IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

EDWARDS LIFESCIENCES CORPORATION,
Petitioner,

V.

ENDOHEART AG
Patent Owner.

Case IPR2016-00299
U.S. Patent No. 8,182,530

REPLACEMENT PETITION
FOR INTER PARTES REVIEW OF CLAIMS 1 AND 6 OF
U.S. PATENT NO. 8,182,530
UNDER 35 U.S.C. § 312 AND 37 C.F.R. § 42.104

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Petition for Inter Partes Review of U.S. Patent No. 8,182,530

TABLE OF CONTENTS

L. OVERVIEW OF PETITION .....cccocoiiiiiiiiiiiiiiiciieeececeeccceceese e 1
II.  STATE OF THE ART IN THE 2003 TO 2004 TIME FRAME.................... 5

A. Known Valve Prosthesis Implantation Techniques Included the
Antegrade ApProach........occcoovieiriiiniiiniiiiiccee e 5

B. Treating the Aortic Valve via a Transapical Approach
and Crossing the Aortic Valve with a Guidewire Were

Well Known Techniques ........cccveeeevieeeiiieeeiie et 8
C. Guidewires Were Well-Known, Off-the-Shelf Equipment Used
to Guide Other Equipment/Prostheses ........c...ccoceevveriirneeneennennne. 16
D. Installing an Access Device in the Heart Was a Known
Step in the Transapical Approach..........ccccevveeviiiiiiiiiniencnienee 18
[I. MANDATORY NOTICES - 37 C.F.R. § 42.8(A)(1) ccveeveeeieeieeeeiieeee. 21
A. Real Party-in-Interest - 37 C.F.R. § 42.8(b)(1) cevvvvervreeiieeeiieeee. 21
B. Related Matters - 37 C.F.R. § 42.8(D)(2)..uveeeeriieeiiieeeiieeeiee e 21
C. Lead and Back-up Counsel - 37 C.F.R. § 42.8(b)(3) .cvveeeevveeerrennee. 22
D. Service Information - 37 C.F.R. § 42.8(b)(4)...eeeeevereeiiiieeiieeeiieeene 22
IV.  PAYMENT OF FEES - 37 C.F.R. § 42.103 ...coieieieeeeeeeeeee e 23
V.  REQUIREMENTS FOR INTER PARTES REVIEW .....cccccociviiiniiniinienn. 23
A. Grounds for Standing- 37 C.F.R. § 42.104(2) ....cccovvveeerreeerieeerieens 23

B. Identification of Claims for Which Review Is Requested and
Relief Is Requested— 37 C.F.R. §§ 42.104(b)(1) and

A2.22(2)(1) eeeeereeerie ettt ettt e eeeareas 23
C. Prior Art Patents and Printed Publications ............c.cccccoveeeiiiieeneen. 24
D. Statutory Grounds of Challenge — 37 C.F.R. § 42.104(b)(2)............. 24

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Petition for Inter Partes Review of U.S. Patent No. 8,182,530

VI, THE ‘530 PATENT ..ottt 25
A. Disclosure of the ‘530 Patent ..........ccccoooeiviiniiniiniiiiieeeeeee 25
B. Prosecution History of the ‘530 Patent.........c.ccccceeeviieriienciieniieene 27
C. Claim Construction - 37 C.F.R. § 42.104(b)(3)..cccvvveeeerrreeerrieeerieeens 32

D. The Priority Date of the Challenged Claims for the Purpose of
Determining Whether the Cited Patents and Printed

Publications Qualify as Prior Art ........cccoeveeiiieieciieeiee e 36
E. The Huber Declaration Does Not Properly Antedate Bergheim........ 41
VII. LEVEL OF ORDINARY SKILL IN THE ART.....ccccooiiiiiiiieieieeeee 43

VIII. IDENTIFICATION OF HOW THE CHALLENGED CLAIMS
ARE UNPATENTABLE - 37 C.F.R. §§ 42.104(B)(4)-(5) AND

A2.22(A)(2) ettt ettt eae e 44

A. Ground 1: Claims 1 and 6 are Obvious Over the Combined
Teachings of Bergheim and Lattouf...............cccoooiiiiiiiiiiiiiienes 44
IX.  CONCLUSION. ..o 57

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Petition for Inter Partes Review of U.S. Patent No. 8,182,530

LIST OF EXHIBITS

Exhibit

1001

U.S. Patent No. 8,182,530 (“the ‘530 patent”).

1002

Prosecution History for U.S. Patent Application No. 11/023,783,
which matured into the ‘530 patent (“‘783 Patent Application™).

1003

U.S. Provisional Patent Application No. 60/615,009, provisional
application to which the ‘530 patent claims priority (“‘009 Provisional
Patent Application”).

1004

Bergheim, Bjarne. “Method and System for Cardiac Valve Delivery.”
U.S. Patent Application Publication No. 2005/0240200 (filed 2004)
(“Bergheim”).

1005

Lattouf, Omar M. “Treatment for Patient with Congestive Heart
Failure.” U.S. Patent Application Publication No. 2003/0130571
(2003) (“Lattout™).

1006

Huber, Christoph H., et al. “Direct-Access Valve Replacement: A
Novel Approach for Off-Pump Valve Implantation Using Valved
Stents.” J Am Coll Cardiol, 46(2):366-370, 369 (2005).

1007

Andersen, Henning R., et al. “Transluminal Implantation of Artificial
Heart Valves. Description of a New Expandable Aortic Valve and
Initial Results with Implantation by Catheter Technique in Closed
Chest Pigs.” Eur Heart J, 13:704-708 (1992) (“Andersen”).

1008

Bonhoefter, Philipp, et al. “Percutaneous Replacement of Pulmonary
Valve in a Right-Ventricle to Pulmonary-Artery Prosthetic Conduit
with Valve Dysfunction.” Lancet, 356:1403-1405 (2000).

1009

Cribier, Alain, et al. “Percutaneous Transcatheter Implantation of an
Aortic Valve Prosthesis for Calcific Aortic Stenosis.” Circulation,
106:3006-3008 (2002) (“Cribier”).

1010

Spenser, Benjamin, et al. “Implantable Prosthetic Valve.” U.S. Patent
Publication No. 2003/0114913 (2003) (“Spenser”).

1011

Zhou, Jun Qing, et al. “Self-Expandable Valved Stent of Large Size:

Off-Bypass Implantation in Pulmonary Position.” Eur J Cardio-
Thorac Surg, 24:212-216 (2003) (“Zhou”).

1012

Golding, Leonard, A. R. “New Cannulation Technique for the
Severely Calcified Ascending Aorta.” J Thorac Cardiovasc Surg,
90(4):626-627, 626 (Oct., 1985) (“Golding”).

1013

Wong, C. M., et al. “Percutaneous Left Ventricular Angiography.”
Catheter Cardio Diag, 7:425-432 (1981) (“Wong”).

DOCKET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Petition for Inter Partes Review of U.S. Patent No. 8,182,530

1014

Lurie, Paul R., et al. “An Apical Technic for Catherization of the Left
Side of the Heart Applied to Infants and Children.” New Engl J Med,
264(23):1182-1187 (1961) (“Lurie”).

1015

Maxwell, Darryl, et al. “Balloon Dilatation of the Aortic Valve in the
Fetus: A Report of Two Cases.” Br Heart J, 65:256-258 (1991)
(“Maxwell”).

1016

Neish, Steven R., et al. “Intraoperative Balloon Valvuloplasty for
Critical Aortic Valvular Stenosis in Neonates.” Am J Cardiol, 68:807-
810 (1991) (“Neish”).

1017

Tworetzky, Wayne, et al. “Balloon Dilation of Severe Aortic Stenosis
in the Fetus: Potential for Prevention of Hypoplastic Left Heart
Syndrome Candidate Selection, Technique, and Results of Successful
Intervention.” Circulation, 110:2125-2131 (2004) (“Tworetzky™).

1018

Haase, Karl, et al. “Method and Apparatus for Crossing a Heart
Valve.” U.S. Patent Application Publication No. 2004/0153135
(2004) (“Haase”).

1019

Biagtan, Emmanuel, et al. “Guide Wire with Operator Controllable
Tip Stiffness.” U.S. Patent No. 6,146,339 (2000) (“Biagtan”™).

1020

Mortier, Todd J., et al. “Transventricular Implant Tools and Devices.”
U.S. Patent No. 6,746,471 (filed 2001) (“Mortier”).

1021

Gabbay, Shlomo. “Low Invasive Implantable Cardiac Prosthesis and
Method for Helping Improve Operation of a Heart Valve.” U.S.
Patent Application Publication No. 2003/0199975 (2003) (“Gabbay”).

1022

Seguin, Jacques, et al. “Prosthetic Valve for Transluminal Delivery.”
U.S. Patent Application Publication No. 2004/0093060 (filed 2003)
(“Seguin 7).

1023

Seguin, Jacques, et al. “Prosthetic Valve for Transluminal Delivery.”
U.S. Patent Application Publication No. 2004/0210304 (filed 2004)
(“Seguin II7).

1024

Semple, T. “Left Heart Catherization by Direct Ventricular Puncture.”
Brit Heart J, 30:402-406 (1968) (“Semple”).

1025

U.S. Provisional Patent Application No. 60/340,062, provisional
application to which Lattouf (Ex. 1005) claims priority (“‘062
Provisional Patent Application™).

1026

Declaration of Dr. John R. Garret, M.D.

1027

Endoheart AG’s Responsive Claim Construction Brief filed Nov. 20,
2015 in the United States District Court for the District of Delaware,
C.A. No. 14-1473.

DOCKET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




