

8. The medical 
device of claim 
1, wherein the 
second member 
includes a distal 
portion having 
a substantially 
constant outer 
diameter. 

Sugiyama ’032 further teaches that reinforcement 9 may be 
made of a wire with a rectangular cross section.  (Ex. 1009, 
Sugiyama ’032 at 2:32-34.)  Making reinforcement 9 out of wire 
with a rectangular cross-section would give the reinforcement a 
substantially constant outer diameter, as seen in figure 3.  (Ex. 
1003, Trotta Decl. ¶126.) 
 

9. The medical When combined, reinforcement 9 of Sugiyama ’032 and distal 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

device of claim 
1, wherein the 
first member 
and the second 
member are 
longitudinally 
spaced from 
each other. 

retainer 54 of Jendersee would be longitudinally spaced from 
each other.  (See Ex. 1003, Trotta Decl. ¶73.) 

10. The medical 
device of claim 
1, wherein the 
medical implant 
includes a stent. 

See 1.5.  The medical implant is a stent. 

11. The medical 
device of claim 
1, wherein the 
medical implant 
is configured to 
be expanded by 
expanding the 
balloon. 

See 1.5.  The stent is a balloon-expandable stent. 

12. The medical 
device of claim 

Sugiyama ’032 teaches that “ring markers formed of an X-ray 
opaque material … at predetermined portions of the inner tube in 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

1, wherein the 
first member, 
the second 
member, or 
both include a 
radiopaque 
marker. 

the balloon that are substantially in register with both ends of the 
balloon, these ring markers being used as means for identifying 
the cylindrical portion of the balloon under X-ray fluroscopy.”  
(Ex. 1009, Sugiyama ’032 at 1:39-47 (emphasis added).)  These 
markers would be positioned proximally and distally of the stent, 
and could be included in the conventional retainers of Jendersee.  
(Ex. 1003, Trotta Decl. ¶141; Ex. 1016, Jendersee at 7:57-61.)  
Likewise, Sugiyama ’032 teaches that reinforcement 9 can 
include a radiopaque marker.  (Ex. 1009, Sugiyama ’032 at 6:43-
49.) 

13. A system 
for delivering a 
medical device, 
the system 
comprising:  

See 1.0. 

[13.1] a 
catheter shaft, 
the catheter 
shaft including 
an inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 

[13.2] a balloon 
coupled to the 
catheter shaft; 

See 1.2. 

[13.3] a distal 
stop including a 
tapered distal 
portion attached 
to the inner 
tubular member 

See 1.3. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

and positioned 
at least partially 
underneath the 
balloon; 
wherein the 
distal stop 
includes a 
proximal end 
face extending 
substantially 
perpendicular 
to a 
longitudinal 
axis of the 
catheter shaft; 
[13.4] a 
proximal 
member 
attached to the 
inner tubular 
member and 
positioned 
underneath the 
balloon, the 
proximal 
member having 
a distal end 
disposed 
proximal of the 
distal stop; and 

See 1.4. 

[13.5] a 
cardiovascular 

See 1.5.  A stent is a type of cardiovascular implant.  (See, e.g., 
Ex. 1010, Fischell ’507 at Abstract (“This invention is in the 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

implant 
disposed along 
the catheter 
shaft, the 
cardiovascular 
implant being 
configured to 
shift between a 
first 
configuration 
and an 
expanded 
configuration. 

field of percutaneous insertion catheters that are used for placing 
a coil spring stent into a vessel of a living body for the purposes 
of enhancing luminal dilation, preventing arterial restenosis and 
preventing vessel blockage resulting from intimal dissection 
following balloon and other methods of angioplasty..”).) 

14. The system 
of claim 13, 
wherein an 
inflation lumen 
is defined 
between the 
inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication 
with the 
balloon. 

See 3.0. 

15. The system 
of claim 14, 
wherein the 
balloon has a 

See 4.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

proximal 
portion coupled 
to the outer 
tubular member 
and wherein the 
balloon has a 
distal portion 
coupled to the 
inner tubular 
member. 
16. The system 
of claim 13, 
wherein the 
proximal 
member 
includes a distal 
region having a 
substantially 
constant outer 
diameter. 

See 8.0. 

17. The system 
of claim 13, 
wherein the 
distal stop and 
the proximal 
member are 
longitudinally 
spaced from 
each other. 

See 9.0. 

18. The system 
of claim 13, 
wherein the 

See 10.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

cardiovascular 
implant 
includes a stent. 
19. The system 
of claim 13, 
wherein the 
cardiovascular 
implant is 
configured to 
be expanded by 
the balloon. 

See 11.0. 

20. The system 
of claim 13, 
wherein the 
distal stop, the 
proximal 
member, or 
both include a 
radiopaque 
marker. 

See 12.0. 

21. A medical 
device for 
implanting a 
medical 
implant, the 
medical device 
comprising: 

See 1.0. 

[21.1] a 
catheter shaft, 
the catheter 
shaft including 
an inner tubular 

See 1.1. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

member and an 
outer tubular 
member; 
[21.2] a balloon 
attached to the 
catheter shaft; 

See 1.2. 

[21.3] wherein 
a proximal 
portion of the 
balloon is 
coupled to the 
outer tubular 
member and a 
distal portion of 
the balloon is 
coupled to the 
inner tubular 
member;  

See 4.0. 

[21.4] wherein 
an inflation 
lumen is 
defined 
between the 
inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication 
with the 
balloon; 

See 3.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

[21.5] wherein 
a body portion 
of the balloon 
extends over an 
implant 
receiving 
region of the 
inner tubular 
member;  

As discussed above, the coil stent of Fischell ’507 would be 
received over cylindrical section 3a of Sugiyama’s balloon 
catheter.  This body portion of the balloon thus overlies the 
implant receiving region on inner tube 1, as seen below.  (See 
Ex. 1009, Sugiyama ’032 at Fig. 13 (annotated).) 

[21.6] a distal 
stop including a 
tapered distal 
portion attached 
to the inner 
tubular member 
adjacent to the 
implant 
receiving 
region; wherein 
the distal stop 
includes a 
proximal end 
face extending 

See 1.3. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

substantially 
perpendicular 
to a 
longitudinal 
axis of the 
catheter shaft;  
[21.7] a 
proximal 
member 
attached to the 
implant 
receiving 
region and 
positioned 
between the 
implant 
receiving 
region and the 
body portion of 
the balloon, the 
proximal 
member having 
a distal end 
disposed 
proximal of the 
distal stop; and 

See 1.4. 

[21.8] an 
implantable 
endoprosthesis 
disposed along 
the catheter 
shaft, the 

See 1.5. 



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 72 -

Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

implantable 
endoprosthesis 
being 
configured to 
be received 
along the 
implant 
receiving 
region. 
22. The medical 
device of claim 
21, wherein the 
proximal 
member 
includes a distal 
region having a 
substantially 
constant outer 
diameter. 

See 8.0. 

23. The medical 
device of claim 
21, wherein the 
distal stop and 
the proximal 
member are 
longitudinally 
spaced from 
each other. 

See 9.0. 

24. The medical 
device of claim 
21, wherein the 
implantable 

See 10.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

endoprosthesis 
includes a stent. 
25. The medical 
device of claim 
21, further 
comprising a 
radiopaque 
marker coupled 
to the inner 
tubular 
member. 

See 12.0. 

26. A system 
for delivering 
an implantable 
medical device, 
the system 
comprising: 

See 1.0. 

[26.1] a 
catheter shaft, 
the catheter 
shaft including 
an inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 

[26.2] wherein 
the inner 
tubular member 
has a distal end 
that extends 
distally beyond 
a distal end of 

As seen in Figure 1 of Sugiyama ’032, inner tubular member 1 
has a distal end extending beyond the distal end of outer tubular 
member 2.  (Ex. 1009, Sugiyama ’032 at 3:15-30.) 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

the outer 
tubular 
member; 

[26.3] wherein 
the inner 
tubular member 
defines a 
guidewire 
lumen;  

Sugiyama ’032 discloses a guidewire lumen, lumen 4 of inner 
tube 1.  (Ex. 1009, Sugiyama ’032 at 3:39-41 (“The first lumen 4 
formed by the inner tube 1 plays the role of a guide wire passage 
and a blood route or channel during use of the balloon 
catheter.”).) 

[26.4] a balloon 
attached to the 
catheter shaft, 
the balloon 
being 
configured to 
shift between a 
collapsed 
configuration 
and an 
expanded 
configuration; 

See 1.2.   

[26.5] wherein 
a proximal 
portion of the 

See 4.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

balloon is 
coupled to the 
outer tubular 
member and a 
distal portion of 
the balloon is 
coupled to the 
inner tubular 
member; 
[26.6] wherein 
an inflation 
lumen is 
defined 
between the 
inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication 
with the 
balloon; 

See 3.0. 

[26.7] wherein 
a body portion 
of the balloon 
extends over an 
implant 
receiving 
region of the 
inner tubular 
member; 

See 21.5. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

[26.8] a distal 
stop attached to 
the inner 
tubular member 
at a position 
adjacent to the 
implant 
receiving 
region, the 
distal stop 
being disposed 
at least partially 
between the 
balloon and the 
inner tubular 
member; 
wherein at least 
a section of the 
distal stop is 
tapered; 

See 1.3. 

[26.9] a 
proximal 
member 
attached to the 
implant 
receiving 
region and 
being 
positioned 
between the 
implant 
receiving 

See 1.4. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

region and the 
body portion of 
the balloon; 
[26.10] wherein 
the distal stop is 
axially spaced 
from the 
proximal 
member; 

See 9.0.   
 

[26.11] a first 
radiopaque 
marker 
disposed along 
the implant 
receiving 
region and 
positioned 
adjacent to the 
distal stop; 

See 12.0. 

[26.12] a 
second 
radiopaque 
marker 
disposed along 
the implant 
receiving 
region and 
positioned 
adjacent to the 
proximal 
member; 

See 12.0. 

[26.13] wherein See 12.0. 
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Claim 
Language 

Sugiyama ’032 in View of Fischell ’507 in Further View of 
Jendersee 

the first 
radiopaque 
marker is 
axially spaced 
from the second 
radiopaque 
marker; and 
[26.14] an 
implantable 
endoprosthesis 
disposed along 
the catheter 
shaft and 
configured to 
be received 
along the 
implant 
receiving 
region, the 
implantable 
endoprosthesis 
being 
configured to 
be expandable 
by the balloon. 

See 1.5. 

 

C. Ground 3: Claims 1 through 7, 9 through 15, 17 through 21, and 
23 through 26 are Obvious over Rupp in View of the Knowledge 
of a POSITA and/or Sugiyama ’032 and in Further View of 
Jendersee 
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Rupp discloses a balloon-expandable stent delivery system with a mounting 

member on the catheter shaft, a “built-up layer.”  (See Ex. 1023, Rupp at 1:6-11, 

2:40-44, 4:56-67, Figs. 1, 16.)  As seen in Figure 1 of Rupp, built-up layer 20 is 

located on the catheter shaft, inner lumen tubing 30, underneath balloon 35 and 

stent 100.  (See id. 4:62-5:12, 5:41-45, 6:1-3, claim 1 (“[A]t least one free standing 

built-up layer affixed to the outer diameter of the inner lumen tube.”)  Built-up 

layer 20 may be made of a single layer from a cast-in-place adhesive, or from 

multiple layers 40, 50, and 60 of “polyethylene or nylon or other suitable 

biocompatible materials.”  (See id. at 5:65-6:3, 6:61-7:1, Figs. 1, 16.)  In Figure 1 

below, the built-up layer 20 surrounds and encloses a metal radiopaque marker 

band 45, but Rupp also discloses the use of a pair of radiopaque marker bands 65 

located proximally and distally of the stent.  (See id. at 5:27-32, Fig. 10.)  As seen 

in Figure 10 below, the built-up layer can extend between the marker bands. 
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According to Rupp, the built-up layer “reduces longitudinal stent slippage 

during stent expansion and permits uniform radial stent expansion.”  (Id. at 2:40-

43.)  In addition, Rupp teaches that the built-up layer serves to protect the delicate 

balloon material from being damaged by being “compressed between two pieces of 

metal, the marker band 45 and the stent 100” during crimping, which “could cause 

pin hole leaks” in the balloon.  (Id. at 5:38-45.) 

Rupp discloses all of the elements teaches all elements of claims 1 through 

7, 9 through 15, 17 through 21, and 23 through 26 of the ’062 patent except for a 

tapered distal stop located within the balloon, and adhesive bonding of the balloon. 

With respect to adhesive bonding, as discussed above in Ground 1, this was 

an obvious design choice since adhesive bonding of balloons to catheters was not 

only well known to a POSITA, but also expressly taught by Sugiyama ’032.  (See 

supra Ground 1.) 

With respect to the tapered distal stop, as discussed above, during 

prosecution of the ’062 patent, the Applicants distinguished their invention over 
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Rupp by contending that Rupp lacked a tapered distal stop with a perpendicular 

proximal end face.  See supra Part II.C.  Because the Examiner only contended that 

Rupp’s built-up layer was a tapered distal stop, he never addressed whether it 

would have been obvious to add an additional, prior art tapered distal stop to 

Rupp’s delivery system to improve stent securement and trackability.   

As discussed above in Ground 2, Jendersee teaches the use of “conventional 

retainers” that are conical stops, in conjunction with other stent retention 

mechanisms.  See supra Ground 2.  A POSITA would have been motivated to add 

one or both conical retainers taught by Jendersee as a useful adjunct to built-up 

layer of Rupp to further enhance the securement of the stent, which would yield the 

same benefits of enhanced securement and trackability discussed above.  (See also 

Ex. 1016, Jendersee at 7:33-54; Ex. 1003, Trotta Decl ¶146.)  Adding stops at the 

ends of Rupp’s stent would not affect operation of the balloon or the built up 

section 20 and would provide a tapered profile under the cone regions of the 

balloon to help further secure the stent. 
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Accordingly, Rupp in view of Jendersee discloses each and every element of 

independent claims 1, 13, 21, and 26, and dependent claims 2 through 7, 9 through 

12, 14, 15, 17 through 21, 23, and 24, as set forth in the chart below.  

Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
1. A medical 
device, 
comprising:  
 

Rupp and Jendersee are directed to medical devices, 
specifically, stent delivery systems.  (See, e.g., Ex. 1023, 
Rupp at Abstract (“An intravascular catheter system for 
implanting a radially expandable stent within a body 
vessel.”).); Ex. 1016, Jendersee at Abstract.) 
 

[1.1] an elongate 
shaft including a 

Rupp discloses a “typical catheter” with a first tubular 
member, inner lumen tubing 30, and a second tubular 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
first tubular 
member and a 
second tubular 
member;  
 

member, inflation lumen tubing 55.  (Ex. 1023, Rupp at 5:13-
20, Fig. 1.) 

[1.2] a balloon 
coupled to the 
shaft;  
 

Rupp discloses that balloon 35 is coupled to the inflation 
lumen tubing 55 at the proximal end, and inner lumen tubing 
30 at the distal end.  (Id. at 5:22-26 (“The distal end of the 
balloon 35 may be sealed to the distal end of the inner lumen 
tubing 30.  The proximal end of the balloon 35 may be sealed 
to the distal end of the inflation lumen tubing 55.”).) 

[1.3] a first 
member coupled 
to the first tubular 
member and 
positioned within 
the balloon, the 
first member 
including a distal 
stop with a 
tapered distal 
portion; wherein 
the distal stop 
includes a 

Jendersee teaches a first member, distal retainer 54 that has a 
tapered distal portion, and a proximal end face that is 
substantially perpendicular to the longitudinal axis of the 
elongate shaft, as seen in Fig. 8 of Jendersee.  (See Ex. 1016, 
Jendersee at 3:49-52, 5:9-11, 7:33-54.)
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
proximal end face 
extending 
substantially 
perpendicular to a 
longitudinal axis 
of the elongate 
shaft; 
 
[1.4] a second 
member coupled 
to the first tubular 
member and 
positioned within 
the balloon, the 
second member 
having a distal end 
disposed proximal 
of the distal stop; 
and  
 

Rupp discloses a second member, built-up section 20 (made of 
built-up layers 40, 50, and 60), which is positioned within the 
balloon and having a distal end that would be disposed 
proximal of the distal retainer 54 of Jendersee.  (See Ex. 1023, 
Rupp at 4:62-5:12, 5:41-45, 6:1-3 (“The inner lumen tubing 
30 can be built up by adding built-up layers 40, 50, 60 of a 
polymer material or by molding”), Fig. 1.) 

[1.5] a medical 
implant coupled to 
the shaft and 
positioned 
adjacent to the 
balloon. 

Rupp discloses a medical implant, stent 100, which is 
positioned adjacent to the balloon as seen in Figure 1. See id. 
at 4:58-67, Fig. 1. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 

2. The medical 
device of claim 1, 
wherein the first 
tubular member is 
an inner tubular 
member and 
wherein the 
second tubular 
member is an 
outer tubular 
member. 

See 1.1, disclosing this coaxial catheter configuration.  (See 
also Ex. 1023, Rupp at 5:18-20 (“In FIG. 1, inner lumen 
tubing 30 is coaxial with the inflation lumen tubing 55 and 
runs longitudinally there through.”).) 

3. The medical 
device of claim 2, 
wherein an 
inflation lumen is 
defined between 
the inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 

Rupp discloses that “inflation lumen tubing 55 defines an 
inflation lumen 140.  (See Ex. 1023, Rupp at 5:17-18, Fig. 1.) 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
communication 
with the balloon. 
4. The medical 
device of claim 3, 
wherein the 
balloon has a 
proximal portion 
coupled to the 
outer tubular 
member and 
wherein the 
balloon has a 
distal portion 
coupled to the 
inner tubular 
member. 

See 1.2. 

5. The medical 
device of claim 4, 
wherein the 
proximal portion 
of the balloon is 
adhesively bonded 
to the outer 
tubular member. 

Adhesive bonding of balloons to catheter shafts was well 
known to a POSITA.  (Ex. 1003, Trotta Decl. ¶ 144.)  As 
discussed above, Sugiyama ’032 also expressly teaches 
adhesive bonding of a balloon to a coaxial catheter.  (See Ex. 
1009, Sugiyama ’032 at 4:12-19, Fig. 1.) 
 
 
 

6. The medical 
device of claim 4, 
wherein the distal 
portion of the 
balloon is 
adhesively bonded 
to the inner 
tubular member. 

See 5.0. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
7. The medical 
device of claim 1, 
wherein the 
second member is 
a support member 
configured to 
support the 
medical implant. 

Rupp’s built up section 20 is a support member designed to 
support the stent.  (See Ex. 1023, Rupp at 4:62-5:12, 5:38-45, 
6:1-3.).) 

9. The medical 
device of claim 1, 
wherein the first 
member and the 
second member 
are longitudinally 
spaced from each 
other. 

When combined, the built-up section 20 of Rupp and distal 
retainer 54 of Jendersee would be 132 from each other.  (See 
Ex. 1003, Trotta Decl. ¶ 142.) 

10. The medical 
device of claim 1, 
wherein the 
medical implant 
includes a stent. 

See 1.5.  The medical implant is a stent. 

11. The medical 
device of claim 1, 
wherein the 
medical implant is 

See 1.5.  The stent is a balloon-expandable stent. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
configured to be 
expanded by 
expanding the 
balloon. 
12. The medical 
device of claim 1, 
wherein the first 
member, the 
second member, 
or both include a 
radiopaque 
marker. 

Built up section 20 of Rupp includes a radiopaque marker 
band 45.  (See Ex. 1023, Rupp at 5:28-30, Fig. 1.) 
 

 
Rupp also teaches the use of additional radiopaque marker 
bands 65, as seen in figure 10.  (See id. at 5:28-33.) 

 
Jendersee teaches that its retainer assemblies may be used in 
conjunction with radiopaque markers, such as those disclosed 
in Rupp.  (See Ex. 1016, Jendersee at 7:58-61 (“Conventional 
radiopaque markers and fluoroscopy may be used with the 
device for positioning the encapsulated stent and for viewing 
the expansion procedure.”).) 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
13. A system for 
delivering a 
medical device, 
the system 
comprising:  

See 1.0. 

[13.1] a catheter 
shaft, the catheter 
shaft including an 
inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 

[13.2] a balloon 
coupled to the 
catheter shaft; 

See 1.2. 

[13.3] a distal stop 
including a 
tapered distal 
portion attached to 
the inner tubular 
member and 
positioned at least 
partially 
underneath the 
balloon; wherein 
the distal stop 
includes a 
proximal end face 
extending 
substantially 
perpendicular to a 
longitudinal axis 

See 1.3. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
of the catheter 
shaft; 
[13.4] a proximal 
member attached 
to the inner 
tubular member 
and positioned 
underneath the 
balloon, the 
proximal member 
having a distal end 
disposed proximal 
of the distal stop; 
and 

See 1.4. 

[13.5] a 
cardiovascular 
implant disposed 
along the catheter 
shaft, the 
cardiovascular 
implant being 
configured to shift 
between a first 
configuration and 
an expanded 
configuration. 

See 1.5.  A stent is a type of cardiovascular implant.  (See, 
e.g., Ex. 1023, Rupp at 1:37-41 (“An implanted prosthesis 
such as a stent can preclude additional procedures and 
maintain vascular patency by mechanically supporting dilated 
vessels to prevent vessel collapse.”).) 

14. The system 
of claim 13, 
wherein an 
inflation lumen is 
defined between 
the inner tubular 

See 3.0. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication 
with the balloon. 
15. The system 
of claim 14, 
wherein the 
balloon has a 
proximal portion 
coupled to the 
outer tubular 
member and 
wherein the 
balloon has a 
distal portion 
coupled to the 
inner tubular 
member. 

See 4.0. 

17. The system 
of claim 13, 
wherein the distal 
stop and the 
proximal member 
are longitudinally 
spaced from each 
other. 

See 9.0. 

18. The system 
of claim 13, 
wherein the 

See 10.0. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
cardiovascular 
implant includes a 
stent. 
19. The system 
of claim 13, 
wherein the 
cardiovascular 
implant is 
configured to be 
expanded by the 
balloon. 

See 11.0. 

20. The system 
of claim 13, 
wherein the distal 
stop, the proximal 
member, or both 
include a 
radiopaque 
marker. 

See 12.0. 

21. A medical 
device for 
implanting a 
medical implant, 
the medical device 
comprising: 

See 1.0. 

[21.1] a catheter 
shaft, the catheter 
shaft including an 
inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
[21.2] a balloon 
attached to the 
catheter shaft; 

See 1.2. 

[21.3] wherein a 
proximal portion 
of the balloon is 
coupled to the 
outer tubular 
member and a 
distal portion of 
the balloon is 
coupled to the 
inner tubular 
member;  

See 4.0. 

[21.4] wherein an 
inflation lumen is 
defined between 
the inner tubular 
member and the 
outer tubular 
member, the 
inflation lumen 
being in fluid 
communication 
with the balloon; 

See 3.0. 

[21.5] wherein a 
body portion of 
the balloon 
extends over an 
implant receiving 
region of the inner 
tubular member;  

As seen in Figure 1 of Rupp, a body portion of the balloon 
extends over an implant receiving region of the inner tube, 
based on the location of stent 100.  (Ex. 1023, Rupp at 4:58-
62, Fig. 1.) 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 

[21.6] a distal stop 
including a 
tapered distal 
portion attached to 
the inner tubular 
member adjacent 
to the implant 
receiving region; 
wherein the distal 
stop includes a 
proximal end face 
extending 
substantially 
perpendicular to a 
longitudinal axis 
of the catheter 
shaft;  

See 1.3. 

[21.7] a proximal 
member attached 
to the implant 
receiving region 
and positioned 

See 1.4. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
between the 
implant receiving 
region and the 
body portion of 
the balloon, the 
proximal member 
having a distal end 
disposed proximal 
of the distal stop; 
and 
[21.8] an 
implantable 
endoprosthesis 
disposed along the 
catheter shaft, the 
implantable 
endoprosthesis 
being configured 
to be received 
along the implant 
receiving region. 

See 1.5. 

23. The medical 
device of claim 
21, wherein the 
distal stop and the 
proximal member 
are longitudinally 
spaced from each 
other. 

See 9.0. 

24. The medical 
device of claim 
21, wherein the 

See 10.0. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
implantable 
endoprosthesis 
includes a stent. 
25. The medical 
device of claim 
21, further 
comprising a 
radiopaque marker 
coupled to the 
inner tubular 
member. 

See 12.0. 

26. A system for 
delivering an 
implantable 
medical device, 
the system 
comprising: 

See 1.0. 

[26.1] a catheter 
shaft, the catheter 
shaft including an 
inner tubular 
member and an 
outer tubular 
member; 

See 1.1. 

[26.2] wherein the 
inner tubular 
member has a 
distal end that 
extends distally 
beyond a distal 
end of the outer 
tubular member; 

The distal end of inner tubing 30 of Rupp extends distally 
beyond the distal end of inflation lumen tubing 55.  (Ex. 1023, 
Rupp at 5:15-20, Fig. 1.) 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
[26.3] wherein the 
inner tubular 
member defines a 
guidewire lumen;  

Rupp discloses that “inner lumen tubing 30 defines an inner 
lumen 135 which provides a passageway for a guidewire.”   
(Id. at 5:14-15.) 

[26.4] a balloon 
attached to the 
catheter shaft, the 
balloon being 
configured to shift 
between a 
collapsed 
configuration and 
an expanded 
configuration; 

See 1.2.   

[26.5] wherein a 
proximal portion 
of the balloon is 
coupled to the 
outer tubular 
member and a 
distal portion of 
the balloon is 
coupled to the 
inner tubular 
member; 

See 4.0. 

[26.6] wherein an 
inflation lumen is 
defined between 
the inner tubular 
member and the 
outer tubular 
member, the 

See 3.0. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
inflation lumen 
being in fluid 
communication 
with the balloon; 
[26.7] wherein a 
body portion of 
the balloon 
extends over an 
implant receiving 
region of the inner 
tubular member; 

See 21.5. 

[26.8] a distal stop 
attached to the 
inner tubular 
member at a 
position adjacent 
to the implant 
receiving region, 
the distal stop 
being disposed at 
least partially 
between the 
balloon and the 
inner tubular 
member; wherein 
at least a section 
of the distal stop 
is tapered; 

See 1.3. 

[26.9] a proximal 
member attached 
to the implant 
receiving region 

See 1.4. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
and being 
positioned 
between the 
implant receiving 
region and the 
body portion of 
the balloon; 
[26.10] wherein 
the distal stop is 
axially spaced 
from the proximal 
member; 

See 9.0.   
 

[26.11] a first 
radiopaque marker 
disposed along the 
implant receiving 
region and 
positioned 
adjacent to the 
distal stop; 

See 12.0. 

[26.12] a second 
radiopaque marker 
disposed along the 
implant receiving 
region and 
positioned 
adjacent to the 
proximal member; 

See 12.0. 

[26.13] wherein 
the first 
radiopaque marker 
is axially spaced 

See 12.0. 
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Claim Language 
Rupp in View of Knowledge of a POSITA and/or 

Sugiyama ’032 in Further View of Jendersee 
from the second 
radiopaque 
marker; and 
[26.14] an 
implantable 
endoprosthesis 
disposed along the 
catheter shaft and 
configured to be 
received along the 
implant receiving 
region, the 
implantable 
endoprosthesis 
being configured 
to be expandable 
by the balloon. 

See 1.5. 

 

VI. SECONDARY CONSIDERATIONS CANNOT OVERCOME THE 
STRONG EVIDENCE OF OBVIOUSNESS 

Secondary considerations do not control the obviousness conclusion.  See 

Newell Cos., Inc. v. Kenney Mfg. Co., 864 F.2d 757, 768 (Fed. Cir. 1988).  Where, 

as here, a strong prima facie case of obviousness exists, even relevant secondary 

considerations supported by substantial evidence may not dislodge the final 

conclusion of obviousness.  See, e.g., Leapfrog Enters., Inc. v. Fisher-Price, Inc., 

485 F.3d 1157, 1162 (Fed. Cir. 2007).  Petitioner is not aware of any evidence of 
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secondary considerations that would support a finding of non-obviousness, but 

reserves the right to respond to such evidence, if presented. 

VII. REQUIREMENTS FOR INTER PARTES REVIEW 

A. Ground for Standing (37 C.F.R. § 42.104(a)) 

Petitioner certifies that (1) the ’062 patent is available for IPR; (2) Petitioner 

is not barred or estopped from requesting IPR of the ’062 patent on the grounds 

identified herein; and (3) Petitioner has not filed a complaint relating to the ’062 

patent.   

VIII. MANDATORY NOTICES UNDER 37 C.F.R. § 42.8(b) 

A. Real Parties in Interest 

Petitioner certifies that Edwards is the real party-in-interest.   

B. Related Matters 

The ’062 patent has been asserted in litigation by Boston Scientific 

Corporation and Boston Scientific SciMed Inc. v. Edwards Lifesciences 

Corporation, Central District of California case number 16-CV-730. 

C. Payment of Fees 

Petitioner requests review of 26 claims of the ’062 patent.  This Petition is 

accompanied by an inter partes request filing fee payment of $10,200 and an inter 

partes post-institution fee payment of $16,200 which together meet the fee 



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 102 -

requirements under 35 U.S.C. § 312(a)(1).  The USPTO is authorized to charge 

any fees or credit any overpayments to Deposit Account No. 20-1430. 

D. Designation of Lead and Back-Up Counsel 

Lead Counsel for Petitioner is A. James Isbester (Reg. No. 36,315), of 

Kilpatrick Townsend & Stockton LLP, at contact information provided below.   

Back-Up Counsel for Petitioner are Craig S. Summers (Reg. No. 31,430) 

and Joshua Stowell (Reg. No. 64,096) of Knobbe, Martens, Olson & Bear, LLP, at 

contact information provided below. 

E. Power of Attorney 

Powers of attorney are filed herewith in accordance with 37 C.F.R. § 

42.10(b). 

F. Service Information 

Edwards serves this Petition and all exhibits to the address of the attorney or 

agent of record in the Patent Office for the ’062 patent.  Edwards may be served at 

mailing addresses below, and also consents to service at the e-mail addresses 

below. 
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Respectfully submitted, 
 
 
 
By: /s/ A. James Isbester  
A. James Isbester 
Registration No. 36,315 
Lead Counsel for Petitioner 

Lead Counsel Back-Up Counsel 

A. James Isbester 
Registration No. 36,315  
jisbester@kilpatricktownsend.com 
 

Postal and Hand-Delivery Address: 
Kilpatrick Townsend & Stockton LLP 
Two Embarcadero Center, Suite 1900 
San Francisco, CA 94111 
Telephone: (415) 576-0200 
Fax: (415) 576-0300 
 

Craig S. Summers 
Registration No. 31,430) 
2css@knobbe.com  
Joshua Stowell 
Registration No. 64,096) 
joshua.stowell@knobbe.com 
 

Postal and Hand-Delivery Address: 
Knobbe, Martens, Olson & Bear, 
LLP 
2040 Main Street, 14th Floor 
Irvine, CA  92614 
Telephone: (949) 760-0404 
Fax: (949) 760-9502 
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CERTIFICATE OF WORD COUNT 
  

The undersigned certifies pursuant to 37 C.F.R. § 42.24(d) that the foregoing 

Petition for Inter partes Review excluding any table of contents, table of 

authorities, certificates of service or word count, or appendix of exhibits or claim 

listing, contains 13,840 words according to the word-processing program used to 

prepare this paper (Microsoft Word). Including annotations in figures, Petitioner 

certifies that this Petition for Inter partes Review does not exceed the applicable 

type-volume limit of 37 C.F.R. § 42.24(a). 

Dated: April 19, 2017    /s/ A. James Isbester   
Counsel for Petitioner 

  



Petition for Inter Partes Review 
U.S. Patent No. 8,709,062 
 

 - 105 -

CERTIFICATE OF SERVICE 
 

The undersigned hereby certifies that a copy of this Petition for Inter Partes 

Review of U.S. Patent No. 8,709,062, including its supporting Exhibits (1001-

1025) and Power of Attorney has been served via Express Mail on April 19, 2017, 

upon the following: 

SEAGER, TUFTE & WICKHEM, LLP 
100 SOUTH 5TH STREET  

SUITE 600  
MINNEAPOLIS MN 55402 

 
BOSTON SCIENTIFIC SCIMED, INC. 

ONE SCIMED PLACE 
MAPLE GROVE, MN 55311 

 

Respectfully,  

Dated:  April 19, 2017 

 

 

 

By: /s/ A. James Isbester 
A. James Isbester 
Registration No. 36,315 
Counsel for Petitioner 
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