UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC COREVALVE LLC, EDWARDS LIFESCIENCES
CORPORATION, AND
EDWARDS LIFESCIENCES LLC,

Petitioner,
V.
COLIBRI HEART VALVE, LLC,

Patent Owner.

Case IPR2020-01454!

U.S. Patent No. 9,125,739

DECLARATION OF DR. WILLIAM J. DRASLER IN SUPPORT OF
PETITIONER’S REPLY TO PATENT OWNER RESPONSE

! Edwards Lifesciences Corporation and Edwards Lifesciences LLC filed a petition
in [PR2021-00775, and have been joined as petitioners in this proceeding.

DOCKET

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



https://www.docketalarm.com/

IPR2020-01454
U.S. Patent No. 9,125,739

TABLE OF CONTENTS

L. INTRODUCTION ...cuuueiieiveiicssnrcsssserssssassssssassssssssssssssssssssssssssssssssssssssssssss 1

II. LEVEL OF ORDINARY SKILL IN THE ART .....cccccevveieensnnrcssnsicssnnseone 3

III. CLAIM CONSTRUCTION ...cccoovceierssercossnrssssassosssassssssasssssassesssassssssssssssns 4

A.  Flares at both ends in a trumpet-like configuration ................c............ 4

B, Valve MEaNS .......ccooiiiiiiiiiieiiieee e 5

C.  Controlled release mechanism ..........cccocevvveeeeeiiiiiieeeniiiieeeeeieee e 5

IV. GARRISON RENDERS OBVIOUS CLAIMS 1-5 (GROUND 1)............ 8
A.  Garrison renders obvious “a valve means including...leaflets

made of fixed pericardial tissue” [1.3] ....ccccoeiiiiiiiiiiiiniiiie e 11

B.  Garrison Discloses, and at Minimum Renders Obvious, “the
stent member...flares at both ends in a trumpet-like

CconfiUIAtion™ [1.2] coeeieeeeiiiiieee et e e 15
1. Implementing Garrison’s Features was Within the Skill
of a Person of Ordinary Skill in the Art.........c.coovviivnnnnnnn..n. 16

2. A Person of Ordinary Skill in the Art Would Have Had a
Reasonable Expectation of Success Implementing
Garrison’s FEatures ........coovuveiiiiieiiiiie e 24

C. Garrison Discloses or Renders Obvious a “controlled release
mechanism that can be activated” (claim 5) ........oeeeeiiiiiiiiiiniiinnee..n. 32

V.  GARRISON IN FURTHER VIEW OF LEONHARDT RENDERS

OBVIOUS CLAIMS 1-5 (GROUND 2)...cccveiierruercsssarecssnsssssssssssnsssssssses 36
A. A Person of Ordinary Skill in the Art Would Have Been
Motivated to Apply Leonhardt’s Teachings to Garrison.................... 37

B.  Garrison in View of Leonhardt Renders Obvious “the stent
member includes a tubular structure away from a central
portion that flares at both ends in a trumpet-like configuration”
18 52 PP TOPPRROPPPPRUPRION 45

VI. GARRISON (OR GARRISON IN VIEW OF LEONHARDT) IN
FURTHER VIEW OF NGUYEN RENDERS OBVIOUS CLAIMS
1-5 (GROUNDS 34) c.oeneereeeenseesenesesssnssensssssensssnsssssnsssssssssensssnssnssnsssasens 47

DOCKET
ALARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

IPR2020-01454
U.S. Patent No. 9,125,739

VII. ANDERSEN AND LIMON, IN FURTHER VIEW OF GABBAY,

PHELPS, GARRISON AND/OR NGUYEN (GROUNDS 5-10) ............ 49
A. A Person of Ordinary Skill in the Art Would Have Been

Motivated to Apply Limon’s Teachings to Andersen........................ 50
B.  Andersen, Gabbay, and Nguyen Disclose or Render Obvious “a

Valve Means Including Two to Four Individual Leaflets Made

of Fixed Pericardial TisSU€”........cc.ceeviiriiiiiiiiiiiiee e 61
C. A Person of Ordinary Skill in the Art Would Have Been

Motivated to Apply the Flared Stents of Gabbay or Phelps in

Implementing Andersen’s Valve Prosthesis..........ccccoeviviiiiniiinneenn. 64
D. A Person of Ordinary Skill in the Art Would Combine

Andersen’s Prosthesis with Limon’s Delivery System to

Achieve a “Controlled Release Mechanism™...........ccccceeeeiniiieenenn. 71

VIIL. CONCLUSION .cciiiiiruiicissnnicsssenscsssnsssssassssssasssssssssssssssssssssssssssssssssasssssssses 72

DOCKET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

IPR2020-01454
U.S. Patent No. 9,125,739

I, Dr. William J. Drasler, have previously been asked to testify as an expert
witness in this action. As part of my work in this action, I have been asked by
Petitioner to respond to certain assertions by Patent Owner and assertions and
opinions from Dr. Lakshmi Prasad Dasi regarding obviousness, including secondary
considerations. I hereby declare under penalty of perjury under the laws of the

United States as follows:?

I. INTRODUCTION

1. I am the same William J. Drasler who provided a declaration for this
matter executed on September 1, 2020 (Ex. 1002 (“Drasler Decl.,” “Declaration”)).

2. My experience, qualifications, and compensation are provided in my
September 1, 2020 Declaration and my curriculum vitae. Drasler Decl., 997-19,
Appendix B. In this Declaration, I have been asked to respond to certain assertions
raised by Patent Owner in its Patent Owner’s Response (“POR”) (Paper 14) and by
Dr. Lakshmi Prasad Dasi in his supporting declaration (Ex. 2019 (“Dasi™)).

3. I understand that, in this proceeding, the Board has instituted Inter
Partes Review proceedings based on the following grounds as set forth in my

Declaration (Drasler Decl., 4970-226):

2 Throughout this Declaration, all emphasis and annotations are added unless noted.
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Ground | Claim(s) Reference(s)/Basis
Challenged
1 1-5 Garrison
2 1-5 Garrison, Leonhardt
3 1-5 Garrison, Nguyen
4 1-5 Garrison, Leonhardt, Nguyen
5 1-3,5 Andersen, Limon, Gabbay
6 1-3,5 Andersen, Limon, Phelps
7 1-3,5 Andersen, Limon, Phelps, Nguyen
8 4 Andersen, Limon, Gabbay, Garrison
9 4 Andersen, Limon, Phelps, Garrison
10 4 Andersen, Limon, Phelps, Nguyen, Garrison
4. Inreaching the conclusions described in this Declaration, I have relied

on the documents and materials cited herein as well as those cited within and
identified in my prior Declaration (see Drasler Decl., Appendix A). I have also
considered the documents and materials cited in the POR and the documents cited
by Dr. Dasi. A complete listing of all materials upon which I have relied upon in
formulating my opinion are included in Appendix C attached hereto.

5. As further discussed below, Dr. Dasi’s opinions generally repeat the
arguments made by Patent Owner in the POR and vice-versa. I disagree with Dr.
Dasi’s opinions for the same reasons that I disagree with the corresponding
assertions in the POR and vice-versa.

6. My opinions are also based upon my education, training, research,

knowledge, and personal and professional experience.
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