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Pursuant to 35 U.S.C. §§ 141-144, 319, and 37 C.F.R.§ 90.2(a), notice is 

hereby given that Petitioners Medtronic, Inc. and Medtronic Vascular, Inc. 

(“Medtronic”) appeal to the United States Court of Appeals for the Federal Circuit 

from the Final Written Decision (“Final Written Decision”) (Paper No. 104, dated 

June 7, 2021 (filed under seal); Paper No. 106, dated June 17, 2021 (redacted)), the 

Order denying Director review of the Final Written Decision (“Order Denying 

Director Review”) (Paper No. 109, dated August 27, 2021), and the Order denying 

review by the Precedential Opinion Panel (“Order Denying POP Review”) (Paper 

110, dated September 8, 2021), all entered by the United States Patent and 

Trademark Office, Patent Trial and Appeal Board (“Board”) in IPR2020-00138, 

and from all underlying orders, decisions, rulings, and opinions.  Copies of the 

Final Written Decision, the Order Denying Director Review, and the Order 

Denying POP Review are attached hereto as Exhibits A1 (filed under seal), A2 

(redacted), B, and C. 

In accordance with 37 C.F.R. § 90.2(a)(3)(ii), Medtronic further indicates 

that the issues on appeal may include, but are not limited to, whether the Board 

erred in determining that claims 33, 34, and 44 of U.S. Patent Number RE47,379 

were not shown to be unpatentable under 35 U.S.C. § 102 or § 103, any findings 

supporting or related to the Board’s determination, and all other issues decided 

adversely to Medtronic in any order, decision, ruling, and/or opinion, including but 
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not limited to the Board’s failure to properly consider evidence of record, the 

Board’s legal errors in undertaking the anticipation and obviousness analyses, the 

Board’s findings that conflict with the evidence of record and are not supported by 

substantial evidence, and the Board’s granting of Teleflex’s contingent motion to 

amend to substitute claims 46-51. 

Simultaneous with this submission, a copy of this Notice of Appeal is being 

filed through the Patent Trial and Appeal Board End to End (“PTAB E2E”) 

System.  In addition, a copy of the Notice of Appeal, along with the required 

docketing fee, is being filed with the Clerk of Court for the United States Court of 

Appeals for the Federal Circuit. 

 

Dated:  September 27, 2021 Respectfully submitted, 

 /s/ Cyrus A. Morton  
 Cyrus A. Morton 
 ROBINS KAPLAN LLP 
 800 LaSalle Avenue, Suite 2800 
 Minneapolis, MN 55402 
 (612) 349-8500 
 Attorney for Petitioner 
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CERTIFICATE OF SERVICE 

I hereby certify that on this September 27, 2021, a copy of Petitioners 

Medtronic, Inc. and Medtronic Vascular, Inc.’s Notice of Appeal Under 37 C.F.R. 

§ 90.2(a) was served in its entirety by electronic mail on Patent Owner’s counsel at 

the following addresses included in Patent Owner’s Mandatory Notices: 

J. Derek Vandenburgh, Reg. No. 32,179 
dvandenburgh@carlsoncaspers.com 

 
Dennis C. Bremer, Reg. No. 40,528 

dbremer@carlsoncaspers.com 
 

Joseph W. Winkels 
jwinkels@carlsoncaspers.com 

 
Peter M. Kohlhepp 

pkohlhepp@carlsoncaspers.com 
 

Tara C. Norgard 
tnorgard@carlsoncaspers.com 

 
Alexander S. Rinn 

pkohlhepp@carlsoncaspers.com 
 

Megan E. Christner, Reg. No. 78,979 
mchristner@carlsoncaspers.com 

 
Kenneth E. Levitt, Reg. No. 39,747 

levitt.kenneth@dorsey.com 
 
Dated:  September 27, 2021 Respectfully submitted, 
 /s/ Cyrus A. Morton  
 Cyrus A. Morton 
 Reg. No. 44,954 
 Attorney for Petitioners 
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I. INTRODUCTION

This Final Written Decision is issued pursuant to 35 U.S.C. § 318(a) 

and 37 C.F.R. § 42.73.  Petitioner bears the burden of proving 

unpatentability of the challenged claims, and that burden of persuasion never 

shifts to Patent Owner.  Dynamic Drinkware, LLC v. Nat’l Graphics, Inc., 

800 F.3d 1375, 1378 (Fed. Cir. 2015).  The evidentiary standard is a 

preponderance of the evidence.  See 35 U.S.C. § 316(e); 37 C.F.R. § 42.1(d) 

(2019).   

For the reasons that follow, we determine that Petitioner has 

established by a preponderance of the evidence that claims 25, 26, 29–32, 

35–40, 42, 43 and 45 of U.S. Patent RE47,379 E are unpatentable and that 

Petitioner has not shown by a preponderance of the evidence that claims 33, 

34 and 44 are unpatentable.  Additionally, we grant Patent Owner’s 

Corrected Contingent Motion to Amend and enter proposed substitute claims 

46–51.   

A. Procedural Background

Medtronic, Inc. and Medtronic Vascular, Inc. (collectively 

“Petitioner”) filed a Petition requesting inter partes review of claims 25, 26, 

29–40, and 42–45 of U.S. Patent RE47,379 E (Ex. 1201, “the ’379 patent”).  

Paper 1 (“Pet.”).  Teleflex Innovations S.À.R.L. (“Patent Owner”)1 filed a 

Preliminary Response to the Petition.  Paper 10 (“Prelim. Resp.”).  Upon 

review of the parties’ arguments and supporting evidence, we instituted an 

1 Patent Owner represents that “Teleflex Innovations S.A.R.L. merged into 
Teleflex Medical Devices S.A.R.L,” which subsequently “transferred 
ownership of [the ’379 patent]] to Teleflex Life Sciences Limited.”  Paper 7, 
2.
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inter partes review of all claims and grounds asserted in the Petition.  Paper 

20 (“Inst. Dec.”).   

Patent Owner subsequently filed a Patent Owner Response.  Paper 39 

(confidential), Paper 40 (redacted) (“PO Resp.”).  Petitioner filed a Reply 

(Paper 69, confidential), (Paper 70, redacted) (“Pet. Reply”), and Patent 

Owner filed a Sur-Reply (Paper 85, confidential), (Paper 86, redacted) (“PO 

Sur-Reply”).  

Patent Owner also filed a corrected Contingent Motion to Amend.  

Paper 81 (“MTA”).  The Motion requests that if any of claims 25, 29, 30, 38, 

43, or 45 are found unpatentable, they should be replaced by proposed 

substitute claims 46–51 (“proposed substitute claims” or “proposed claims”).  

MTA 1.  Petitioner filed an Opposition to Patent Owner’s Motion to Amend.  

Paper 84 (“Pet. MTA Opp.”).  Patent Owner filed a Reply in support of the 

corrected Motion to Amend (Paper 88, “PO MTA Reply”), and Petitioner 

filed a Sur-reply (Paper 94, “Pet. MTA Sur-reply”).   

An oral hearing was held on March 8, 2021, and a transcript of the 

hearing is included in the record.  Papers 102 (redacted), 103 (confidential) 

(“Tr.”). 

B. Real Parties in Interest

Petitioner identifies itself as the real parties in interest in this 

proceeding.  Pet. 4.  Patent Owner identifies itself, Vascular Solutions LLC, 

Arrow International, Inc., and Teleflex LLC, as the real parties in interest in 

this proceeding.  Paper 7, 2. 

3 
 

PUBLIC VERSION



IPR2020-00138 
Patent RE47,379 E 

C. Related Matters

Petitioner indicates that the ’379 patent is the subject of litigation in 

Vascular Solutions LLC, et al. v. Medtronic, Inc., et al., No. 19-cv-01760 

(D. Minn.) (“Medtronic case”) and QXMedical, LLC v. Vascular Solutions, 

LLC, No. 17-cv-01969 (D. Minn.) (“QXM case”).  Pet. 4–5.  Patent Owner 

identifies only the Medtronic case as a related matter involving the ’379 

patent.  Paper 4, 2. 

The ’379 patent is also at issue in IPR2020-00137.  Paper 4, 3; Pet. 5.  

We instituted inter partes review based on that petition on June 8, 2020.  

IPR2020-00137, Paper 22.  In addition, Petitioner has filed concurrent 

petitions challenging related reissue patents: US 8,048,032 (IPR2020-00126, 

IPR2020-00127); RE45,830 (IPR2020-00128; IPR2020-00129; IPR2020-

00130; IPR2020-00131), RE45,760 (IPR2020-00132; IPR2020-00133; 

IPR2020-00134), and RE45,776 (IPR2020-00135; IPR2020-00136).   

D. The ’379 Patent (Ex. 1201)

The ’379 patent is titled “Coaxial Guide Catheter for Interventional 

Cardiology Procedures.”  Ex. 1201, code (54).  The Specification of the ’379 

patent describes catheters used in interventional cardiology procedures and, 

in particular, to “methods and apparatus for increasing backup support for 

catheters inserted into the coronary arteries from the aorta.”  Id. at 1:43–47. 

“In coronary artery disease the coronary arteries may be narrowed or 

occluded by atherosclerotic plaques or lesions.”  Id. at 1:57–59.  This 

narrowing is referred to as stenosis.  Id. at 1:61.  To diagnose or treat aortic 

stenosis, “it is commonly necessary to pass a guidewire or other instruments 

through and beyond the occlusion or stenosis of the coronary artery.”  Id. at 

1:61–65.  In this method, a guide catheter is inserted through the aorta and 
4 
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into the ostium of the coronary artery where it is typically seated into the 

opening or ostium of the artery to be treated.  Id. at 1:66–2:3.  A guidewire 

or other instrument is then passed through the lumen of the guide catheter 

and inserted into the artery beyond the stenosis.  Id. at 2:3–5.  Crossing 

tough lesions, however, may create enough backwards force to dislodge the 

guide catheter from the ostium of the artery being treated, making it difficult 

or impossible to treat certain forms of coronary artery disease.  Id. at 2:6–10. 

Figures 1 and 2 of the ’379 patent are reproduced below: 

Figure 1 is a schematic depiction of a coaxial guide catheter and a tapered 

inner catheter and Figure 2 is a schematic depiction of these two elements 

assembled.  Id. at 5:57–62.  As shown in Figure 1, coaxial guide catheter 12 

includes tip portion 16, reinforced portion 18, and rigid portion 20.  Id. at 

6:50–51.  Tapered inner catheter 14 includes tapered portion 46 at a distal 

end thereof and straight portion 48.  Id. at 7:36–37.  Clip 54 releasably joins 

tapered inner catheter 14 to coaxial guide catheter 12.  Id. at 7:41–44. 

Figure 4 of the ’379 patent is reproduced below: 
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Figure 4 is a sectional view of a coaxial guide catheter.  Id. at 5:66–67.  As 

shown in Figure 4, rigid portion 20 includes first full circumference portion 

34, hemicylindrical portion 36, and arcuate portion 38.  Id. at 7:8–15.  

Hemicylindrical portion 36 includes 40% to 70% of the circumference of the 

rigid portion tube, and may extend approximately 20 to 75 cm in length.  Id. 

at 7:20–23.  Hemicylindrical portion 36 tapers into arcuate portion 38, which 

extends from 25% to 40% of the circumference of the tube.  Id. at 7:24–27.   

PUBLIC VERSION
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Figure 8 of the ’380 patent is reproduced below: 

Figure 8 is a schematic view of a guide catheter, a guidewire, a coaxial guide 

catheter, and a tapered inner catheter located in the aortic arch and coronary 

artery.  Id. at 6:11–14.  In Figure 8, “coaxial guide catheter 12 with tapered 

inner catheter 14 is passed through guide catheter 56 and over guidewire 64 

into coronary artery 62.”  Id. at 8:26–32.  “Coaxial guide catheter 12, with 

tapered inner catheter 14, provides an inner support member for proper 

translation over guidewire 64.”  Id. at 8:32–36.  “Once coaxial guide catheter 

12 is in place, tapered inner catheter 14 is removed from the inside of 

coaxial guide catheter 12.”  Id. at 8:36–38.  At this point, coaxial guide 

catheter 12 is ready to accept a treatment catheter such as a stent or balloon 

catheter.  Id. at 8:39–40.  The ’379 patent explains that coaxial guide 

7 
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catheter 12 provides additional backup support to resist dislodging of guide 

catheter 56 from ostium 60 when force is applied to guidewire 64 to pass 

through stenotic lesion 66.  Id. at 8:47–54.   

E. Illustrative Claims

Claims 25, 33, 34, 38, 42 and 44, reproduced below, are illustrative of 

the challenged claims. 

25. A method of forming a device adapted for use with a
standard guide catheter having a continuous lumen extending for 
a predefined length, the method comprising: 

providing a flexible tip segment having a lumen 
therethrough; 

providing a reinforced segment having a lumen 
therethrough, including one or more metallic elements covered 
with a polymer, and extending from a proximal end portion to a 
distal end portion; 

providing a substantially rigid segment extending from a 
proximal end portion to a distal end portion, wherein the 
substantially rigid segment is more rigid along a longitudinal axis 
than the flexible tip segment; 

defining a side opening portion, including forming, in a 
proximal to distal direction, an arcuate cross-sectional shape and 
a hemicylindrical cross-sectional shape; 

eccentrically positioning the distal end portion of the 
substantially rigid segment relative to a longitudinal axis of the 
proximal end portion of the reinforced segment; and 

coaxially aligning the distal end portion of the reinforced 
segment and a proximal end portion of the flexible tip segment, 

wherein providing the substantially rigid segment, the 
reinforced segment, and the flexible tip segment includes 
forming a device length that is longer than the predefined length 
of the continuous lumen of the guide catheter such that when a 
distal end portion of the flexible tip segment is extended distally 
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of a distal end of the guide catheter, the proximal end portion of 
the substantially rigid segment extends proximally of a proximal 
end of the guide catheter.   

33. The method of claim 25, wherein providing the
reinforced segment includes forming or obtaining a reinforced 
segment including a lumen having a uniform inner diameter that 
is about one French smaller than an inner diameter of the 
continuous lumen of the guide catheter. 

34. The method of claim 33, wherein the lumen of the
reinforced segment is greater than or equal to 0.056 inches and 
the continuous lumen of the guide catheter is greater than or 
equal to 0.070 inches. 

38. A method of forming a device adapted for use with a
standard guide catheter having a continuous lumen extending for 
a predefined length, the method comprising:  

providing a flexible tip segment having a lumen 
therethrough;  

providing a reinforced segment including one or more 
metallic elements covered with a polymer and having a lumen 
for coaxial alignment with the lumen of the flexible tip segment; 

providing a substantially rigid segment extending from a 
proximal end portion to a distal end portion, wherein the 
substantially rigid segment is more rigid along a longitudinal axis 
than the flexible tip segment;  

defining a side opening portion, including forming, in a 
proximal to distal direction, an arcuate cross-sectional shape and 
a hemicylindrical cross-sectional shape, the side opening portion 
extending for a distance along a longitudinal axis of the device 
such that the side opening is accessible from a longitudinal side, 
defined transverse to the longitudinal axis, to receive a balloon 
catheter and stent; and  

arranging, in a proximal to distal direction, the 
substantially rigid segment, the side opening portion, the 
reinforced segment, and the flexible tip segment such that when 
the flexible tip segment is extended distally of a distal end of the 
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guide catheter, the proximal end portion of the substantially rigid 
segment extends proximally of a proximal end of the guide 
catheter and the side opening portion is positioned within the 
continuous lumen of the guide catheter.  

42. The method of claim 25, further comprising defining
the side opening portion in the substantially rigid segment. 

44. The method of claim 38, wherein defining the side
opening portion includes forming a first inclined sidewall, 
forming a second inclined sidewall, and separating the first 
inclined sidewall and the second inclined sidewall by a non-
inclined region. 

Ex. 1201, 13:61–16:28. 

F. Evidence

Petitioner relies upon the following prior art references. 

Ex. 1208, T. V. Ressemann et al., U.S. Patent No. 7,604,612 B2 
(issued Oct. 20, 2009) (“Ressemann”). 
Ex. 1210, Saeko Takahashi, et al., New Method to Increase a Backup 
Support of a 6 French Guiding Coronary Catheter, Catheterization 
and Cardiovascular Interventions 63:452–456 (2004) (“Takahashi”).  
Ex. 1225, Y. Kataishi et al., U.S. Patent Application No. 
2005/0015073 A1 (published Jan. 20, 2005) (“Kataishi”). 
Ex. 1250, C. D. Enger et al., U.S. Patent No. 5,980,486 (issued Nov. 
9, 1999) (“Enger”).  
Ex. 1207, T. Itou et al., U.S. Patent No. 7,736,355 B2 (issued June 15, 
2010) (“Itou”). 
Ex. 1209, S. B. Kontos, U.S. Patent No. 5,439,445 (issued Aug. 8, 
1995) (“Kontos”).  
Ex. 1827, T. E. J. Eidenschink, U.S. Patent Application No. 
2003/0125709 A1 (published Jul. 3, 2003) (“Eidenschink”). 
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Petitioner relies on the expert declarations of Dr. Stephen Jon David 

Brecker (Exs. 1205, 1806, 1901), Dr. Richard A. Hillstead (Ex. 1242), Mr. 

Michael Jones (Ex. 1807), and Dr. Paul Zalesky (Exs. 1830, 1919).   

Patent Owner relies on the expert declarations of Mr. Peter T. Keith 

(Exs. 2124, 2138, 2243), Dr. John J. Graham (Ex. 2145), Dr. Lorenzo 

Azzalini (Ex. 2151), Mr. Steve Jagodzinkski (Exs. 2152 (redacted), 2153 

(confidential)), Ms. Heather S. Rosecrans (Ex. 2205), and Dr. Craig 

Thompson (Ex. 2215). 

G. Instituted Grounds

We instituted an inter partes review of all claims challenged in the 

Petition on the following grounds of unpatentability (Inst. Dec. 7, 28):   

Ground Claim(s) Challenged 35 U.S.C. §2 Reference(s)/Basis 

1 25, 26, 29–31, 36, 
38–40, 42–45 102 Ressemann 

2 25, 26, 29–32, 35–40, 
42–44 103 Ressemann 

3 33, 34 103 Ressemann, Takahashi 

4 44 103 Ressemann, Kataishi 

5 44 103 Ressemann, Enger 

2 The Leahy-Smith America Invents Act (“AIA”), Pub. L. No. 112-29, 125 
Stat. 284, 287–88 (2011), amended 35 U.S.C. § 103, effective March 16, 
2013.  Because the application from which the ’379 patent issued was filed 
before this date, the pre-AIA version of § 103 applies. 
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II. ANALYSIS

A. Level of Ordinary Skill in the Art

We consider the asserted grounds of unpatentability in view of the 

understanding of a person of ordinary skill in the art (“POSITA”).  Petitioner 

provides two alternatives for a person having ordinary skill in the art.  First, 

Petitioner asserts that “[i]f a person of ordinary skill in the art (‘POSITA’) 

was a medical doctor, s/he would have had (a) a medical degree; (b) 

completed a coronary intervention training program, and (c) experience 

working as an interventional cardiologist.”  Pet. 15.  Alternatively, Petitioner 

asserts that “if a POSITA was an engineer s/he would have had (a) an 

undergraduate degree in engineering, such as mechanical or biomedical 

engineering; and (b) at least three years of experience designing medical 

devices, including catheters or catheter-deployable devices.”  Id.  

Additionally, Petitioner contends that “[e]xtensive experience and technical 

training might substitute for education, and advanced degrees might 

substitute for experience.”  Id.  

Patent Owner “does not dispute Medtronic’s proposed definition of a 

POSITA.”  PO Resp. 9.  

Upon review of the parties’ arguments and supporting evidence, we 

adopt Petitioner’s definitions for a person of ordinary skill in the art, which 

allow the ordinarily skilled artisan to be either a medical doctor or an 

engineer, as they are undisputed and consistent with the level of skill 

reflected in the prior art and the written description of the’379 patent.  See 

Okajima v. Bourdeau, 261 F.3d 1350, 1355 (Fed. Cir. 2001) (the prior art 

itself can reflect the appropriate level of ordinary skill in the art). 

12 
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B. Claim Construction

In this proceeding, the claims of the ’379 patent are construed “using 

the same claim construction standard that would be used to construe the 

claim in a civil action under 35 U.S.C. § 282(b).”  37 C.F.R. § 42.100(b).  

Under that standard, the words of a claim are generally given their “ordinary 

and customary meaning,” which is the meaning the term would have had to 

a person of ordinary skill at the time of the invention, in the context of the 

entire patent including the specification.  Phillips v. AWH Corp., 415 F.3d 

1303, 1312–13 (Fed. Cir. 2005) (en banc). 

Petitioner provides proposed constructions for the terms “standard 

guide catheter,” “flexular modulus,” and “concave track.”  Pet. 17–19.  

Patent Owner does not provide any specific construction for any claim term.  

See Prelim. Resp. 14; see generally PO Resp.  

Upon review of the parties’ arguments and supporting evidence, we 

determine that no terms of the ’379 patent require construction for purposes 

of this Decision.  See Nidec Motor Corp. v. Zhongshan Broad Ocean Motor 

Co., 868 F.3d 1013, 1017 (Fed. Cir. 2017) (quoting Vivid Techs., Inc. v. Am. 

Sci. & Eng’g, Inc., 200 F.3d 795, 803 (Fed. Cir. 1999) (“[O]nly those terms 

need be construed that are in controversy, and only to the extent necessary to 

resolve the controversy.”)). 

C. The Asserted Grounds of Unpatentability

1. Ground 1: Anticipation of Claims 25, 26, 29–31, 36, 38–40, and
42–45 over Ressemann

Petitioner contends Ressemann anticipates claims 25, 26, 29–31, 36, 

38–40, and 42–45 of the ’379 patent.  Pet. 19–58 (Ground 1). 

13 
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a) Summary of Ressemann (Ex. 1208)

Ressemann is directed to an apparatus “used to prevent the 

introduction of emboli into the bloodstream during and after surgery 

performed to reduce or remove blockage in blood vessels.”  Ex. 1208, 1:13–

16. Figures 1A and 1B of Ressemann, reproduced below, illustrate a first

embodiment of a “system and method for evacuating emboli, particulate

matter, and other debris from a blood vessel.”  Id. at 5:65–67.

Figure 1A is a cross-sectional view of a partial length evacuation sheath 

assembly 100.  Id. at 3:16–18.  “Evacuation sheath assembly 100 includes an 

evacuation head and a shaft.”  Id. at 6:19–20.  “Evacuation head 132 

includes a multi-lumen tube 138.”  Id. at 6:36.  Evacuation sheath assembly 

100 “is sized to fit inside a guide catheter to advance a distal end of the 

evacuation sheath assembly into a blood vessel to treat a stenosis.”  Id. at 

6:20–24.  Evacuation head 132 includes multi-lumen tube 138, which 

preferably is made of a relatively flexible polymer, as well as evacuation 

lumen 140 and inflation lumen 142.  Id. at 6:35–64.  Evacuation lumen 140 

is preferably larger than inflation lumen 142 and is designed to allow for 

fluid flow and also “the passage of interventional devices such as, but not 

limited to, stent delivery systems and angioplasty catheters.”  Id. at 6:44–47.  

14 
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Proximal and distal ends of evacuation lumen 140 are angled to allow for 

smoother passage of evacuation sheath assembly 100 through a guide 

catheter and to facilitate smoother passage of other therapeutic devices 

through evacuation lumen 140.  Id. at 6:52–57.  “The larger area of the 

angled open ends also allows for larger deformable particulate matter to pass 

through the lumen more smoothly.”  Id. at 6:58–60. 

 Figure 1B, reproduced below, is a cross-sectional view of the partial 

length evacuation sheath of Figure 1A, taken along line 1B–1B.  Id. at 3:19–

20. Figure 1B shows inflation lumen 142, a “second and preferably smaller

lumen of the multi-lumen tube 138.”  Id. at 6:61–62.

Inflation lumen 142, having open proximal end 142a and closed distal 

end 142b, is designed to provide fluid to inflate balloons on evacuation head 

132. Id. at 6:61–64.  Evacuation sheath assembly 100 has a shaft that 

includes proximal shaft portion 110, intermediate shaft portion 120, and 

distal shaft portion 130 (not shown in Figure 1A).  Id. at 10:30–35.  Stiffness 

transition member 135 is attached to the distal end of proximal shaft portion 

110, “is located co-axially in the inflation lumen 142,” and extends to soft 

tip 144.  Id. at 11:30–39.

15 
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In use, a guiding catheter is directed to a blood vessel and then a 

coronary guide wire is advanced to a location just proximal to the distal tip 

of the guiding catheter.  Id. at 12:9–14.  Evacuation sheath assembly 100 is 

then advanced over the guide wire and positioned within the blood vessel, 

and then evacuation head 132 is positioned with its distal end within the 

blood vessel while its proximal end remains in the guiding catheter.  Id. at 

12:19–21, 12:37–39.  Sealing balloons 136 and 134 are then inflated to 

provide a fluid seal between the sealing balloons and the blood vessel.  Id. at 

12:40–45.   

As shown in Figure 6D, reproduced below, the guidewire may then be 

advanced beyond a stenosis in the blood vessel. 

Figure 6D is a cross-sectional view of the partial length evacuation sheath of 

Figures 1A and 1B deployed within a blood vessel.  Id. at 3:59–61.  As 

shown in Figure 6D, in this configuration, the guide wire 170 may be 

advanced beyond stenosis 180 and then a therapeutic device, such as a stent, 

16 
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advanced over guide wire 170 and across stenosis 180.  Id. at 13:15–20, 

13:57–60.  As indicated by arrows 195, blood flow within the blood vessel is 

directed towards evacuation sheath 100.  Id. at 13:35–41.  According to 

Ressemann, “[t]his retrograde flow will carry any dislodged material out of 

the patient and into a collection chamber.”  Id. at 13:43–44.  

Ressemann discloses another embodiment where the “multi-lumen 

tube forming the evacuation head may include three lumens,” illustrated in 

Figures 16A–16J.  Id. at 22:29–33.  Figure 16A, reproduced below, is side 

view of a full-length evacuation sheath assembly 2100.  Id. at 5:21–23.  

Figure 16A also shows evacuation head 2132, which includes a multi-lumen 

tube 2138.  Id. at 22:32–33.  “The evacuation head includes two expandable 

sealing surfaces on a multi-lumen tube.”  Id. at 22:40–41.  Evacuation sheath 

assembly 2100 that includes a shaft, which includes two sections, a proximal 

shaft portion 2110 and an intermediate shaft portion 2120, each having 

distinct diameters.  Id. at 27:22–36.  “The proximal shaft portion 2110 

provides fluid communication between an inflation apparatus (see FIG. 16I) 

and the intermediate shaft portion 2120.”  Id. at 27:37–38.  “The 

intermediate shaft portion 2120 includes a tapered metallic core wire 2135 

inside a polymer tube 2122, as shown in FIG. 16C.”  Id. at 27:51–53.   
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“[T]he evacuation head 2132 may include a structure to reinforce the 

proximal opening of the multi-lumen tube 2138,” shown in Figure 16A.  Id. 

at 24:47–49.  Figures 16D and 16J illustrate the structure to reinforce the 

proximal opening of multi-lumen tube 2138.  Id.  Figure 16D, reproduced 

below, is an enlarged cross-sectional side view of the proximal end of an 

evacuation sheath assembly 2100 and shows the placement of support collar 

2141.  Id. at 5:29–31. 

 Figure 16J, reproduced below, is an isometric view of support collar 

2141 used in evacuation sheath assembly 2100.  Id. at 5:46–47.   
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Support collar 2141 is positioned about the proximal end of multi-lumen 

tube 2138 and serves to reinforce the proximal opening of evacuation lumen 

2140 “in the presence of deforming forces, particularly torsional stresses that 

may be created unintentionally by rotation of the catheter shaft near its 

proximal end.”  Id. at 24:49–55.  Support collar 2141 includes cylindrical 

portion 2141 a that fits into the proximal opening of evacuation lumen 2140. 

Id. at 24:55–58.  Preferably, support collar 2141 is fabricated from a thin 

walled metallic tube with a series of windows 2141 c that “allow for some 

flexibility and also allow for better adhesion of the encapsulation material 

2133, which covers the support collar 2141, while the cylindrical portion 

2141 a maintains hoop support to the proximal opening of the evacuation 

lumen 2140.”  Id. at 25:1–8 (emphasis added).   

Additionally, support collar cylindrical portion 2141 a tapers into tab 

portion 2141 b that extends proximally and in a direction parallel to a 

longitudinal axis of evacuation lumen 2140 to provide a flexibility transition 

between the proximal end of evacuation head 2131 and the shaft of 

evacuation sheath assembly 2100.  Id. at 24:58–67.  To facilitate attachment 
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between evacuation head 2132 and intermediate shaft portion 2120, a distal 

portion of polymer tube 2122 is flared and flattened by heating with an 

appropriately formed mandrel.  Id. at 27:59–63.  “This flared section is 

overlapped over the walls of the multi-lumen tube 2138, which define the 

core wire lumen 2143 and the inflation lumen 2142, as well as over the tab 

portion 2141 b of the support collar 2141.”  Id. at 27:63–67.   

Figure 16E, reproduced below, is a cross-sectional view of the 

evacuation sheath assembly 2100 and shows core wire lumen 2143 and 

inflation lumen 2142.  Id. at 5:32–33, 23:41–52.  

b) Anticipation of Claims 25–26, 29–31, 36, 38–39, 40, 43, 45 

Petitioner contends that claims 25–26, 29–31, 36, 38–39, 40, 43, and 

45 are anticipated by Ressemann.  Pet. 19–58.  In support of its contention, 

Petitioner provides a detailed discussion that identifies where it contends 

every limitation of claims 25–26, 29–31, 36, 38–39, 40, 43, and 45 is 

disclosed in Ressemann.  Id. 
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Patent Owner does not address Petitioner’s anticipation arguments 

with respect to claims 25–26, 29–31, 36, 38–39, 40, 43, and 45.  See PO 

Resp. 1–2; see also PO Sur-Reply 1. 

Upon review of Petitioner’s assertions, which we adopt, as well as the 

evidence of record, we determine that Petitioner identifies sufficiently where 

each limitation of challenged claims 25–26, 29–31, 36, 38–39, 40, 43, and 

45 is disclosed in Ressemann, arranged as in the claims.  Accordingly, 

Petitioner has demonstrated by a preponderance of the evidence that these 

claims would have be unpatentable as anticipated by Ressemann.   

c) Anticipation of Claim 44

Claim 44 recites as follows: 

The method of claim 38, wherein defining the side opening 
portion includes forming a first inclined sidewall, forming a 
second inclined sidewall, and separating the first inclined 
sidewall and the second inclined sidewall by a non-inclined 
region. 

Ex. 1201, 16:23–27. 

(1) Petitioner’s Contentions

Petitioner contends that “a POSITA would envisage using support 

collar 2141 with evacuation assembly 100,” and that support collar 2141 

provide the features of claim 44.  Pet. 56–57 (citing Ex. 1208, Figs. 1A–1D, 

16J).  Specifically, Petitioner contends that collar 2141 discloses the side 

opening portion of claim 44, including a first inclined sidewall separated 

from a second inclined sidewall by a non-inclined region.  Id. at 55–57.  To 

support its position, Petitioner provides an annotated schematic of Figure 

16J of Ressemann, reproduced below, to illustrate the locations of the two 

inclined sidewalls. 
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Id. at 56 (citing Ex. 1208, Fig. 16J).  With reference to the figure above, 

Petitioner contends that collar 2141 includes a first inclined slope at the 

proximal end (“1”), a flat, non-inclined region, and a second inclined slope 

at the distal end (“2”).  Id. at 55–56 (citing Ex. 1242 ¶ 81).   

(2) Patent Owner’s Response

Patent Owner responds that Ressemann does not disclose a side 

opening portion that includes two inclined sidewalls separated by a non-

inclined region.  PO Resp. 15.  Instead, Patent Owner contends that, “[i]n its 

fully-assembled, operational state, Ressemann’s Figure 16 embodiment has 

only one inclined sidewall at the proximal end of the evacuation head.”  Id. 

(citing Ex. 1208, Fig. 16A, 16D; Ex. 2138 ¶¶ 107, 124).  Patent Owner relies 

on an annotated Fig. 16A of Ressemann, reproduced below to support its 

position.  
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Id. (citing Ex. 1208, Fig. 16A (annotation added by Patent Owner)).   

Furthermore, Patent Owner contends that, in its fully-assembled, 

operational state, Petitioner’s “incline #1” could not serve as an on-ramp in 

Ressemann’s device because “incline #1” in Ressemann is actually deep 

inside shaft 2120 and underneath multi-lumen tube 2138.  Id. at 17–18 

(citing Ex. 1208, 27:51–67; Ex. 2138 ¶ 111; Ex. 2137, 154:21–25, 162:5–15, 

416:7–18 (Hillstead deposition)); see also id. at 18 (contending that 

Petitioner’s experts “rely only on the embedded metal support collar, in 

isolation, as purportedly disclosing two inclined sidewalls separated by a 

non-inclined region”).  Thus, according to Patent Owner,  

what the Petitioner’s experts label “incline #1” at the tip of tab 
portion 2141b is not actually part of the side opening at all in 
Ressemann’s assembled device, and it is not exposed to any 
incoming interventional device.  Ex. 2138, ¶¶ 112, 125.  Instead, 
it is merely a support structure encased in polymer, located below 
the multilumen tube 2138 and inside the shaft 2120.  Id., ¶ 112. 

Id. at 19.  Patent Owner contends that the resulting combination of features 

is represented by the annotated figure reproduced below.  

Only one 
inclined sidewall 
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Id. at 14 (citing Ex. 2138 ¶ 110; Ex. 1208, 24:62–64, 25:4–6, Fig. 16D).  

With reference to the figure above, Patent Owner contends that in Figure 16 

“Ressemann’s support collar 2141, and in particular tab portion 

2141b/2141c of the support collar, is located inside convex intermediate tube 

2120 and below multi-lumen tube 2138.”  Id. at 13–14 (citing Ex. 1208, 

24:62–64, 25:4–6, Fig. 16D; Ex. 2138 ¶¶ 110).  More specifically, Patent 

Owner asserts that “[t]he tab portion is located inside intermediate shaft 

2120, which is flattened in the region shown in Figure 16D in order to attach 

the shaft to the evacuation head.”  Id. at 14 (citing Ex. 1208, 27:51–63; 

Ex. 2138 ¶¶ 110–112).   

Additionally, Patent Owner responds that Petitioner’s second 

anticipation argument relies on “mixing and matching components of 

different physical embodiments” of Ressemann, namely support collar 2141 

with evacuation assembly 100.  Id. at 20 (citing Pet. 56).  Patent Owner 

contends that “Ressemann does not disclose that the collar 2141 structure 
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from the Figure 16 embodiment is one of a series of structures that could be 

used with the Figure 1 embodiment;” “[i]nstead Figure 16 is simply another, 

separate embodiment, and the collar 2141 is a structure specific to that 

embodiment.” 3  Id. (citing Ex. 1208, 5:21–23, 22:29–37; Ex. 2138 ¶ 127). 

Furthermore, Patent Owner argues that even if a person of ordinary skill in 

the art were to combine support collar 2141 from Figure 16 with evacuation 

lumen 100 from Figure 1, the resulting combination places the support collar 

within the shaft portion of the multi-lumen tube.  See PO Resp. 21–22 (citing 

Ex. 2138 ¶¶ 127–130).   

Thus, according to Patent Owner, “evacuation sheath assembly 2100 

indisputably does not disclose two inclined sidewalls separated by a non-

inclined region, and thus cannot anticipate claim 44.”  Id. at 23.  

(3) Petitioner’s Reply

In its Reply, Petitioner does not address Patent Owner’s contention 

that “incline #1” could not serve as an on-ramp in Ressemann’s device 

because “incline #1” in Ressemann is actually deep inside shaft 2120 and 

underneath multi-lumen tube 2138.  PO Resp. 13–14, 17–18.   

(4) Patent Owner’s Sur-Reply

Patent Owner contends that Petitioner “appears to have abandoned its 

argument that claims 42 and 44 are anticipated by Ressemann (part of 

Ground 1) . . . as it makes no mention of either in its Reply.”  PO Sur-Reply 

1.   

3 Petitioner does not address this argument in its Reply in the context of 
anticipation.  Reply 1; see also id. at 6 (“That Ressemann itself does not 
explicitly teach this configuration of collar 2141 is not sufficient to 
overcome Petitioner’s showing of obviousness.”).  
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(5) Analysis

Having considered the parties’ positions and evidence of record, 

summarized above, we are persuaded by Patent Owner’s arguments and 

evidence that the Petition fails to sufficiently establish that Ressemann 

discloses a first inclined side wall and a second inclined sidewall separated 

by a non-inclined region, as required by claim 44.  PO Resp. 14–23.  In 

particular, we are persuaded by the testimony of Mr. Keith who explains that 

Ressemann’s support collar is not exposed, but rather covered with 

encapsulation material 2133 (Ex. 2138 ¶¶ 107–112, 123–132) and, therefore, 

“what Petitioner’s experts label ‘incline #1’ at the top of tab portion 2141b is 

not part of the side opening at all in Ressemann’s assembled device” (id. 

¶ 125).  The Petition fails to sufficiently account for that difference 

identified by Patent Owner.  

In view of the above, we determine that Petitioner has not established 

by a preponderance of evidence that claim 44 is anticipated by Ressemann. 

d) Anticipation of Claim 42

Claim 42 recites as follows: “The method of claim 25, further 

comprising defining the side opening portion in the substantially rigid 

segment.”  Ex. 1201, 16:19–20.  

(1) Petitioner’s Contentions

To support its position that Ressemann anticipates the subject matter 

of claim 42, Petitioner directs our attention to the evacuation sheath 

assembly 100 and contends that a person of ordinary skill in the art would 

envisage using collar 2141, and element shown in Figure 16J, with 

evacuation assembly 100, shown in Figure 1C.  Pet. 53 (citing Ex. 1205 

¶ 205); see also id. at 34 (“The disclosed elements in Ressemann identified 
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above demonstrating anticipation of claim 25[, from which claim 42 

depends,] are also found in evacuation sheath assembly 2100, as indicated 

by the use of similar reference numerals.”); id. (quoting Ex. 1208, 2:33–38 

(“[M]any of the elements present in the previous embodiments [such as 

evacuation sheath assembly 100] are also shown in FIGS. 16A-J and where 

these elements are substantially the same, similar reference numerals have 

been used and no detailed description of the element has been provided.”)). 

Petitioner contends that “[w]hen support collar 2141 is added to the 

proximal opening of lumen 140 in the embodiment in Fig. 1, claim 42 is 

disclosed . . . .”  Id. at 53.  Petitioner contends that “[s]upport collar 2141 

extends the “side opening” a distance along the longitudinal axis of the 

evacuation sheath assembly 100 such that the “side opening” is accessible 

from a longitudinal side that is transverse the longitudinal axis along the 

distance of the “side opening.”  Id. at 38–39 (citing Ex. 1205 ¶ 182).  

Furthermore, Petitioner contends that  

A [person of ordinary skill in the art] would expect that support 
collar 2141 and evacuation assembly 100 (with evacuation head 
132) are used together.  Ex. 1205, ¶¶ 183-184; Ex. 1242, ¶¶ 76-
87. The support collar 2141 serves to reinforce the proximal 
opening of the evacuation lumen “in the presence of deforming 
forces” in the same way for both evacuation lumens.  Ex. 1205,
¶¶ 183-184; Ex. 1242, ¶¶ 76-87.  A [person of ordinary skill in
the art] would therefore envisage using the support collar 2141 
with evacuation assembly 100.  Ex. 1205, ¶¶ 183-184; Ex. 1242,
¶¶ 76-87; see also Kennametal, Inc. v. Ingersoll Cutting Tool 
Co., 780 F.3d 1376, 1381 (Fed. Cir. 2015) (explaining that a 
reference will anticipate if a [person of ordinary skill in the art] 
would “at once envisage the claimed arrangement or 
combination”).
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Id. at 37–38.  According to Petitioner, Ressemann thus teaches “defining the 

side opening portion in the substantially rigid segment” “[w]hen support 

collar 2141 is added to the proximal opening of lumen 140 in the 

embodiment in Fig. 1.”  Id. at 53 (citing Ex. 1205 ¶¶ 204, 205).   

(2) Patent Owner’s Contentions

Patent Owner contends that a person of ordinary skill in the art would 

not envisage using incorporating the support collar of Ressemann’s Figure 

16 embodiment into the evacuation sheath assembly 100 of a separate 

embodiment.  PO Resp. 23 (citing Ex. 2138 ¶¶ 133–134); see also id. at 20 

(“[T]here is no legal support for Petitioner’s argument that a hindsight-based 

‘combination’ of separate features from distinct embodiments within a 

reference, when the reference itself does not disclose combining them.”).  

(3) Petitioner’s Reply

Petitioner does not address Patent Owner’s anticipation arguments 

with regard to claim 42.  See generally Pet. Reply.    

(4) Patent Owner’s Sur-Reply

Petitioner contends that Petitioner “appears to have abandoned its 

argument that claims 42 and 44 are anticipated by Ressemann (part of 

Ground 1) . . . as it makes no mention of either in its Reply.”  PO Sur-Reply 

1.   

(5) Analysis

To anticipate a patent claim under 35 U.S.C. § 102, a single prior art 

reference must “describe every element of the claimed invention, either 

expressly or inherently,” to one of ordinary skill in the art.  Advanced 

Display Sys., Inc. v. Kent State Univ., 212 F.3d 1272, 1282 (Fed. Cir. 2000). 

28 
 

PUBLIC VERSION



IPR2020-00138 
Patent RE47,379 E 

A reference can anticipate a claim even if it does not expressly spell out all 

the limitations arranged or combined as in the claim, if a person of skill in 

the art, reading the reference, would at once envisage the claimed 

arrangement or combination.  Kennametal, Inc. v. Ingersoll Cutting Tool 

Co., 780 F.3d 1376, 1381 (Fed. Cir. 2015).  “[D]ifferences between the prior 

art reference and a claimed invention, however slight, invoke the question of 

obviousness, not anticipation.”  Net MoneyIN, Inc. v. VeriSign, Inc., 545 

F.3d 1359, 1371 (Fed. Cir. 2008).

Having considered the parties’ positions and evidence of record, 

summarized above, we agree with Patent Owner that a person of ordinary 

skill in the art would not envisage incorporating the support collar of 

Ressemann’s Figure 16 embodiment into the evacuation sheath assembly 

100 of a separate embodiment.  PO Resp. 23.  Here, we credit the following 

testimony of Mr. Keith:  

Ressemann does not disclose that the support collar 2141 
structure from the Figure 16 embodiment is one of a series of 
structures that could be used with the Figure 1 embodiment. 
Ressemann instead discloses that Figure 16 is a separate 
embodiment, and the support collar 2141 is a structure specific 
to that embodiment.  Ex. 1208, 5:21–23 (Fig. 16A is “another 
embodiment” of the invention), 22:29–37.  Ressemann notes that 
“many of the elements present in previous embodiments are also 
shown in [the embodiments of] Figs. 16A–16J” (Ex. 1208, 
22:33–34), but Ressemann does not teach or suggest the 
reverse—that elements present in the embodiment of Figures 
16A–16J are also present in earlier embodiments.  Thus, a 
[person of ordinary skill in the art] reading Ressemann would not 
“immediately envisage” using the support collar of the 
evacuation sheath 2100 embodiment of Figure 16 with the 
evacuation assembly 100 embodiment of Figure 1.  

Ex. 2138 ¶ 127 (first alteration in the original). 
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Accordingly, in view of the above, we determine that Petitioner has 

not established by a preponderance of evidence that claim 42 is anticipated 

by Ressemann. 

2. Ground 2: Obviousness of Claims 25, 26, 29–32, 35–40, and 42–
44 over Ressemann

For the reasons set forth below, we determine that Petitioner has 

established by a preponderance of evidence that claims 25, 26, 29–32, 35–

40, 42, and 43 would have been obvious in view of Ressemann.  We 

determine that Petitioner has failed to establish by a preponderance of 

evidence that claim 44 would have been obvious in view of Ressemann. 

a) Obviousness of Claims 25–26, 29–31, 36, 38–40, and 43 

Alternatively, Petitioner contends claims 25, 26, 29–32, 35–40, and 43 

would have been obvious over Ressemann.  Id. at 58–69.  Because, as 

discussed above, we have determined that Petitioner has proved by a 

preponderance of the evidence that claims 25, 26, 29–31, 36, 38–40, 43 and 

45 are anticipated by Ressemann, we do not reach Petitioner’s obviousness 

challenge for these claims.   

b) Obviousness of Claims 32, 35, and 37

 Petitioner contends that claims 32, 35, and 37 would have been 

obvious in view of Ressemann.  Pet. 61–65, 66–67.  In support of its 

contention, Petitioner provides a detailed discussion that identifies where it 

contends every limitation of claims 32, 35, and 37 is disclosed in 

Ressemann.  Id. 

Patent Owner does not address Petitioner’s anticipation arguments 

with respect to claims 32, 35, and 37.  See PO Resp. 1–2; see also PO Sur-

Reply 1. 
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Upon review of Petitioner’s assertions, which we adopt, as well as the 

evidence of record, we determine that Petitioner identifies sufficiently where 

each limitation of challenged claims 32, 35, and 37 is disclosed in 

Ressemann, arranged as in the claims.  Pet. 61–65, 66–67.  Petitioner also 

provides sufficient explanation as to why one of ordinary skill in the art 

would have combined the support collar 2141 and evacuation assembly 100 

to arrive at the claimed invention.  Id.  Accordingly, Petitioner has 

demonstrated by a preponderance of the evidence that these claims would 

have be obvious in view of Ressemann.   

c) Obviousness of Claim 42

For the reasons set forth below, we determine that Petitioner has 

established by a preponderance of evidence that claim 42 would have been 

obvious in view of Ressemann. 

(1) Petitioner’s Contentions

Petitioner contends that a person of ordinary skill in the art would 

have been motivated, with a reasonable expectation of success, to 

incorporate support collar 2141 into the Figure 1 embodiment.  Pet. 37–38, 

61, 67–69 (citing to claims 37–38, 51–53 and 55–57; Ex. 1205 ¶¶ 182–185, 

200–205, 209, 232–236).  Petitioner contends that Ressemann discloses side 

opening 140a, which has a diameter that is large enough to “allow the 

passage of most therapeutic devices such as angioplasty catheters, stent 

delivery catheters, atherectomy catheters . . . .”  Id. at 36–37 (citing 

Ex. 1208, 10:17–20, 12:3–4).  Petitioner contends “Ressemann explicitly 

discloses support collar 2141 for use with evacuation sheath 2100.”  Id. at 37 

(citing Ex. 1208, 24:47–67, 22:38–42, 23:8–20).   
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In particular, Petitioner contends that the support collar’s cylindrical 

portion 2141a of Ressemann fits into the opening of the evacuation lumen, 

and support collar’s tab 2141b extends proximally from the opening of the 

evacuation lumen.  Id. at 37 (citing Ex. 1208, 24:55–67).  Petitioner 

contends that a “POSITA would expect that support collar 2141 and 

evacuation assembly 100 (with evacuation head 132) are used together,” so 

that support collar 2141 reinforces the proximal opening of the evacuation 

lumen in the presence of deforming forces.  Id. at 37–38 (citing Ex. 1205 

¶¶ 183–184; Ex. 1242 ¶¶ 76–87).   

Additionally, Petitioner contends that “the distal end of the collar 

2141a is inserted into the proximal opening of lumen 140, which adds a 

lining of a thin metallic material to the opening.”  Id. at 51 (citing Ex. 1208, 

24:55–67, 25:1–16; Ex. 1205 ¶¶ 200–201; Ex. 1242 ¶¶ 76–85).  Petitioner 

contends that collar 2141 is “substantially rigid” and is further attached by 

tab 2141b to intermediate shaft 120, which is part of Ressemann’s 

“substantially rigid segment.”  Id. at 51–52 (citing Ex. 1208, 24:59–67; 

Ex. 1205 ¶ 202; Ex. 1242 ¶ 84). 

Petitioner further contends that to the extent “a [person of ordinary 

skill in the art] would not have envisaged using collar 2141 with evacuation 

sheath assembly 100, then it would have been obvious to use collar 2141 

with assembly 100” because collar 2141 “provides a flexibility transition 

between the proximal end of the evacuation head and the evacuation shaft.”  

Id. at 52, 68 (citing Ex. 1205 ¶¶ 232–233); see also Ex. 1205 ¶ 236 

(“modifying the proximal opening of evacuation lumen 140 to include 

support collar 2141 also increases the area entry for receiving a stent and 

balloon catheter”). 
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(2) Patent Owner’s Response

Patent Owner contends that a person of ordinary skill in the art 

would not understand that Ressemann’s Figure 1 embodiment 
needs or would be improved by the addition of collar 2141. 
Ex. 2138, ¶ 140.  Ressemann discloses the Figure 1 embodiment 
as the first and preferred embodiment, with no indication that it 
is not fully functional.  Id.  Further, Ressemann already discloses 
a “stiffness transition member 135” that provides structural 
integrity to the evacuation sheath 100, including its proximal 
opening, and also provides a flexibility transition between the 
proximal shaft and the proximal opening of the evacuation head. 
Id.; Ex. 1208, 6:35-36, 11:30-38. Ressemann also discloses that 
the evacuation head and intermediate shaft portion are already 
securely attached.  Ex. 1208, 10:60-62 (“intermediate shaft 
portion 120 is secured to the . . . distal shaft portion[] . . . 130, 
preferably by an overlapping weld or bond joint.”), 10:34-35; 
Ex. 2138, ¶ 140.  Neither Ressemann nor Petitioner identify any 
problems with this attachment.  Ex. 2138, ¶ 140.  Asserting 
modifications in order to solve a problem that doesn’t exist is the 
epitome of hindsight, not obviousness.   

PO Resp. 28 (alterations in original). 

(3) Petitioner’s Reply

In Reply, Petitioner restates its view that a person of ordinary skill in 

the art would have been motivated, with a reasonable expectation of success, 

to incorporate support collar 2141 into the Figure 1 embodiment.  Pet. Reply 

6 (citing Pet. 61, 67–69; Ex. 1205 ¶¶ 182–184, 200–205, 209, 232–236).  

Specifically, Petitioner contends that the motivation to combine collar 2141 

with the Figure 1 embodiment is that it would provide a larger area of entry 

for devices.  Id.  Petitioner further contends that “it is undisputed that collar 

2141 does have a larger area than opening 140a, or that a larger opening is 

beneficial for receiving stent and balloon catheters.”  Id. (compare Pet. 68–

69 with PO Resp. 24–29).  Petitioner contends that “collar 2141 would 
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increase the area of entry to lumen 140 nearly four-fold.”  Id. (citing 

Ex. 1807 ¶¶ 109–110). 

(4) Patent Owner’s Sur-Reply

Patent Owner disputes Petitioner’s position that support collar 2141 of 

Ressemann’s Figure 16 embodiment would provide a “larger area of entry” 

if placed in a tab-on-top configuration on the Figure 1 embodiment.  PO Sur-

Reply 5–6.  Patent Owner contends “that the tab portion of Ressemann’s 

collar 2141b is not part of Ressemann’s proximal opening and does not 

contribute to its shape.”  Id.  Additionally, Patent Owner contends as 

follows:  

Petitioner concedes that the complex tab-on-top combination 
would add at least 0.004” of obstruction to the interior diameter 
of the proximal opening.  Reply, 7 n.1. It contends that this 
admitted drawback would only result in a “marginal” increase in 
profile. Id. But Petitioner’s assertion that this increase is 
“marginal” is contradicted by Petitioner itself a mere six pages 
later, where it contends a POSITA would be motivated to 
“maximiz[e] the usable real estate” of Ressemann’s lumen by 
increasing the interior diameter by the same amount—0.004 
inches.  Reply, 13 (“increasing the lumen size [from 0.061 
inches] to 0.065 inches”). 

Id. at 7 (emphasis omitted, alterations in original).  

(5) Analysis

Having considered the parties’ positions and evidence of record, 

summarized above, we are persuaded by Petitioner’s position that it would 

have been obvious to a person of ordinary skill in the art to use support 

collar 2141 and evacuation assembly 100 (with evacuation head 132) 

together based on the disclosure of Ressemann.  To that point, we note that 

Ressemann discloses, “[t]he larger area of the angled open ends also allows 
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for larger deformable particulate matter to pass through the lumen more 

smoothly.”  Ex. 1208, 6:58–60.  To that point, as noted by Petitioner, “it is 

undisputed that collar 2141 does have a larger area than opening 140a, or 

that a larger opening is beneficial for receiving stent and balloon catheters.”  

Pet. Reply 6; compare Pet. 68–69 with PO Resp. 24–29.  Finally, we agree 

with Petitioner, “[t]hat Ressemann itself does not explicitly teach this 

configuration of collar 2141 is not sufficient to overcome Petitioner’s 

showing of obviousness.”  Pet. Reply 6 (citing Allied Erecting & 

Dismantling Co. v. Genesis Attachments, LLC, 825 F.3d 1373, 1380–81 

(Fed. Cir. 2016) (explaining that claims can be obvious even if a prior art 

combination requires “substantial redesign and reconstruction” of a 

reference)). 

In view of the above, we determine that Petitioner has demonstrated 

sufficiently that Ressemann suggests every limitation of claim 42.  Pet. 51–

53, 67–68.  Petitioner also provides sufficient explanation as to why one of 

ordinary skill in the art would have combined the support collar 2141 and 

evacuation assembly 100 to arrive at the claimed invention.  Id.  

Accordingly, we determine that Petitioner has established by a 

preponderance of evidence that claim 42 would have been obvious in view 

of Ressemann. 

d) Obviousness of Claim 44

For the reasons set forth below, we determine that Petitioner fails to 

demonstrate that claim 44 would have been obvious in view of Ressemann. 

(1) Petitioner’s Contentions

Petitioner contends that even if Ressemann does not anticipate claim 

44, the combination of Ressemann’s evacuation assembly 100 with support 
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collar 2141 “renders claim 44 obvious.”  Pet. 67–69.  Petitioner contends 

that it would have been obvious to combine Ressemann’s Figure 1 

embodiment with the collar shown in Ressemann’s Figure 16 embodiment in 

order to give the Figure 1 embodiment the same benefits of a 

complexly shaped proximal opening shown in the Figure 16 embodiment.  

Id.  More specifically, Petitioner contends that “modifying the proximal 

opening of evacuation lumen 140 to include support collar 2141 also 

increases the area entry for receiving a stent and balloon catheter.”  Id. at 68 

(citing Ex. 1205 ¶ 236; Ex. 1242 ¶¶ 78, 88–90).  

(2) Patent Owner’s Contentions

In its Response, Patent Owner contends that 

Petitioner’s experts impermissibly use hindsight to focus on the 
“shape” of Ressemann’s collar 2141 in isolation, completely 
ignoring how Ressemann actually teaches to use that collar.  Id.  
Dr. Hillstead, Petitioner’s engineering expert, notes that the 
shape of the support collar 2141—in particular the tab portion 
2141b—is “similar” to Medtronic’s proximal “on-ramp” in its 
Telescope device.  Ex. 1242, ¶ 91; see also Petition at 56; 
Ex. 1205, ¶ 209.  This is telling.  Ressemann’s support collar 
2141 may have a similar shape, but, as Petitioner’s experts admit, 
the tab portion 2141b does not serve as an “on-ramp” in 
Ressemann’s device.  Ex. 2137, 162:5-15; Ex. 2116, 184:9-17 
(“[I]t couldn’t act as an onramp because it’s underneath other 
material.”).  Indeed, tab portion 2141b has none of the “on-ramp” 
or “guiding” functions that Medtronic’s accused Telescope has, 
or that the claimed invention has. 

PO Resp. 24–25.  Moreover, Patent Owner contends that encasing tab 

portion 2141b “with enough polymer to secure it to the downwardly facing 

convex shaft portion 12” would have resulted in a thickness of the polymer 

that “would completely erase the tiny ‘inclined portion’ at the tip of the 
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collar tab that Petitioner relies on for the limitation of claim 44.”  Id. at 32 

(citing Ex. 2138 ¶ 142).   

(3) Petitioner’s Reply

In its Reply, Petitioner contends that “PO’s inventors and experts 

admit that the various iterations of the double-incline configuration are not 

important, and provide no benefit over a single incline.”  Pet. Reply 2 (citing 

Ex. 1108, 75:12–76:1 (Sutton deposition); Ex. 1762, 79:19–80:12; 91:2–19; 

115:6–14; 209:2–210:21 (Root deposition)).  

Petitioner contends that Ressemann’s collar 2141 has a first inclined 

side wall and a second inclined sidewall separated by a non-inclined region.  

Id. at 3–5.  With reference to Figure 16J of Ressemann, reproduced below 

(annotations added by Petitioner), Petitioner contends that “Ressemann 

collar has at least an incline (C) that is just proximal to its fully 

circumferential portion, an incline (B) corresponding to the curve between 

2141a and 2141b (similar to the curve in Fig. 4 of the patent), and an incline 

(A) at the curved portion of tab 2141b.”  Id. at 4 (citing Ex. 1806 ¶¶ 81–88).
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Petitioner contends, “inclines (A) and (B) are separated by a non-inclined 

region (dotted line).”  Id. at 5 (citing Ex. 1806 ¶ 90).  Petitioner further 

contends that Patent Owner “does not dispute the first motivation to combine 

collar 2141 with the Figure 1 embodiment, which is that it would provide a 

larger area of entry for devices.”  Id. at 6 (citing PO Resp. 79).  

(4) Patent Owner’s Sur-Reply

Patent Owner responds that “in Ressemann’s assembled device, the 

concave tab 2141b is buried under three other components (multi-lumen 

tube 2138, intermediate shaft 2120 and encapsulation material),” as 

illustrated in the annotated figure reproduced below. 

PO Sur-Reply 5 (citing Ex. 2138 ¶ 112).  Patent Owner further contends that 

Petitioner fails to explain “why a POSITA would add the collar in a complex 

tab-on-top manner, rather than just putting it securely inside shaft 120 as 

Ressemann teaches.”  Id. at 6–7 (citing Pet. Reply 7). 

38 
 

PUBLIC VERSION



IPR2020-00138 
Patent RE47,379 E 

(5) Analysis

Having considered the parties’ positions and evidence of record, 

summarized above, we are persuaded by Patent Owner’s contentions (PO 

Resp. 24–29; PO Sur-Reply 4–7), which we adopt, that the combination of 

evacuation assembly 100 and support collar 2141 of Ressemann would not 

have achieved a side opening having a first and second inclined sidewall as 

required by claim 44.  In particular, we determine that the combination of 

elements as proposed by Petitioner would not have resulted “in the structure 

Petitioner relies on for one of those inclines, as well as the non-inclined 

region, [to] be located underneath the inflation lumen and within shaft 120.”  

PO Resp. 22 (citing Ex. 2138 ¶ 130).  Rather, the evidence of record favors 

Patent Owner’s position that “the tab portion of collar 2141 is buried under 

several layers of material and located inside intermediate shaft 2120 [and] is 

not part of the shape of the Ressemann’s proximal opening.”  Id. at 29 

(citing Ex. 2138 ¶¶ 110–112) (emphasis omitted).   

Accordingly, in view of the above, Petitioner fails to demonstrate that 

Ressemann renders obvious claim 44. 

3. Ground 3: Obviousness of Claims 33 and 34 over the Combination
of Ressemann and Takahashi

Claim 33 depends from claim 25 and further requires “wherein 

providing the reinforced segment includes forming or obtaining a reinforced 

segment including a lumen having a uniform inner diameter that is about one 

French smaller than an inner diameter of the continuous lumen of the guide 

catheter.”  Ex. 1201, 14:55–59.  Claim 34 depends from claim 33 and further 

requires “wherein the lumen of the reinforced segment is greater than or 

39 
 

PUBLIC VERSION



IPR2020-00138 
Patent RE47,379 E 

equal to 0.056 inches and the continuous lumen of the guide catheter is 

greater than or equal to 0.070 inches.”  Id. at 14:60–63.    

For the reasons set forth below, we determine that Petitioner has not 

established by a preponderance of evidence that claims 33 and 34 would 

have been obvious over the combination of Ressemann and Takahashi.   

a) Summary of Takahashi (Ex. 1210)

Takahashi discloses a “five-in-six” system wherein a 5 French guiding 

catheter is inserted into a 6 French guiding catheter to provide increased 

backup support.  Ex. 1210, 452.4  In this system, the inner lumen of the 5 

French catheter is 0.059 inches and the inner lumen of the 6 French catheter 

is at least 0.071 inches.  Id.  The 5 French catheter is 120 cm in length, 

whereas the 6 French catheter is 100 cm in length.  Id.  According to 

Takahashi, the soft end portion of the 5 French catheter “can easily negotiate 

the tortuous coronary artery” with minimal damage “and then it can be 

inserted more deeply into the artery.”  Id. 

b) Petitioner’s Contentions

Petitioner contends that the subject matter of claims 33 and 34 would 

have been obvious over the combined disclosures of Ressemann and 

Takahashi.  Pet. 69–74.  Petitioner concedes that there is greater than a one 

French differential between the inner diameter of evacuation lumen 140 and 

the inner lumen of the guiding catheter of Ressemann.  Id. at 71.  Petitioner 

contends, however, that one of ordinary skill in the art would have modified 

Ressemann to achieve a one French differential in view of Takahashi’s 

disclosure that inserting a 5 French catheter into a 6 French guiding catheter 

4 We cite to the pagination of the original document. 
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increased backup support.  Id. at 73.  According to Petitioner, to achieve this 

goal, one of ordinary skill in the art would have removed Ressemann’s 

sealing balloons to decrease the outer diameter of assembly 100.  Id. at 72. 

c) Patent Owner’s Response

Patent Owner contends that Petitioner’s proposed modifications 

would entirely eliminate Ressemann’s primary function of embolic 

protection.  PO Resp. 33–34.  In particular, Patent Owner contends, 

“[r]emoving Ressemann’s sealing balloons would indisputably render 

Ressemann completely inoperable for its express purpose of ‘reduc[ing] the 

risk of distal embolization.’”  Id. at 34 (quoting Ex. 1208, Abstract; citing id. 

at 2:56–58; Ex. 2138 ¶¶ 147–148).  Patent Owner further contends  

The entire premise of Ressemann’s “emboli protection 
device” is using the sealing balloons to stop blood flow proximal 
to the lesion to prevent emboli from traveling downstream. 
Ex. 1208, 1:50–59, 2:59–61; § IV.A.1 []; Ex. 2138, ¶¶ 147–158.  
As discussed in Section IV.A.1, above, the balloons are essential 
to Ressemann’s stated function as an aspiration catheter 
providing embolization protection. Ex. 2138, ¶¶ 147–148; e.g., 
Ex. 1208, 8:12-15 (the sealing balloons are inflated to “form a 
seal within the blood vessel”), 12:31–53 (sealing balloons 
facilitate “fluid communication between the distal end of the 
evacuation sheath assembly 100 and a fluid collection chamber, 
filter, and vacuum source”), 13:15–14:39 (seal formed by 
inflated balloons allows capturing of “dislodged material” in the 
course of positioning and placing a stent 194). 

As Petitioner’s experts admit, Petitioner’s drastic 
reconstruction would indisputably render Ressemann completely 
inoperable for its stated purpose of embolic protection. Ex. 2116, 
396:21–397:20 (Dr. Brecker stating that the balloons are 
necessary to Ressemann’s function as an embolic protection 
device); Ex. 1242 ¶¶ 127–128 (“If a POSITA desired to only use 
Ressemann for delivering therapy devices, . . . Ressemann’s 
design would be simplified to eliminate the features necessary 
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for evacuating emboli. . . . One feature that would be removed 
. . . would be the sealing balloons.” (emphasis added)); see 
Ex. 2138, ¶¶ 147-148.  

Id. at 35–36 (alterations in original).  

Patent Owner additionally contends 

Petitioner also fails to support a plausible motivation to so 
drastically change Ressemann, offering only generic, hindsight-
based reasons for this wholesale reconstruction: “the use of 
extension catheters—with guide catheter [sic]—was known in 
the art”; it “would have simplified the manufacturing process”; 
and it “would have decreased the outer diameter of [Ressemann’s 
evacuation] assembly 100.”   

Id. at 36 (alterations in original). 

d) Petitioner’s Reply

In its Reply, Petitioner contends that Patent Owner is mistaken that 

the modification eliminates embolic capture.  Pet. Reply 11.  Specifically, 

Petitioner contends, “[m]odified as Petitioner proposes, Ressemann’s 

assembly 100 would not only still be suitable for stent or angioplasty balloon 

delivery, but also for delivery of filter-based embolic protection systems.”  

Id. at 12 (citing Ex. 1806 ¶¶ 109–110; Ex. 1807 ¶ 119). 

e) Patent Owner’s Sur-Reply

Patent Owner contends, “Petitioner’s proposed modification does not 

merely ‘impact’ Ressemann’s embolic protection function—it eliminates it.”  

PO Sur-Reply 14 (citing Ex. 2116, 396:21–397:20; Ex. 1242 ¶¶ 127–128; 

Ex. 2138 ¶¶ 146–149). 

f) Analysis

We have considered the parties’ positions and evidence of record 

related to Petitioner’s challenge of claims 33 and 34 and find Patent Owner 
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to have the better position.  We adopt Patent Owner’s position, summarized 

above, as our own.  Petitioner’s proposed modifications require extensive 

modification of Ressemann’s system, including using a smaller guide 

catheter requiring the removal of Ressemann’s sealing balloons, thereby 

eliminating the capability of Ressemann’s aspiration catheter to act as an 

aspiration catheter.  See Pet. 72–73 (“Ressemann could be modified for use 

solely as an extension catheter, and not as an aspiration catheter.”).  Such a 

modification that would render the prior art reference inoperable for its 

intended purpose is not obvious.  See, e.g., Polaris Indus. v. Arctic Cat, Inc., 

882 F.3d 1056, 1069 (Fed. Cir. 2018) (finding error in the Board’s failure to 

consider evidence that a proposed combination would result in a 

modification “which would run contrary to one of [the reference’s] stated 

purposes.”); Plas-Pak Indus. v. Sulzer Mixpac AG, 600 F. App’x 755, 758–

59 (Fed. Cir. 2015) (finding a proposed modification that would not perform 

the “specific function” “repeatedly recite[d]” throughout the specification 

not obvious).  To that point, we credit the testimony of Mr. Keith that 

“Ressemann’s sealing balloons are critical to Ressemann’s goal of allowing 

a lesion to be treated without embolic debris being carried downstream.”  

Ex. 2138 ¶ 148; see also Ex. 1208, 8:12–15 (the sealing balloons are inflated 

to “form a seal within the blood vessel”), 12:31–53 (sealing balloons 

facilitate “fluid communication between the distal end of the evacuation 

sheath assembly 100 and a fluid collection chamber, filter, and vacuum 

source”), 13:15–14:39 (seal formed by inflated balloons allows capturing of 

“dislodged material” in the course of positioning and placing a stent 194).  

Petitioner argues in Reply that embolic protection could be provided 

without aspiration by using a non-occlusive, distal-protection device in 
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Ressemann.  Pet. Reply 11–12 (citing Ex. 1806 ¶¶ 109–110; Ex. 1807 

¶ 119).  Petitioner did not make this argument in the Petition and the 

extensive proposed modifications to Ressemann’s device, including adding a 

non-occlusive, distal-protection device that was not discussed in the Petition, 

suggest that the proposed modifications are improperly based on a hindsight 

desire to recreate the inventions recited in claims 33 and 34, and not on a 

known need in the art for such a device.  See Pet. 72 (“Ressemann could be 

modified for use solely as an extension catheter, and not as an aspiration 

catheter.”).   

Accordingly, in view of the above, we determine that Petitioner has 

not established by a preponderance of evidence that claims 33 and 34 would 

have been obvious over the combination of Ressemann and Takahashi.   

4. Ground 4: Obviousness of Claim 44 over the Combination of
Ressemann and Kataishi

For the reasons set forth below, we determine that Petitioner has not 

established by a preponderance of evidence that claim 44 would have been 

obvious over the combination of Ressemann and Kataishi.   

a) Summary of Kataishi (Ex. 1225)

Kataishi is directed to “a thrombus suction catheter with improved 

suction and crossing having a small pressure loss, which is a tube having a 

lumen passing through from a proximal end to a distal end, a distal end 

opening having an angled cut surface.”  Ex. 1225 ¶ 10.  Figure 1 of Kataishi, 

reproduced below, is a front view of a thrombus suction catheter. 
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As shown in Figure 1, a thrombus suction catheter includes a catheter 

body 1, a connector 2 provided at a proximal end of the catheter body 1, a 

distal end opening 12 formed by an angled cut surface, and a guide wire 

insertion port 13.  Id. ¶¶ 27, 29. 

Kataishi discloses “a thrombus suction catheter for removing a 

thrombus from coronary arteries” that has “remarkably improved suction 

and crossing (reaching ability and smooth passage to a subject site).”  

Ex. 1225 ¶ 1.   

Figure 2 of Kataishi is reproduced below: 

Figure 2 of Kataishi is a cross-sectional view showing an enlarged portion of 

the disclosed thrombus suction catheter.  Id. ¶ 14.  The thrombus suction 

catheter includes catheter body 1 having a lumen 11.  Id. ¶ 27.  The distal 

45 

PUBLIC VERSION



IPR2020-00138 
Patent RE47,379 E 

end of the catheter is provided with cut surface 16 having on its proximal 

end side a first cut surface 163 defining an angle with the longitudinal axis 

of the catheter and a second concave cut surface 161 beginning at the trailing 

end of ledge surface 164 and also angled with respect to the longitudinal 

surface.  Id.  

Figure 10 of Kataishi is reproduced below: 

Figure 10 shows the thrombus suction catheter of Kataishi covering an 

atheroma (AT), consisting of a lipid core (LC) beneath the vascular 

endothelium (ET), that is in a blood vessel (BV).  Id. ¶¶ 22, 27.  As shown in 

Figure 10, cut surface 161 (labelled in Figure 2) forms a concave portion 

that, according to Kataishi, improves the flexibility of the catheter distal end 

and enables cut surface 16 to absorb an expanded atheroma by suction.  Id.  

Kataishi explains that the angled shape of a portion of distal end opening 12 

“remarkably enhances suction” and enables the lipid core in the vascular 

endothelium to be removed by suction.  Id. ¶ 27. 
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b) Petitioner’s Contentions

Petitioner contends that claim 44 would have been obvious over the 

combined disclosures of Ressemann and Kataishi.  Pet. 74–80.  In particular, 

Petitioner contends that Kataishi teaches a thrombus suction catheter having 

a side opening with two different inclined slopes, as shown in annotated 

Figure 2, reproduced below. 

Id. at 76–77 (citing Ex. 1225, Fig. 2, 10; Ex. 1205 ¶ 249; Ex. 1242 ¶¶ 116–

117).  Petitioner contends that “Kataishi teaches a suction catheter with a 

distal end designed to do two things: 1) improve crossability of the catheter; 

and 2) provide superior loading of matter (thrombus) into the distal end of 

the suction catheter.  These advantages are accomplished by the shape of 

Kataishi’s distal end.”  Id. at 78.   

Petitioner contends that “[a]dding a second, inclined slope to the 

angled, proximal side opening 140a of Ressemann would have increased the 

area of entry for the stent or balloon, without increasing the catheter’s outer 

diameter.”  Id. at 79 (citing Ex. 1205 ¶ 254; Ex. 1242 ¶ 111).  Petitioner 

contends that a person of ordinary skill in the art would have been motivated 

to make the modification because:  (1) “it would allow the catheter to 

receive a therapy catheter, but still be advanced to distal locations into the 

coronary vasculature,” and (2) it would minimize kinking “and thus improve 
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the crossability of the device by avoiding drag on the inside of the guide 

catheter.”  Id. at 79–80 (citing Ex. 1225 ¶¶ 26, 27, Fig. 10; Ex. 1205 ¶ 254; 

Ex. 1242 ¶ 111, 114).   

c) Patent Owner’s Response

Patent Owner responds that “Petitioner proposes applying the isolated 

shape of Kataishi’s flexible distal end to a different location of a different 

device that is directed to a different purpose and that has different material 

properties.”  PO Resp. 41.  Patent Owner asserts that Kataishi’s improved 

crossability is attributed to both the shape and flexibility of its distal end.  Id. 

at 42 (citing Ex. 1225 ¶¶ 26, 28; Ex. 2138 ¶ 154).  Patent Owner asserts that 

“[a] POSITA would not expect modifying the shape of Ressemann’s 

proximal opening, which does not ‘see’ the vasculature, to have a 

meaningful effect on crossability.”  Id. at 42 (citing Ex. 2138 ¶ 153).  

Moreover, Patent Owner distinguishes between “Kataishi’s flexible distal 

end” and Ressemann’s proximal opening having a “multi-layered, reinforced 

structure.”  Id. (citing Ex. 2138 ¶¶ 152–154).  

Patent Owner further contends that the benefit of “superior loading of 

thrombus” into a distal opening is inapplicable “to inserting interventional 

devices, in a proximal-to-distal direction, into Ressemann’s proximal 

opening.”  Id. at 43 (citing Ex. 2138 ¶ 155; Ex. 2145 ¶ 197; Ex. 2137, 

385:1–23).  Finally, Patent Owner contends that “Kataishi teaches that the 

shape of its distal end is designed to increase flexibility, (Ex. 1225, [0027]), 

but increasing flexibility in Ressemann’s proximal opening would increase 

the risk of kinking.”  Id. at 45 (citing Ex. 2138 ¶ 159).   
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d) Petitioner’s Reply

In Reply, Petitioner argues that a person of ordinary skill in the art 

would have been motivated to apply the shape of Kataishi’s distal end to 

Ressemann’s proximal end because Ressemann teaches the shape of a 

lumen’s opening at each of the proximal and distal end functions similarly 

and contributes to smooth passage of therapeutic devices therethrough. Pet. 

Reply 15–16 (citing Ex. 1208, 6:52–60 (“The proximal and distal ends 140a, 

140b of the evacuation lumen 140 are preferably angled to allow for 

smoother passage of the evacuation sheath assembly 100 through a guide 

catheter, and into a blood vessel, and to facilitate smoother passage of other 

therapeutic devices through the evacuation lumen 140 of the evacuation 

head 132.”)).  

Petitioner contends also that a person of ordinary skill in the art would 

be motivated to apply Kataishi’s distal opening shape to Ressemann’s 

proximal opening because it would provide a larger size to facilitate 

introduction of stents and balloon catheters into Resseman’s device.  Id. at 

16–17. 

e) Patent Owner’s Sur-Reply

Regarding Petitioner’s motivation to combine, Patent Owner contends 

that “Petitioner completely ignores Teleflex’s evidence (and the admission 

of Petitioner’s original technical expert) that the increased size does not 

depend on having a complex, multi-angle shape like that of Kataishi, but 

rather is simply a function of how ‘sharp’ one chooses to angle the opening.”  

PO Sur-Reply 13 (citing PO Resp. 25–27). 
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f) Analysis

Having considered the parties’ positions and evidence of record, 

summarized above, we agree with Patent Owner that a person of ordinary 

skill in the art would not have been motivated to apply the shape of 

Kataishi’s distal end to Ressemann’s proximal end.  In particular, we agree 

with Patent Owner that the ability of a Kataishi’s catheter “to cross tortuous 

vasculature is almost entirely driven by the design of its distal end, as that is 

the portion that interacts with the vasculature as it is being advanced,” and 

thus, “[c]onsiderations for suctioning a thrombus into the distal opening of 

Kataishi, in a distal-to-proximal direction, would not apply to inserting 

interventional devices, in a proximal-to-distal direction, into Ressemann’s 

proximal opening.”  PO Resp. 42–43 (citing Ex. 2138 ¶¶ 153, 193; Ex. 2137, 

385:1–23). 

We recognize Petitioner’s argument that Ressemann discloses an 

angled opening at both ends of its catheter and use of two different angles 

for the side opening would “increase[] the area of the proximal opening as 

compared to Ressemann’s single incline opening.”  Pet. Reply 16 (citing Ex. 

1807 ¶ 145).  We also recognize Petitioner argues that Ressemann itself 

recognizes that both the proximal and distal ends of evacuation lumen 140 

assist in ensuring “smoother passage of the evacuation sheath assembly 100 

through a guide catheter.”  Id. at 17 (citing Ex. 1208, 6:52–57).  Neither of 

these arguments, however, adequately explain why a person of ordinary skill 

in the art would have been motivated to replace the shape of the lumen at the 

proximal end of Ressemann’s device with the shape of the lumen at the 

distal end of Kataishi’s device.   
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First, while we appreciate Mr. Jones’s testimony that the shape of 

Kataishi’s distal opening is larger in area as compared to the shape of 

Ressemann’s proximal opening (Ex. 1807 ¶ 145), this fact alone does not 

explain why a person of ordinary skill in the art would have sought to 

modify Ressemann’s proximal opening to achieve a larger area.  The distal 

end of Kataishi’s suction catheter is designed to suction a thrombus from the 

side of the distal end by being flexible and shaped to conform about the 

thrombus and against a vessel wall (Ex. 2138 ¶ 151), and Petitioner does not 

explain sufficiently why the shape of Kataishi’s distal opening would have 

been applicable to the proximal end of Ressemann’s device.  To that point, 

we credit Mr. Keith’s undisputed testimony that the increased area is a 

function of how sharp one chooses to angle the opening and does not depend 

on having a complex, multi-angle shape like that of Kataishi.  Ex. 2138 

¶ 139; PO Resp. 25–27. 

Second, Kataishi discloses suction and crossability advantages of its 

multi-angled distal tip, but these advantages are not relevant for a proximal 

side opening of a catheter as the proximal end would not advance through 

the vasculature.  PO Resp. 42; Ex. 1225 ¶ 26, 28, 33; Ex. 2138 ¶¶ 153–154; 

Ex. 2116, 386:5–24.  Given the described location, purpose and advantages 

of Kataishi’s distal tip and lack of any teaching suggesting any 

interventional devices being passed through Kataishi’s thrombus suction 

catheter, we are not persuaded that a person of ordinary skill in the art would 

have been motivated to modify Ressemann’s device as proposed by 

Petitioner to achieve the subject matter of claim 44.  See, e.g., Ex. 1225 ¶ 27, 

Fig. 10 (“The concave portion 161 is a means for improving flexibility of the 

catheter distal end and enabling the cut surface 16 to adsorb an expanded 
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atheroma AT by suction, when the atheroma AT as shown in FIG. 10 is 

covered with the distal end opening 12”)).    

Accordingly, in view of the above, we determine that Petitioner has 

not established by a preponderance of evidence that claim 44 would have 

been obvious over the combination of Ressemann and Kataishi.   

5. Ground 5: Obviousness of Claim 44 over the Combination of
Ressemann and Enger

For the reasons set forth below, we determine that Petitioner has not 

established by a preponderance of evidence that claim 44 would have been 

obvious over the combination of Ressemann and Enger.   

a) Summary of Enger (Ex. 1250)

Enger is directed to a rapidly exchangeable catheter for use in the 

coronary arteries includes an elongate relatively stiff proximal segment that 

defines an inflation lumen, an intermediate, shorter segment formed from a 

more flexible plastic material and having two lumens, and a third, single 

lumen distal segment.  Ex. 1250, Abstract.  Figure 1 of Enger is reproduced 

below:  

Id. at 4:3.  As shown above, catheter 26 includes an elongate proximal 

segment 28 which is formed from metallic hypodermic tubing, preferably 

stainless steel.  Id. at 4:67–5:2.  Catheter 26 also includes an intermediate 

segment 30 attached at its proximal end to the distal end of the metal tube 28 

and being shorter in length than the metal tube 28.  Id. at 5:5–8. 
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Figure 7 of Enger, reproduced below, is a sectional longitudinal 

illustration of the catheter in the region where the proximal metal tubular 

segment is joined to the intermediate more flexible plastic segment.   

Id. at 4:19–22.  As shown above, metallic tubular proximal segment 

28 defines a lumen 36 that extends fully through its length.  Id. at 5:10–11.  

Flexible plastic intermediate segment 30 may be an extruded tube of suitable 

plastic such as high density polyethylene.  Id. at 5:28–30. 

b) Petitioner’s Contentions

Petitioner contends claim 44 would have been obvious over the 

combined disclosures of Ressemann and Enger.  Pet. 80–84.  Petitioner 

contends that Enger teaches an angioplasty catheter that “includes an 

‘elongate proximal segment’ (28), an intermediate segment (30), and a distal 

segment to which the dilation balloon (34) is mounted.”  Id. at 82 (citing 

Ex. 1250, 4:66–5:11, Fig. 1).  Petitioner contends that Enger’s “catheter is 

designed to have a short, distally located guidewire lumen incorporated into 

both the intermediate and distal catheter segments;” the guidewire lumen 

having a proximal opening with at least two inclined slopes.”  Id. at 82–83 

(citing Ex. 1250, 3:9–10, 5:34–40, Fig. 7).  Petitioner illustrates the inclined 

slopes of the proximal opening in annotated Figure 7, reproduced below.  
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Id. at 83 (citing Ex. 1250, Fig. 7). 

Petitioner contends that “Enger’s incline #1 functions as a start of an 

incline to the entry port located at incline #2.  This incline functions to guide 

the interventional device (in this case a guidewire) into its designated 

lumen.”  Id. at 83.  Petitioner contends that a person of ordinary skill in the 

art would have been motivated add two inclines to Ressemann’s device to 

guide interventional devices into Ressemann’s lumen.  Id. (citing Ex. 1205 

¶ 257).  Petitioner contends that a “POSITA would have a reasonable 

expectation of success in combining these two as a POSITA would 

understand that the first incline of Enger could be incorporated into 

Ressemann’s evacuation lumen 140 by using a similarly inclined polymer 

collar to grip wire-like pushrod 25.”  Id. at 84 (citing Ex. 1205 ¶ 257; 

Ex. 1242 ¶¶ 118–123).  Petitioner illustrates the combination of 

Ressemann’s Figure 1C with Enger in the annotated figure reproduced 

below.  
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Id. (citing Ex. 1208, Fig. 1C). 

c) Patent Owner’s Response

Patent Owner responds that Enger discloses a common monorail type 

balloon catheter having a single inclined guidewire opening 46 and not a 

proximal opening with two inclined sidewalls.  PO Resp. 46–47 (citing 

Ex. 1250, Abstract; Ex. 2138 ¶¶ 116, 119–120).  Patent Owner contends that 

the “single-include guidewire lumen opening 46 is visible” as illustrated in 

annotated Figure 7, reproduced below.  
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Id. (citing Ex. 1250, 5:38–40, Fig. 1, 7; Ex. 2138 ¶¶ 119–120). 

Patent Owner contends that “[w]hat Petitioner points to as “incline 

#1” is, in reality, just a necked structure caused by the ‘metal tube 28’ 

(forming the balloon inflation lumen 36) mating with intermediate segment 

30; it is not part of angled opening 46, and it is certainly not an “inclined 

sidewall.” Id. at 47–48 (citing Ex. 1250, 7:1–5; Ex. 2138 ¶¶ 120–122).   

d) Petitioner’s Reply

In its Reply, Petitioner does not address Patent Owner’s response with 

regard to Ground 5.  See generally Pet. Reply.  

e) Analysis

We have considered the parties’ positions and evidence of record 

related to Petitioner’s challenge of claims 33 and 34 and find Patent Owner 

to have the better position, which we adopt as our own.  PO Resp. 45–49.  

Specifically, we determine that “Enger discloses a common monorail type 

balloon catheter having a single inclined guidewire opening 46” and not a 

proximal opening with two inclined sidewalls.  Id. at 45–47 (citing Ex. 1250, 

Abstract; Ex. 2138 ¶¶ 116, 119–120); see also Ex. 2138 ¶ 117 (“Enger’s 

proximal guidewire lumen 46 is not an entry point for the guidewire.” 

(emphasis omitted)).  Accordingly, Enger does not cure the deficiency of 

Ressemann discussed above with regard to claim 44.   

In view of the above, Petitioner fails to demonstrate that the 

combination of Ressemann and Enger renders obvious claim 44. 

III. MOTION TO AMEND

Having determined that claims 25, 29, 30, 38, 43, and 45 of the ’379 

patent are unpatentable, we address Patent Owner’s Corrected Motion to 
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Amend.  We address only proposed substitute claims 46–51 in Patent 

Owner’s Corrected Contingent Motion to Amend (Paper 81), and we do not 

address proposed claims from the original Motion to Amend (Paper 35).   

A. Legal Standard

In an inter partes review, amended claims are not added to a patent as 

a matter of right; rather, they must be proposed as a part of a motion to 

amend.  35 U.S.C. § 316(d) (2018).  The Board must assess the patentability 

of proposed substitute claims “without placing the burden of persuasion on 

the patent owner.”  Aqua Prods., Inc. v. Matal, 872 F.3d 1290, 1328 (Fed. 

Cir. 2017) (en banc); see Lectrosonics, Inc. v. Zaxcom, Inc., IPR2018-01129, 

Paper 15 at 3‒4 (PTAB Feb. 25, 2019) (precedential).  Subsequent to the 

issuance of Aqua Products, the Federal Circuit issued a decision in Bosch 

Automotive Service Solutions, LLC v. Matal, 878 F.3d 1027 (Fed. Cir. 2017), 

as well as a follow-up order amending that decision on rehearing.  See Bosch 

Auto. Serv. Sols., LLC v. Iancu, No. 2015-1928 (Fed. Cir. Mar. 15, 2018) 

(Order on Petition for Panel Rehearing).  

In accordance with Aqua Products, Bosch, and Lectrosonics, a patent 

owner does not bear the burden of persuasion to demonstrate the 

patentability of the substitute claims presented in the motion to amend.  

Rather, ordinarily, “the petitioner bears the burden of proving that the 

proposed amended claims are unpatentable ‘by a preponderance of the 

evidence.’”  Bosch, 878 F.3d at 1040 (as amended on rehearing); see 

Lectrosonics, Paper 15 at 3–4.  In determining whether a petitioner has 

proven unpatentability of the substitute claims, the Board focuses on 

“arguments and theories raised by the petitioner in its petition or opposition 

to the motion to amend.”  Nike, Inc. v. Adidas AG, 955 F.3d 45, 51 (Fed. 
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Cir. 2020).  Thus, the Board determines whether substitute claims are 

unpatentable by a preponderance of the evidence based on the entirety of the 

record, including any opposition made by a petitioner. 

Notwithstanding the foregoing, a patent owner’s proposed substitute 

claims must meet the statutory requirements of 35 U.S.C. § 316(d) and the 

procedural requirements of 37 C.F.R. § 42.121.  Lectrosonics, Paper 15 at 4–

8. Accordingly, a patent owner must demonstrate: (1) the amendment

proposes a reasonable number of substitute claims; (2) the proposed claims

are supported in the original disclosure (and any earlier filed disclosure for

which the benefit of a filing date is sought); (3) the amendment responds to a

ground of unpatentability involved in the trial; and (4) the amendment does

not seek to enlarge the scope of the claims of the patent or introduce new

subject matter.  See 35 U.S.C. § 316(d); 37 C.F.R. § 42.121.

B. Proposed Substitute Claims

In its Corrected Contingent Motion to Amend, Patent Owner proposed 

substitute claims 46–51 to replace original claims 25, 29, 30, 38, 43, or 45, 

as set forth in the table below:  

Original Claim Proposed Substitute 
Claim (MTA) 

25 46 
29 47 
38 49 
43 50 
45 51 

MTA 1.  

Proposed independent substitute claim 46 is reproduced below, with 

underlining indicating text added to original claim 25, and with brackets and 

strikethroughs indicating text deleted from original claim 25.   
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46. A method of forming a device adapted for use with
a standard 6 French guide catheter having a continuous lumen 
extending for a predefined length, the method comprising: 

providing a flexible tip segment having a single lumen 
therethrough; 

providing a reinforced segment having a single lumen 
therethrough, 

including one or more metallic elements in a braided or 
coiled pattern covered with a polymer, and extending from a 
proximal end portion to a distal end portion; 

providing a substantially rigid segment extending from a 
proximal end portion to a distal end portion, wherein the 
substantially rigid segment is more rigid along a longitudinal axis 
than the flexible tip segment; 

whereby the flexible tip segment and reinforced segment 
are configured to be coaxial with the lumen of the standard 6 
French guide catheter when positioned therein, each have an 
internal diameter of at least 0.056 inches, and are configured to 
allow passage of a stent catheter that is passed through the guide 
catheter alongside the substantially rigid segment; 

defining a side opening portion that comprises a first 
inclined region that transitions to a uniform non-inclined region 
that forms a concave track that transitions to a second inclined 
region, including forming, in a proximal to distal direction, an 
arcuate cross-sectional shape and a hemicylindrical cross-
sectional shape; 

eccentrically positioning the distal end portion of the 
substantially rigid segment relative to a longitudinal axis of the 
proximal end portion of the reinforced segment; and 

coaxially aligning the distal end portion of the reinforced 
segment and a proximal end portion of the flexible tip segment, 

wherein providing the substantially rigid segment, the 
reinforced segment, and the flexible tip segment includes 
forming a device length that is longer than the predefined length 
of the continuous lumen of the guide catheter such that when a 
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distal end portion of the flexible tip segment is extended distally 
of a distal end of the guide catheter, the proximal end portion of 
the substantially rigid segment extends proximally of a proximal 
end of the guide catheter. 

MTA, A1–2.  Proposed substitute claims 47 and 48 depend from claim 46.  

Id. at A2–3.   

Proposed independent substitute claim 49 is reproduced below, with 

underlining indicating text added to original claim 38, and with brackets and 

strikethroughs indicating text deleted from original claim 38. 

49. A method of forming a device adapted for use with
a standard guide catheter having a continuous lumen extending 
for a predefined length, the method comprising: 

providing a flexible tip segment having a lumen 
therethrough; 

providing a reinforced segment including one or more 
metallic elements covered with a polymer and having a uniform, 
fixed outer diameter and a lumen for coaxial alignment with the 
lumen of the flexible tip segment, said flexible tip segment and 
reinforced segment defining a tubular structure with a single 
lumen that is configured to be coaxial with the continuous lumen 
of the guide catheter when positioned therein, wherein said 
tubular structure has an inner diameter that is not more than about 
one French smaller than the continuous inner lumen of the guide 
catheter; 

providing a substantially rigid segment defining a rail 
structure without a lumen extending from a proximal end portion 
to a distal end portion, wherein the substantially rigid segment is 
more rigid along a longitudinal axis than the flexible tip segment; 

defining a side opening portion, including forming, in a 
proximal to distal direction, an arcuate cross-sectional shape and 
a hemicylindrical cross-sectional shape, the side opening portion 
extending for a distance along a longitudinal axis of the device 
such that the side opening is accessible from a longitudinal side, 
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defined transverse to the longitudinal axis, to receive a balloon 
catheter and stent; and 

arranging, in a proximal to distal direction, the 
substantially rigid segment, the side opening portion, the 
reinforced segment, and the flexible tip segment such that when 
the flexible tip segment is extended distally of a distal end of the 
guide catheter, the proximal end portion of the substantially rigid 
segment extends proximally of a proximal end of the guide 
catheter and the side opening portion is positioned within the 
continuous lumen of the guide catheter, whereby the reinforced 
segment and substantially rigid segment are configured to resist 
forces exerted by the balloon catheter and stent that are passed 
through and beyond the coaxial lumen that would otherwise tend 
to dislodge the guide catheter from a branch artery into which the 
reinforced segment has been advanced. 

Id. at A3–5.  Proposed substitute claims 50 and 51 depend from proposed 

substitute claim 49. Id. at A5.  

C. Statutory and Procedural Requirements

1. Reasonable Number of Substitute Claims

35 U.S.C. § 316(d)(1)(B) requires that the number of substitute claims

be reasonable.  See 37 C.F.R. § 42.121(a)(3). Patent Owner presents five 

proposed substitute claims, each corresponding to one original claim.  MTA 

3–9, App’x A.  This one-for-one substitution is reasonable.  37 C.F.R. 

§ 42.121(a)(3) (“The presumption is that only one substitute claim would be 

needed to replace each challenged claim . . . .”).  Petitioner does not assert 

that the Motion presents an unreasonable number of proposed substitute 

claims.
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2. Whether Proposed Substitute Claims 46–51 Enlarge Claim Scope

35 U.S.C. § 316(d)(3) requires that the amendment not seek to enlarge

the scope of the claims.  See 37 C.F.R. § 42.121(a)(2)(ii).  Proposed 

substitute claims 46–51 add certain limitations to corresponding claims 25, 

29, 30, 38, 43, or 45.  See, e.g., MTA, App’x A.  Petitioner does not argue 

that the amendments enlarge the scope of the claims.  Upon review of the 

limitations added to these claims, we are persuaded that proposed substitute 

claims 46–51 do not enlarge the scope of the claims they replace.   

3. Responsive to a Ground of Unpatentability

37 C.F.R. § 42.121(a)(2)(i) specifies that a motion to amend may be

denied where it “does not respond to a ground of unpatentability involved in 

the trial.”  Patent Owner contends that the additional limitations further 

distinguish the prior art advanced in the Petition.  MTA 10–24.  Petitioner 

does not argue otherwise.  We agree that this requirement is met. 

4. Whether Proposed Substitute Claims 46–51 Introduce New Matter

A motion to amend may not propose substitute claims that introduce

new subject matter.  35 U.S.C. § 316(d)(3); 37 C.F.R. § 42.121(a)(2)(ii).  

New matter is any addition to the claims that lacks sufficient support in the 

subject patent’s original disclosure.  TurboCare Div. of Demag Delaval 

Turbomach. Corp. v. Gen. Elec. Co., 264 F.3d 1111, 1118 (Fed. Cir. 2001) 

(“When the applicant adds a claim . . . , the new claims . . . must find support 

in the original specification.”).  The Board requires that a motion to amend 

set forth written-description support in the originally filed disclosure of the 

subject patent for each proposed substitute claim and also set forth support 

in an earlier-filed disclosure for each claim for which a patent owner seeks 
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the benefit of the earlier-filed disclosure’s filing date.  See 37 C.F.R. 

§ 42.121(b)(1)–(b)(2).

a) Patent Owner’s Contentions in Favor of Written Description
Support

In its Corrected Motion to Amend, Patent Owner identifies citations in 

the original disclosure of Application Serial No. 11/416,629 (Ex. 1203, “the 

’629 application”) that it asserts provide support for the proposed 

amendment of each claim.  MTA 2–9.  With respect to the disputed 

limitations referring to “a substantially rigid side opening” in proposed 

substitute claim 46, Patent Owner argues that the Specification discloses “a 

side opening portion that comprises a first inclined region that transitions to 

a uniform non-inclined region that forms a concave track that transitions to a 

second inclined region . . . including forming, in a proximal to distal 

direction, an arcuate cross-sectional shape and a hemicylindrical cross-

sectional shape.”  Id. at 4 (citing Ex. 2124 ¶¶ 45–50, 52).  Patent Owner 

contends that “[t]he claim need not expressly recite that the side opening is 

in the substantially rigid portion.”  Id. (citing Ex. 2124 ¶¶ 30–44, 51).  

Likewise, Patent Owner argues that, with respect to proposed substitute 

claim 49, the Specification discloses providing a substantially rigid segment 

“defining a side opening portion, including forming, in a proximal to distal 

direction, an arcuate cross-sectional shape and a hemicylindrical cross-

sectional shape”   Id. at 7 (citing Ex. 1003, 8:18–9:3, 12:7–8; 11–12; 15:4–

15; 35; 36 at Figure 6; Ex. 2124 ¶¶ 30–44, 51).   

b) Petitioner’s Opposition

Petitioner contends that proposed substitute claims 46 and 49 “cover 

or require side openings that are separate from the substantially rigid 
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segment.”  Pet. MTA Opp. 2.  Petitioner contends that “the written 

description exclusively and repeatedly describes the side opening as part of 

the substantially rigid portion of the claimed device.”  Id.  Specifically, 

Petitioner contends that all of the Specification’s references to “a side 

opening are in the part describing the ‘rigid portion.’”  Id. at 3 (citing 

Ex. 1842, 9–10, 13–20, 38–41, 43, Figs. 4, 12–16; Ex. 1919 ¶¶ 28–41, 46–

47).  Petitioner contends that “[b]ecause there is no support for a side 

opening outside of the substantially rigid portion, proposed substitute claims 

46–47 and 49–51 are unpatentable for lack of written description support 

under 35 U.S.C. § 112(a).”  Id. at 10.  

Petitioner contends that “a side opening outside of the substantially 

rigid segment is not an ‘unclaimed aspect,’” but a recited claim element that 

“must be actually or inherently disclosed.”  Pet. MTA Sur-reply 14 (citing 

PowerOasis Inc. v. T-Mobile USA, Inc., 522 F.3d 1299, 1306–07 (Fed. Cir. 

2008)).  Petitioner contends that “PO’s expert agrees that the side opening in 

Figures 4 and 12 is always in the rigid portion 20” and “could not point to a 

specific description of any embodiment with a side opening outside of the 

rigid portion 20.”  Id. (citing Ex. 1922, 8:15–9:8, 10:19–11:20 (second Keith 

deposition)). 

c) Patent Owner’s Reply

Patent Owner responds that the proposed substitute claims are 

supported by the Specification because the technology at issue was mature, 

and the “disclosure does not indicate that putting the side opening 

specifically in the substantially rigid portion is critical to the invention.”  PO 

MTA Reply, 2–7 (citing Ethicon Endo-Surgery, Inc. v. United States 

Surgical Corp., 93 F.3d 1572, 1582 n.7 (Fed. Cir. 1996) (If the inventor “did 
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not consider the precise location of the lockout to be an element of his 

invention, he was free to draft claim 24 broadly . . . to exclude the lockout’s 

exact location as a limitation of the claimed invention . . . .  Such a claim 

would not be unsupported by the specification even though it would be 

literally infringed by undisclosed embodiments.”)).   

Patent Owner contends that “the proximal portion of the tubular 

structure can be more rigid than a side opening in the ‘substantially rigid’ 

portion, for example, where the side opening is made of more flexible 

Nitinol and/or has relief cuts, and that the specification expressly teaches 

that the portion of the substantially rigid portion that has the side opening 

can be made flexible.”  Id. at 6–7 (citing Ex. 2243 ¶¶ 36–40; Ex. 2242, 54:7–

14, 57:1–58:7 (Zalesky deposition)).  Patent Owner further contends “a 

POSITA at the time of the invention would have known that the side 

opening could be made out of metal or polymer, with relief cuts to increase 

flexibility, or varying material thicknesses.” Id. (citing Ex. 2243 ¶ 37; 

Ex. 2242, 62:6–63:16, 89:23–90:3; Ex. 2241, 150:3–155:1 (Jones 

deposition)). 

Patent Owner also asserts that the same written description question 

was resolved during prosecution of the ’379 patent.  Id. at 4.  Specifically, 

Patent Owner contends that “[i]n an office action response during the 

prosecution of the ’379 patent, Teleflex changed ‘providing a segment 

defining a side opening’ to ‘defining a side opening portion,’ . . . to 

overcome a written description rejection, and the claims were allowed.”  Id. 

(citing Ex. 1003, 229, 232).5   

5 We understand the correct citation to be Ex. 1203, 229, 232. 
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d) Petitioner’s Sur-Reply

Petitioner replies, 

PO’s argument that claims may be broader than the preferred 
embodiments (MTA Reply, 1–2) misses the mark.  While an 
applicant may choose to exclude certain features of the preferred 
embodiment from the claims, thereby rendering the claims 
broader than the preferred embodiments, a recited claim element 
must be disclosed by the specification.  Ethicon Endo-Surgery, 
Inc. v. U.S. Surgical Corp., 93 F.3d 1572, 1582 n.7. (Fed. Cir. 
1996).  Here, the proposed claims recite a method for forming a 
device, comprising “a flexible tip segment . . . a reinforced 
segment . . . a substantially rigid segment,” and “a side opening 
portion.”  (App., 1–2.)  Thus, this case does not involve claims 
that “merely omit an unnecessary limitation.”  In re Peters, 723 
F.2d 891, 893 (Fed. Cir. 1983) (emphasis added) (broadening
claim on reissue by eliminating recitation of the shape of a tip,
where specification discloses a tapered tip).

Pet. MTA Sur-reply 13. 

e) Analysis

Having considered the parties positions and evidence of record, 

summarized above, we agree with Patent Owner that proposed substitute 

claims 46–47 and 49–51 are supported by the Specification.  MTA 2–9; PO 

MTA Reply 1–7.  We adopt Patent Owner’s position as our own as further 

discussed below.  PO MTA Reply 1–7. 

In addition, we note that original independent claims 25 and 38 are 
drafted such that the specific location of the side opening is not required to 
be in the substantially rigid portion, and thus proposed substitute claims 46–
47 and 49–51 do not themselves broaden that aspect of the claims.  
Furthermore, this very issue now urged by Petitioner was resolved during 
prosecution of the ’379 patent.  To that point, we consider the prosecution 
history of the written description issue in more detail.  During prosecution of 
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the ’379 patent, the Examiner rejected the then pending claims for lacking 

written description as follows: 

Regarding claims 26 and 38, the new claim language of “a 
segment having/defining a side opening” does not have support 
in the specification of the ’850 patent or the ’059 application 
resulting in the patent.  The ’850 patent is very clear that the side 
opening, i.e., the opening in the catheter wall made from “first 
full circumference portion 34, hemicylindrical portion 36 and 
arcuate portion 38” is part of rigid portion 20 and not its own 
segment apart from rigid portion.  See the ’850 patent col. 6, 11. 
50-65.  Claim 26 further places the newly claimed “segment”
“proximal of the proximal end portion of the reinforced
segment.”  However, the substantially rigid segment is located
proximal of the proximal end portion of the reinforced segment.
Claim 38 identifies the segment defining the side opening as a
completely different structure from the rigid portion which is
contrary to the ’850 patent specification.  Appropriate correction
is required.

Ex. 1203, 174–175.  

In response, the Applicant amended the claims, arguing that “claim 25 

(incorporating the relevant recitations of claim 26) and claim 38 have been 

amended to recite ‘defining a side opening portion, including forming, in a 

proximal to distal direction, an arcuate cross-sectional shape and a 

hemicylindrical cross-sectional shape.’”  Id. at 223, 229, 232.  Following the 

response and an interview between Examiner and Applicant, the Examiner 

withdrew the written description rejection during the prosecution of the 

reissue application.  Id. at 217, 468.  That the Examiner allowed  

a claim [that] may be broader than the specific embodiment 
disclosed in a specification is in itself of no moment.  Indeed, the 
statutory provision for broadened claims in reissue applications 
is intended to meet precisely the situation in which a patentee has 
claimed “less” than he had a right to claim.  35 U.S.C. § 251.  
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In re Rasmussen, 650 F.2d 1212, 1215 (CCPA 1981).  Rather, “[t]o fulfill 

the written description requirement, the patent specification must describe an 

invention in sufficient detail that one skilled in the art can clearly conclude 

that the inventor invented what is claimed.”  Cordis Corp. v. Medtronic 

AVE, Inc., 339 F.3d 1352, 1364 (Fed. Cir. 2003).   

Having reviewed the portions of the Specification referenced by 

Patent Owner, we agree with Patent Owner that Specification adequately 

supports the proposed substitute claims.  Specifically, the Summary of the 

Invention describes a coaxial guide catheter, including a “tip portion, a 

reinforced portion, and a substantially rigid portion” from the distal to the 

proximal end of the catheter.  Ex. 1203, 8:4–5.  As to the side opening, the 

Summary of the Invention discloses that “[t]he rigid portion may include a 

cutout portion and a full circumference portion.  For example, the cutout 

portion may include a section where about 45% of the circumference of the 

cylindrical tubular structure has been removed.”  Id. at 8:18–21.  With 

reference to Figures 4 and 6, the Detailed Description of the Invention 

describes coaxial guide catheter 12 including tip portion 16, reinforced 

portion 18 and rigid portion 20.  Id. at 14:7–8.  The Detailed Description 

further discloses that:  

Rigid portion 20 may be formed from a hypotube or a section of 
stainless steel or Nitinol tubing. Other substantially rigid 
materials may be used as well. Rigid portion 20 includes first full 
circumference portion 34, hemicylindrical portion 36, arcuate 
portion 38, and second full circumference portion 40. 

First full circumference portion 34 is joined to braid or coil 
reinforcement 32. First full circumference portion 34 extends for 
a relatively short distance, for example, .25 cm. 
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Hemicylindrical portion 36 desirably includes 40% to 70% 
of the circumference of the tube. Hemicylindrical portion 36 may 
extend, for example, approximately 20 to75 cm in length. 

Hemicylindrical portion 36 tapers into arcuate portion 38.  

Arcuate portion 38 extends from 25% to 40% of the 
circumference of the tube.  Arcuate portion 38 may extend 
linearly, for example, for about 15 cm. 

Id. at 15:4–15.  These features are illustrated in Figure 4.  See id. at 35.  We 

reproduce Petitioner’s annotated Figure 4 of the ’379 patent as 

representative of Figure 4 of the original disclosure.  

Importantly, the Specification does not indicate that putting the side 

opening specifically in the substantially rigid portion is critical to the 

invention.  Ex. 2243 ¶ 27–43; Ex. 2124 ¶ 33.  And Petitioner identifies no 

instances where Patent Owner distinguished any prior art or traversed any 

office action rejection based on the side opening being in the substantially 

rigid portion.  Ex. 2242, 117:4–118:12, 99:11–100:14; see also Ethicon, 93 

F.3d at 1582 n.7 (If the inventor “did not consider the precise location of the

lockout to be an element of his invention, he was free to draft claim 24

broadly . . . to exclude the lockout’s exact location as a limitation of the

claimed invention . . . . Such a claim would not be unsupported by the 

specification even though it would be literally infringed by undisclosed 
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embodiments.”).  Accordingly, we determine that the proposed substitute 

claims are properly supported by the Specification.  

5. Conclusion

On this record, we determine that Patent Owner’s Corrected

Contingent Motion to Amend meets the statutory and regulatory 

requirements under 35 U.S.C. § 316(d) and 37 C.F.R. § 42.121 with respect 

to proposed substitute claims 46–51.   

D. Patentability Analysis of the Proposed Substitute Claims

Petitioner challenges the patentability of proposed substitute 

claims 46–51 on the grounds that the claims are invalid as lacking written 

description6 and as obvious over prior art.  Pet. MTA Opp. 1.  We address 

these challenges below. 

1. Claim Construction

Petitioner contends that “[n]o express construction for any terms is

necessary except that the term ‘coaxial’ means that ‘the axis of the lumen of 

the guide extension catheter is aligned in the same direction as the axis of 

lumen of the guide catheter.’”  Pet. MTA Opp. 11 (citing Ex. 1806 ¶¶ 14–

26). 

2. Challenges to the Proposed Claims under 35 U.S.C. § 103(a)

Petitioner asserts in its Opposition that the proposed substitute claims

are unpatentable on the following grounds: 

6 We address Petitioner’s written description arguments above in our 
discussion of the statutory and regulatory requirements. 
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Claim(s) 35 U.S.C. §7 References/Basis 

46, 49–51 103(a) Itou, Ressemann, Kataishi 

47, 48 103(a) Itou, Ressemann, 
Kataishi, Eidenschink 

46, 49–51 103(a) Kontos, Ressemann, 
Takahashi 

47, 48 103(a) Kontos, Ressemann, 
Takahashi, Eidenschink 

46–51 103(a) Kontos, Kataishi 

Pet. MTA Opp. 11–35. 

3. Obviousness of Proposed Substitute Claims 46–51 over the Itou-
based Grounds

Petitioner contends that substitute claims 46–51 are unpatentable as 

obvious over the Itou-based grounds.  Pet. MTA Opp. 11–27.  In this 

ground, Petitioner contends that one of ordinary skill in the art would have 

implemented Ressemann’s support collar at the proximal opening of Itou’s 

catheter.  Id. at 15–17.  Petitioner provides an annotated figure showing its 

proposed combination of Itou and Ressemann   

7 The Leahy-Smith America Invents Act, Pub. L. No. 112-29, 125 Stat. 284 
(2011) (“AIA”), amended 35 U.S.C. §§ 102 and 103.  Because the 
challenged claims of the ’379 patent have an effective filing date before the 
effective date of the applicable AIA amendments, we refer to the pre-AIA 
versions of 35 U.S.C. § 103 throughout this Decision. 
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The figure reproduced above shows Petitioner’s proposed combination of 

Itou and Ressemann.  Id. at 16.  As shown in Petitioner’s annotated figure, 

Petitioner proposes to use Ressemann’s support collar 2141 in Itou in a tab-

on-top configuration, with the tab portion resting on Itou’s metal pushwire.  

Id.; PO MTA Reply 11–12.  But Petitioner again fails to explain why one of 

ordinary skill in the art would have ignored Ressemann’s express teachings 

of embedding the tab portion of support collar 2141 deep within the 

structure of the catheter, and instead laid the tab portion on top of Itou’s 

metal pushwire.  See PO MTA Reply 10–11; see also id. at 11 (noting that 

Petitioner’s proposed combination would require at least six different 

modifications to the combined device).  Thus, we do not find Petitioner’s 

reasons for combining Itou and Ressemann persuasive. 

Accordingly, Petitioner’s arguments with respect to the combination 

of Itou, Ressemann, and Kataishi are not persuasive. 

72 
 

PUBLIC VERSION



IPR2020-00138 
Patent RE47,379 E 

4. Obviousness of Proposed Substitute Claims 46, and 49–51 over
Kontos in view of Ressemann and Takahashi

a) Summary of Kontos (Ex. 1209)

Kontos is directed to a support catheter assembly for facilitating 

medical procedures and, in particular, to a catheter assembly that has 

“particular utility in facilitating insertion of a PTCA balloon into a lesion.”  

Ex. 1209, 1:9–13. 

Figure 1 of Kontos is reproduced below: 

Figure 1 is a side plan view of a support catheter, “cut-away in part to show 

in logitudinal cross-section a tubular body having a soft tip and radiopaque 

marker, and a manipulating wire.”  Id. at 2:51–54.  As shown in Figure 1, 

support catheter assembly 10 is composed of two major elements, body 12 

and insertion/manipulation wire 14.  Id. at 3:45–46.  Body 12, “which may 

be viewed as a mini guide catheter, includes tube 16 having a base portion 

18 at its proximal end 20.”  Id. at 3:47–49.  “Tube 16 has a continuous 

lumen 22 there through from proximal end 20 to distal end 24.”  Id. at 3:49–

50. Body 12 also includes a soft tip 28 disposed at distal end 24 and funnel

portion 26 disposed at proximal end 20.  Id. at 3:50–52.

Insertion/manipulation wire 14 is attached to body 12 at base portion 18.  Id.

at 3:52–53.  Support assembly 10 may also include distal marker band 30

and proximal marker band 32.  Id. at 3:53–55.
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Kontos explains that the size and shape of the various elements of 

support assembly 10 “may vary depending on the desired application,” but 

in the embodiment depicted in Figure 1 tube 16 has a 0.055 inch outer 

diameter and lumen 22 has a 0.045 inch cross-sectional inner diameter.  Id. 

at 4:46–50.  According to Kontos, the sizes used in these embodiments “are 

generally suitable for existing PTCA catheters.”  Id. at 4:61–64. 

Figure 5 of Kontos is reproduced below: 

Figure 5 is a side schematic view of a support catheter having a PTCA 

catheter disposed therein.  Id. at 2:64–66.  In this figure, PTCA catheter 40 

and its deflated balloon 48 reside in lumen 22 of support assembly 10.  Id. at 

5:2–5. 
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Figures 6A–6C of Kontos are reproduced below: 

Figures 6A–6C are cross-sectional views showing three stages in a process 

for guiding a PTCA catheter to a coronary artery lesion.  Id. at 2:67–3:2.  As 

shown in Figure 6A, the PTCA catheter/support catheter assembly is first 

fed into guide catheter 38 and advanced to the distal end of this catheter by 

exerting axial force on wire 14 and catheter tube 50 simultaneously.  Id. at 

5:25–30.   

As shown in Figure 6B, when the PTCA catheter/support catheter 

assembly reaches the distal end of guide catheter 38, “it may be advanced as 

a unit out of the distal end of guide catheter 38 and into coronary ostia 39.”  

Id. at 5:31–35.  When extending beyond the distal end of guide catheter 38, 

body 12 functions as a guide catheter extension protecting fragile balloon 48 

and lessening “considerably the tendency of the PTCA catheter 40 to bend, 

buckle or kink.”  Id. at 5:52–56.  “To help ensure that proximal end 20 does 
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not unintentionally exit from the guide catheter,” guide catheter 38 may be 

provided with “a radially inwardly formed annular ridge 44 for impeding 

further axial movement of funnel 26 beyond the distal end of guide catheter 

38.”  Id. at 5:59–6:2.   

 As shown in Figure 6C, after body 12 has been positioned adjacent 

the restricted area, PTCA catheter 40 is advanced so that balloon 48 exits 

body 12 and is advanced into the restricted area, e.g., stenosis B.  Id. at 6:9–

13. Balloon 48 is then inflated, as represented by dotted lines 48, “to effect

a well-known angioplasty procedure.”  Id. at 6:13–15.  Balloon 48 is then

deflated and PTCA catheter 40, support catheter assembly 10, and guiding

catheter 38 may be withdrawn.  Id. at 6:15–18.

Although the Figures depict the use of a PTCA catheter, Kontos 

discloses that, “[o]f course, the device of the present invention may be used 

with almost any type of catheter, including over-the-wire catheters as well as 

catheters with captive guide wires.”  Id. at 9:47–50. 

b) Proposed Substitute Claim 46

(1) Reinforced Segment

Proposed substitute claim 46 recites, “providing a reinforced segment 

having a single lumen therethrough, including one or more metallic elements 

in a braided or coiled pattern covered with a polymer, and extending from a 

proximal end portion to a distal end portion.”  MTA A1.  Petitioner contends 

that although Kontos does not teach a tubular “reinforced portion,” “it would 

have been obvious [to reinforce tube 16] in view of the knowledge of a 

POSITA and/or Ressemann.”  Pet. MTA Opp. 28.  Petitioner contends that 

metallic braiding or coiling was ubiquitous in the field to impart kink-

resistance and expressly taught by Ressemann.  Id. (citing Ex. 1208, 6:66–
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7:7; Ex. 1901 ¶¶ 175–187).  Petitioner contends that “[r]einforcing polymer 

with metallic braiding/coiling advantageously would have promoted 

pushability and prevent kinking during advancement of the catheter.”  Id. 

(citing Ex. 1246, Abstract; Ex. 1247, Abstract.)   

(2) Complex Side Opening

Proposed substitute claim 46 recites, “defining a side opening portion 

that comprises a first inclined region that transitions to a uniform non-

inclined region that forms a concave track that transitions to a second 

inclined region.”  MTA A1.  Petitioner acknowledges that “Kontos’ support 

catheter assembly 10 does not have a side opening,” but contends that 

Ressemann does.  Pet. MTA Opp. 29.  Specifically, Petitioner contends that 

Ressemann teaches an evacuation sheath inserted in a guiding catheter, the 

evacuation sheath including support collar 2141 on the proximal end of the 

tubular portion of the evacuation sheath.  Id. at 13–15 (citing Ex. 1008, Fig. 

6A–6F, 24:55–67, Fig. 16J; Ex. 1901 ¶¶ 81–85).  With reference to 

annotated Figure 16J, reproduced below, Petitioner contends that support 

collar 2141 includes “claimed side opening configuration—at least a first 

inclined slope at the proximal end of support collar 2141 (shown as ‘1’ 

below), a second inclined slope at the distal end of support collar 2141, 

(shown as ‘2’ below), and a flat, non-inclined region in-between.”  Id. at 15–

16 (citing Ex. 1008, Fig. 16J; Ex. 1800, 166:8–12, 168:9–19 (first Keith 

deposition); Ex. 1005 ¶ 136).   
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Id.  Figure 16J is an isometric view of support collar 2141 used in 

evacuation sheath assembly 2100.  Ex. 1208, 5:46–47.     

(3) 0.056 Inches Coaxial Lumen

Proposed substitute claim 46 recites, “whereby the flexible tip 

segment and reinforced segment are configured to be coaxial with the lumen 

of the standard 6 French guide catheter when positioned therein, each have 

an internal diameter of at least 0.056 inches, and are configured to allow 

passage of a stent catheter that is passed through the guide catheter alongside 

the substantially rigid segment.”  MTA A1.  Petitioner acknowledges that 

“Kontos does not disclose the cross-sectional inner diameter of the guide 

catheter,” but contends that Takahashi “discloses a ‘five-in-six’ system 

wherein the inner diameter of the 5 French catheter is 0.059 inches.”  Pet. 

MTA Opp. 31–32 (citing Ex. 1210, 452; Ex. 1901 ¶¶ 156–158; Ex. 1905 

¶¶ 138–139 (Hillstead declaration for related IPR2020-00136)).   

(4) Motivation to Combine Kontos, Ressemann, and Takahashi

Petitioner contends that a person of ordinary skill in the art “would 

have been motivated to modify Kontos to add Ressemann’s support collar 
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2141 to Kontos” to:  (1) optimize the inner diameter of tube 16; (2) facilitate 

smooth reception of an interventional cardiology device as it enters the 

lumen; (3) promote smoother passage of the catheter assembly; (4) permit 

smooth re-entry if the proximal end of the extension catheter was extended 

beyond the distal end of the guide catheter.  Id. at 29–31.   

Petitioner further contends that “[i]t would have been obvious to 

modify Kontos in light of Ressemann and Takahashi to use an extension 

catheter with a 0.056 or greater inner diameter.”  Id. at 31–32 (citing 

Ex. 1901 ¶ 191).  Specifically, Petitioner contends that “[a] POSITA would 

have been motivated to combine Takahashi with Kontos and Ressemann, 

given that the former teaches that using a catheter-in-catheter assembly—in 

particular, an assembly that achieves 1 French differential between the inner 

and outer catheters—can improve back-up support.”  Id. at 32 (citing 

Ex. 1901 ¶ 192; Ex. 1905 ¶¶ 138–141).  Petitioner contends that there would 

have been a reasonable expectation of success in making the combination 

because “[a] POSITA knew how to (i) replace the proximal funnel with a 

side opening, as discussed above, and (ii) recess Kontos’s distal marker 

bands.”  Id. (citing Ex. 1901 ¶ 193).   

(5) Analysis

Having considered the parties’ positions and evidence of record, 

summarized above, we determine that the combination of Kontos, 

Ressemann, and Takahashi fails to disclose all elements of proposed 

substitute claim 46.  In particular, the asserted combination fails to disclose 

the recited Complex Side Opening—that is, a side opening portion that 

comprises a first inclined region that transitions to a uniform non-inclined 

region that forms a concave track that transitions to a second inclined region. 
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Petitioner acknowledges that “Kontos’ support catheter assembly 10 does 

not have a side opening,” but instead relies on Ressemann for this feature of 

the claims.  Pet. MTA Opp. 29.  As discussed hereinabove in our analysis of 

Petitioner’s challenges to original claim 44, however, we determine 

Ressemann also fails to disclose the recited Complex Side Opening feature 

of the proposed substitute claims.  Accordingly, in view of the above, we 

determine that proposed substitute claim 46 would not have been obvious 

over the combination of Kontos, Ressemann, and Takahashi.   

c) Proposed substitute claim 49

(1) Motivation to Combine Kontos, Ressemann, and Takahashi

Petitioner contends that the ’379 patent admits “that it is the 

combination of a guiding catheter and an extension catheter inserted into a 

coronary ostium that improves distal anchoring of the system, and that the 

presence of the extension catheter in the guiding catheter provides ‘stiffer 

back up support’ than a guiding catheter alone.”  Pet. MTA Opp. 33 (citing 

Ex. 1901 ¶¶ 226–233; Ex. 1009, 7:60–8:16).  Petitioner further contends that 

“Kontos’ tube 16 modified to include braiding or coiling based on 

Ressemann would have increased stiffness to provide additional backup 

support.”  Id. at 33–34. 

Petitioner contends that one of ordinary skill in the art would have 

modified Kontos’s device to include various features disclosed in 

Ressemann and Takahashi to arrive at the subject matter recited in proposed 

substitute claim 49.  In particular, Petitioner contends one of ordinary skill in 

the art would have added reinforcing metallic braiding to tube 16 of Kontos, 

as is disclosed in Ressemann, in order to promote pushability and prevent 

kinking during advancement of the catheter.  Id. at 28.   
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With respect to the relative sizes of the guiding catheter and support 

catheter of Kontos, Petitioner contends that a person of ordinary skill in the 

art would have sought to resize Kontos’s device in order to implement 

Takahashi’s 5-in-6 system because Takahashi “teaches that using a catheter-

in-catheter assembly—in particular, an assembly that achieves 1 French 

differential between the inner and outer catheters—can improve back-up 

support.”  Id. at 32 (citing Ex. 1902 ¶ 192; Ex. 1905 ¶¶ 138–141).   

Petitioner contends that there would have been a reasonable 

expectation of success in making the proposed combination of Kontos, 

Ressemann, and Takahashi because a person of ordinary skill in the art 

“knew how to (i) replace the proximal funnel with a side opening, as 

discussed above, and (ii) recess Kontos’s distal marker bands.”  Id. (citing 

Ex. 1902 ¶ 193). 

(2) Analysis

Petitioner’s proposed combination expressly requires modifying 

Kontos by: (1) removing Kontos’s funnel and replacing it with the side 

opening of Ressemann (Pet. MTA Opp. 32); (2) adding metallic braiding or 

coiling to reinforce tube 16 of Kontos (id. at 28); (3) increasing the inner 

diameter of Kontos’s tube 16 from 0.045 inches to 0.059 inches (5 French) 

(id. at 31); (4) recessing Kontos’s distal marker bands (id. at 32); and (5) 

tapering Kontos’s pushrod (id.).  Dr. Brecker testifies that these expressly 

identified modifications would also require: (1) reconfiguring Kontos’s 

distal soft tip 28 so that it no longer overlaps Kontos’s tube 16 (Ex. 2240, 

130:19–131:2); (2) potentially resizing Kontos’s distal marker bands (id. at 

131:3–134:10); (3) removing Kontos’s base portion 18 (id. at 134:24–25, 

94:14–18); (4) securing Ressemann’s support collar tab 2141b on top of 
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Kontos’s pushwire, as opposed to embedding it within the structure of the 

catheter (id. at 147:9–149:21); and (5) covering the “windows” in 

Ressemann’s collar 2141 (id. at 39:1–18, 137:5–13). 

The sheer number of required modifications strongly suggests that 

Petitioner’s proposed combination is based on hindsight, using the 

’379patent as a roadmap.  Moreover, Petitioner’s proposed modifications 

require using Ressemann’s collar in a manner that is not disclosed in 

Ressemann or any other recited prior art reference, i.e., resting the tab 

portion of Ressemann’s collar on top of the catheter structure as opposed to 

embedding it within.  Compare Ex. 1901 ¶ 201, with Ex. 1208, at 27:63–67, 

Fig. 16D; Ex. 2243 ¶ 97.  Petitioner provides no persuasive explanation as to 

why one of ordinary skill in the art would have ignored Ressemann’s 

express teachings of embedding the tab portion of support collar 2141 within 

the structure of the catheter and instead redesigned (filled in Ressemann’s 

“windows”) and reoriented the tab portion to rest on the top of Kontos’s 

pushwire in the open space within the guide catheter.  Ex. 2243 ¶¶ 97, 107 

(Mr. Keith noting the lack of explanation for the unique application of the 

tab portion of Ressemann’s support collar in the proposed combined device).  

Accordingly, we do not find Petitioner’s arguments with respect to proposed 

substitute claim 49 persuasive. 

In view of the foregoing, we agree with Patent Owner that Petitioner 

fails to adequately explain why one of ordinary skill in the art would have 

made the proposed combination of Kontos, Ressemann, and Takahashi.  

Accordingly, Petitioner has not demonstrated that proposed substitute claim 

49 would have been obvious over Kontos, Ressemann, and Takahashi. 
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d) Proposed substitute claims 50 and 51

Petitioner contends that proposed “[s]ubstitute claims 50 and 51 add 

to the original claims the [C]omplex [S]ide [O]pening limitations” which 

would have been obvious over Kontos and Ressemann.  Pet. MTA Opp. 34 

(citing Ex. 1901 ¶¶ 234–235).  As discussed hereinabove in our analysis of 

Petitioner’s challenges to proposed substitute claim 46, however, we 

determine that the combination of Kontos and Ressemann fails to disclose 

the recited Complex Side Opening feature of the proposed substitute claims.  

5. Obviousness of Proposed Substitute Claims 47 and 48 over Kontos
in view of Ressemann, Takahashi, and Eidenschink

Proposed substitute claim 47 adds the limitation that “a distal end 

portion of the substantially rigid segment has been processed to increase its 

flexibility.”  MTA A2.   

Petitioner contends that the combination of Kontos, Ressemann, 

Takahashi, and Eidenschink discloses the method of proposed substitute 

claim 47.  Pet. MTA Opp. 34–35.  In particular, Petitioner contends that 

Eidenschink discloses a catheter assembly including a catheter connected to 

a hypotube that provides transitioning stiffness between a distal end of the 

hypotube and a proximal end of the catheter.  Id. at 23 (citing Ex. 1827 ¶¶ 2, 

7).  However, Petitioner contends that “Eidenschink discloses that 

‘connecting a relatively stiff tubular member, such as a hypotube, to a more 

flexible tubular member, such as the catheter,’ can result in kinking due to 

‘the transition between the stiff hypotube and the more flexible catheter.’”  

Id. at 24 (citing Ex. 1827 ¶ 9).  To solve this problem, Petitioner contends 

that Eidenschink teaches increasing the flexibility of the distal section of the 

hypotube by providing one or more slits in the distal section.  Id. (citing 
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Ex. 1827 ¶¶ 40–41).  Accordingly, Petitioner contends that Eidenschink 

discloses a hypotube having a tubular shaft (i.e., “substantially rigid 

segment”) at the proximal end of a catheter assembly, wherein the distal 

section of the tubular shaft comprises a first section having one or more of 

slits or cuts (i.e., “relief cuts”) to increase its flexibility, as recited by 

substitute claims 47 and 48.  Id. at 25.   

Petitioner contends that a person of ordinary skill in the art would 

have been motivated by Eidenschink to include one or more relief cuts to the 

distal end of the substantially rigid segment taught by the combination of 

Ressemann’s support collar 2141 with Kontos.  Id. at 34–35 (citing Ex. 1901 

¶¶ 237–238).  Petitioner contends that “[a] POSITA would have had a 

reasonable expectation of success because providing relief cuts to support 

collar 2141 is nothing more than combining prior art elements according to 

known methods to yield predictable results.”  Id. at 35. 

Petitioner does not rely on Eidenschink for teaching the Complex Side 

Opening recited in proposed substitute claim 46.  Rather, Petitioner contends 

that a person of ordinary skill in the art “would have looked to Eidenschink 

when modifying the Kontos-Ressemann combinations because all these 

references relates to intravascular devices for use with a catheter.”  Id.  Thus, 

Petitioner does not rely on Eidenschink to cure this deficiency of the 

Kontos-Ressemann combinations identified above.  Accordingly, as 

discussed hereinabove in our analysis of Petitioner’s challenges to proposed 

substitute claim 46, we determine that the combination of Kontos, 

Ressemann, and Eidenschink fails to disclose the recited Complex Side 

Opening feature of proposed substitute claim 47, which depends from 

proposed substitute claim 46.     
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6. Obviousness of Proposed Substitute Claims 46–51 over Kontos
Combined with Kataishi, Takahashi, or Eidenschink

Petitioner contends that Kataishi discloses the “complex side opening 

limitation” similar to Ressemmann.  Pet. MTA Opp. 35.  Petitioner contends 

that for reasons similar as those previously discussed, “a POSITA would 

have found it obvious to replace Kontos’ flared opening with a double-

inclined opening like in Kataishi.”  Id. (citing Ex. 1901 ¶¶ 239–244). 

a) Proposed Substitute Claims 46–48

Having considered the parties positions and evidence of record, 

summarized above, we determine that the combination of Kontos, Kataishi, 

and Takahashi fail to disclose all elements of proposed substitute claim 46, 

and dependent proposed substitute claims 47 and 48 thereto.  In particular, 

the asserted combination fails to disclose the recited Complex Side 

Opening—that is, a side opening portion that comprises a first inclined 

region that transitions to a uniform non-inclined region that forms a concave 

track that transitions to a second inclined region.  Petitioner acknowledges 

that “Kontos’ support catheter assembly 10 does not have a side opening,” 

but instead relies on Kataishi for this feature of the claims.  Pet. MTA Opp. 

29, 35.  As discussed hereinabove in our analysis of Petitioner’s challenges 

to original claim 44, however, we determine Kataishi fails to disclose the 

recited Complex Side Opening feature of the proposed substitute claims.  

Petitioner does not rely on either Takahashi or Eidenschink to cure this 

deficiency of Kataishi.  See id. at 35.  Accordingly, in view of the above, we 

determine that proposed substitute claims 46–48 would not have been 

obvious over the combination of Kontos and Kataishi, Takahashi, or 

Eidenschink.   
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b) Proposed Substitute Claim 49

Petitioner’s proposed combination expressly requires modifying 

Kontos to achieve proposed substitute claim 49’s limitations of “a reinforced 

segment” (Pet. MTA Opp. 28)—that is, “one or more metallic elements 

covered with a polymer and having a uniform, fixed outer diameter” (MTA 

A3).  Similar to our analysis of proposed substitute claim 46, we determine 

that the sheer number of required modifications strongly suggests that 

Petitioner’s proposed combination is based on hindsight, using the ’379 

patent as a roadmap.  Pet. MTA Opp. 28–32; see also Ex. 2240, 130:19–

131:2; 130:3–6; 135:1–3, 139:20–24; 134:24–25, 94:14–18; 134:11–15 (Dr. 

Becker testifying to the necessary modifications to Kontos in order to 

achieve the proposed claimed subject matter).  Furthermore, we are 

persuaded that Petitioner’s proposed modifications require combining 

Kataishi’s suction catheter with Kontos’s support catheter, which “are 

different devices, used in different procedures, and directed to different 

problems that might be encountered during an interventional procedure.”  

Ex. 2243 ¶ 121.  Consequently, we do not find Petitioner’s arguments with 

respect to proposed substitute claim 49 persuasive.   

Accordingly, Petitioner has not demonstrated that proposed substitute 

claim 49 would have been obvious over Kontos, Kataishi, and Takahashi. 

c) Proposed Substitute Claims 50 and 51

Petitioner contends that “[s]ubstitute claims 50 and 51 add to the 

original claims the complex side opening limitations” which would have 

been obvious over Kontos and Kataishi.  Pet. MTA Opp. 34 (citing Ex. 1901 

¶¶ 234–235).  As discussed hereinabove in our analysis of Petitioner’s 

challenges to claim 46, however, we determine that the combination of 
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Kontos and Kataishi fails to disclose the recited Complex Side Opening 

feature of the proposed substitute claims.   

7. Conclusions on Obviousness

We have reviewed Petitioner’s obviousness grounds, including the

arguments and evidence, and Patent Owner’s arguments and evidence, in 

determining whether the proposed substitute claims are unpatentable by a 

preponderance of the evidence.  On balance, in view of the strength of the 

evidence in favor of non-obviousness for each of the proposed substitute 

claims, we determine that Petitioner has not established by a preponderance 

of the evidence that the proposed substitute claims are unpatentable for 

obviousness over the cited prior art.   

IV. CONSTITUTIONAL CHALLENGE

Patent Owner argues that the Petition should be denied because “the 

manner in which administrative law judges are appointed is 

unconstitutional.”  PO Resp. 80 (citing Arthrex, Inc. v. Smith & Nephew, 

Inc., 941 F.3d 1320, 1325 (Fed. Cir. 2019)).  Patent Owner further argues 

that the remedy in the Arthrex decision “severing certain removal 

protections, is insufficient to cure the constitutional defect, because, e.g., it 

still does not give a properly appointed principle office the power to review 

administrative law judge decisions.”  Id. (citing Lucia v. SEC, 138 S. Ct. 

2044, 2055 (2018)).  We decline to consider Patent Owner’s constitutional 

argument because the Federal Circuit addressed this issue in Arthrex. 

Arthrex, 941 F.3d at 1328.   
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V. CONCLUSION8

After reviewing the arguments and evidence of record, we determine 

that Petitioner has demonstrated by a preponderance of the evidence that 

claims 25, 26, 29–31, 36, 38–40, 43, 45.  Petitioner has not shown by a 

preponderance of the evidence, however, that claims 33, 34, and 44 are 

unpatentable.  

In summary: 

8 Should Patent Owner wish to pursue amendment of the challenged claims 
in a reissue or reexamination proceeding subsequent to the issuance of this 
decision, we draw Patent Owner’s attention to the April 2019 Notice 
Regarding Options for Amendments by Patent Owner Through Reissue or 
Reexamination During a Pending AIA Trial Proceeding.  See 84 Fed. Reg. 
16,654 (Apr. 22, 2019).  If Patent Owner chooses to file a reissue application 
or a request for reexamination of the challenged patent, we remind Patent 
Owner of its continuing obligation to notify the Board of any such related 
matters in updated mandatory notices.  See 37 C.F.R. § 42.8(a)(3), (b)(2). 
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Reference(s)
/Basis 

Claims 
Shown 

Unpatentable 

Claims 
Not Shown 

Unpatentable 
25, 26, 29–31, 

36, 38–40, 42–45 102 Ressemann 25, 26, 29–31, 
36, 38–40, 43, 45 42, 44 

25, 26, 29–32, 
35–40, 42–44 103 Ressemann 25, 26, 29–32, 

35–40, 42–44 44 

33, 34 103 Ressemann, 
Takahashi 33, 34 

44 103 Ressemann, 
Kataishi 44 

44 103 Ressemann, Enger 44 
Overall 

Outcome 
25, 26, 29–32, 

36, 38–40, 43, 45 33, 34, 44 
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The table below summarizes our conclusions as to Patent Owner’s 

Motion to Amend the claims. 

Motion to Amend Outcome Claim(s) 
Original Claims Cancelled by Amendment 
Substitute Claims Proposed in the Amendment 46–51 
Substitute Claims:  Motion to Amend Granted 46–51 
Substitute Claims:  Motion to Amend Denied 
Substitute Claims:  Not Reached 

VI. ORDER

In consideration of the foregoing, it is 

ORDERED that Petitioner has shown by a preponderance of the 

evidence that claims 25, 26, 29–32, 36, 38–40, 43, 45 of the ’379 patent are 

unpatentable; 

FURTHER ORDERED that Petitioner has not proven by a 

preponderance of the evidence that claims 33, 34, and 44 are unpatentable; 

FURTHER ORDERED that Patent Owner’s Motion to Amend 

requesting entry of substitute claims 46–51 is granted; and 

FURTHER ORDERED that this is a Final Written Decision of the 

Board under 35 U.S.C. § 318(a). Parties to the proceeding seeking judicial 

review of this Decision must comply with the notice and service 

requirements of 37 C.F.R. § 90.2. 
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UNITED STATES PATENT AND TRADEMARK OFFICE 
____________ 

  
BEFORE THE OFFICE OF THE UNDERSECRETARY AND DIRECTOR OF 

THE UNITED STATES PATENT AND TRADEMARK OFFICE 
____________ 

 
MEDTRONIC, INC. and MEDTRONIC VASCULAR, INC., 

Petitioner, 
 

v. 
 

TELEFLEX INNOVATIONS S.À.R.L., 
Patent Owner. 
____________ 

 
IPR2020-00129 (Patent RE45,380 E) 
IPR2020-00138 (Patent RE47,379 E) 

____________ 
 
 
Before ANDREW HIRSHFELD, Commissioner for Patents, Performing the 
Functions and Duties of the Under Secretary of Commerce for Intellectual 
Property and Director of the United States Patent and Trademark Office. 
 

 
 

ORDER 

 
 
 
 
 

mailto:Trials@uspto.gov


IPR2020-00129 (Patent RE45,380 E) 
IPR2020-00138 (Patent RE47,379 E) 
 

2 
 

The Office has received a request for Director review of the Final Written 

Decision in each of these cases.  See, e.g., IPR2020-00129, Ex. 3100.  Each request 

was referred to Mr. Hirshfeld, Commissioner for Patents, Performing the Functions 

and Duties of the Under Secretary of Commerce for Intellectual Property and 

Director of the United States Patent and Trademark Office.   

It is ORDERED that the request for Director review in each case is denied; 

and 

FURTHER ORDERED that the Patent Trial and Appeal Board’s Final 

Written Decision in each case is the final decision of the agency. 

 

  



IPR2020-00129 (Patent RE45,380 E) 
IPR2020-00138 (Patent RE47,379 E) 
 

3 
 

FOR PETITIONER: 
 
Cyrus Morton 
Sharon Roberg-Perez 
Christopher Pinahs 
William E. Manske 
Emily J. Tremblay 
ROBINS KAPLAN LLP 
cmorton@robinskaplan.com 
sroberg-perez@robinskaplan.com 
cpinahs@robinskaplan.com 
wmanske@robinskaplan.com 
etremblay@robinskaplan.com 
 
FOR PATENT OWNER: 
 
Derek Vandenburgh 
Dennis Bremer 
CARLSON, CASPERS, VANDENBURGH & LINDQUIST, P.A. 
dvandenburgh@carlsoncaspers.com 
dbremer@carlsoncaspers.com 
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UNITED STATES PATENT AND TRADEMARK OFFICE 

 
BEFORE THE PATENT TRIAL AND APPEAL BOARD 

 
 

MEDTRONIC, INC. and MEDTRONIC VASCULAR, INC., 
Petitioner, 

 
v. 
 

TELEFLEX INNOVATIONS S.À.R.L., 
Patent Owner. 
____________ 

IPR2020-00129 (Patent RE45,380 E) 
IPR2020-00138 (Patent RE47,379 E) 

____________ 
 
Before ANDREW HIRSHFELD, Commissioner for Patents, Performing the 
Functions and Duties of the Under Secretary of Commerce for Intellectual 
Property and Director of the United States Patent and Trademark Office, SCOTT 
R. BOALICK, Chief Administrative Patent Judge, and JACQUELINE WRIGHT 
BONILLA, Deputy Chief Administrative Patent Judge. 
 
 
PER CURIAM. 
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IPR2020-00129 (Patent RE45,380 E) 
IPR2020-00138 (Patent RE47,379 E) 
 

2 
 

ORDER 

The Office has received a request for Precedential Opinion Panel (POP) 

review of an issue raised in each of these cases.  See, e.g., IPR2021-00129, 

Ex. 3100.  The request was referred to the POP panel referenced above.   

Upon consideration of the request, it is ORDERED that: 

The request for POP review in each case is denied; and 

FURTHER ORDERED that the original panel maintains authority over all 

matters, including considering the submitted rehearing request. 

 

 

For PETITIONER: 

Cyrus Morton 
Sharon Roberg-Perez 
Christopher Pinahs 
William E. Manske 
Emily J. Tremblay 
ROBINS KAPLAN LLP 
cmorton@robinskaplan.com 
sroberg-perez@robinskaplan.com 
cpinahs@robinskaplan.com 
wmanske@robinskaplan.com 
etremblay@robinskaplan.com 
 
FOR PATENT OWNER: 
 
Derek Vandenburgh 
Dennis Bremer 
CARLSON, CASPERS, VANDENBURGH & LINDQUIST, P.A. 
dvandenburgh@carlsoncaspers.com 
dbremer@carlsoncaspers.com 


	138 - 2021.06.07 - [104] SEALED Final Written Decision.pdf
	I.   INTRODUCTION
	A. Procedural Background
	B. Real Parties in Interest
	C. Related Matters
	D. The ’379 Patent (Ex. 1201)
	E. Illustrative Claims
	F. Evidence
	G. Instituted Grounds

	II.   ANALYSIS
	A. Level of Ordinary Skill in the Art
	B. Claim Construction
	C. The Asserted Grounds of Unpatentability
	1. Ground 1: Anticipation of Claims 25, 26, 29–31, 36, 38–40, and 42–45 over Ressemann
	a) Summary of Ressemann (Ex. 1208)
	b) Anticipation of Claims 25–26, 29–31, 36, 38–39, 40, 43, 45
	c) Anticipation of Claim 44
	(1) Petitioner’s Contentions
	(2) Patent Owner’s Response
	(3) Petitioner’s Reply
	(4) Patent Owner’s Sur-Reply
	(5) Analysis

	d) Anticipation of Claim 42
	(1) Petitioner’s Contentions
	(2) Patent Owner’s Contentions
	(3) Petitioner’s Reply
	(4) Patent Owner’s Sur-Reply
	(5) Analysis


	2. Ground 2: Obviousness of Claims 25, 26, 29–32, 35–40, and 42–44 over Ressemann
	a) Obviousness of Claims 25–26, 29–31, 36, 38–40, and 43
	b) Obviousness of Claims 32, 35, and 37
	c) Obviousness of Claim 42
	(1) Petitioner’s Contentions
	(2) Patent Owner’s Response
	(3) Petitioner’s Reply
	(4) Patent Owner’s Sur-Reply
	(5) Analysis

	d) Obviousness of Claim 44
	(1) Petitioner’s Contentions
	(2) Patent Owner’s Contentions
	(3) Petitioner’s Reply
	(4) Patent Owner’s Sur-Reply
	(5) Analysis


	3. Ground 3: Obviousness of Claims 33 and 34 over the Combination of Ressemann and Takahashi
	a) Summary of Takahashi (Ex. 1210)
	b) Petitioner’s Contentions
	c) Patent Owner’s Response
	d) Petitioner’s Reply
	e) Patent Owner’s Sur-Reply
	f) Analysis

	4. Ground 4: Obviousness of Claim 44 over the Combination of Ressemann and Kataishi
	a) Summary of Kataishi (Ex. 1225)
	b) Petitioner’s Contentions
	c) Patent Owner’s Response
	d) Petitioner’s Reply
	e) Patent Owner’s Sur-Reply
	f) Analysis

	5. Ground 5: Obviousness of Claim 44 over the Combination of Ressemann and Enger
	a) Summary of Enger (Ex. 1250)
	b) Petitioner’s Contentions
	c) Patent Owner’s Response
	d) Petitioner’s Reply
	e) Analysis



	III.   MOTION TO AMEND
	A. Legal Standard
	B. Proposed Substitute Claims
	C. Statutory and Procedural Requirements
	1. Reasonable Number of Substitute Claims
	2. Whether Proposed Substitute Claims 46–51 Enlarge Claim Scope
	3. Responsive to a Ground of Unpatentability
	4. Whether Proposed Substitute Claims 46–51 Introduce New Matter
	a) Patent Owner’s Contentions in Favor of Written Description Support
	b) Petitioner’s Opposition
	c) Patent Owner’s Reply
	d) Petitioner’s Sur-Reply
	e) Analysis

	5. Conclusion

	D. Patentability Analysis of the Proposed Substitute Claims
	1. Claim Construction
	2. Challenges to the Proposed Claims under 35 U.S.C. § 103(a)
	3. Obviousness of Proposed Substitute Claims 46–51 over the Itou-based Grounds
	4. Obviousness of Proposed Substitute Claims 46, and 49–51 over Kontos in view of Ressemann and Takahashi
	a) Summary of Kontos (Ex. 1209)
	b) Proposed Substitute Claim 46
	(1) Reinforced Segment
	(2) Complex Side Opening
	(3) 0.056 Inches Coaxial Lumen
	(4) Motivation to Combine Kontos, Ressemann, and Takahashi
	(5) Analysis

	c)  Proposed substitute claim 49
	(1) Motivation to Combine Kontos, Ressemann, and Takahashi
	(2) Analysis

	d) Proposed substitute claims 50 and 51

	5. Obviousness of Proposed Substitute Claims 47 and 48 over Kontos in view of Ressemann, Takahashi, and Eidenschink
	6. Obviousness of Proposed Substitute Claims 46–51 over Kontos Combined with Kataishi, Takahashi, or Eidenschink
	a) Proposed Substitute Claims 46–48
	b) Proposed Substitute Claim 49
	c) Proposed Substitute Claims 50 and 51

	7. Conclusions on Obviousness


	IV.   CONSTITUTIONAL CHALLENGE
	V.   CONCLUSION7F
	VI.   ORDER




