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Pursuant to the Order dated June 27, 2014 (Paper 14), Petitioner submits this re-
sponse to Patent Owner’s Motion for Observation Pursuant to 37 C.F.R. § 42.121
regarding the cross-examination testimony of Alexander J. Hill, Ph.D.

1. Response to Observation No. 1

Patent Owner states that Dr. Hill was not a person of ordinary skill in the art at the
time the ‘228 patent was filed. This observation is irrelevant because it is based on
the incorrect assumption that an expert’s knowledge must be gained prior to the in-
vention date. See Disney Enterprises, Inc. v. Kappos, 923 F.Supp.2d 788 (E.D. Va.
2013)(An “expert must be qualified to testify about what a person with ordinary
skill in the art must have understood at the time of the invention, but the expert’s
knowledge may have come later.”). Dr. Hill defines a person of ordinary skill as
having a bachelor’s degree in mechanical or biomedical engineering and direct ex-
perience developing heart valves. Ex. 1026 (Hill Decl.), 431. As to educational ex-
perience, Dr. Hill has M.S. and Ph.D. degrees in Biomedical Engineering, a minor
in Mechanical Engineering, and a B.A. in Biology. Hill Decl., 9921-24; see also,
Hill Decl., 425-29 and Ex. 2353 (“Hill Tr.”), 27:4-15. As to heart valve experience,
over the past nine years Dr. Hill has researched and developed heart valve re-
placements, including percutaneous aortic valve replacements, such as those dis-
closed in the ‘228 patent. Hill Decl., 995-16. Dr. Hill “has personally designed and

tested numerous percutaneous heart valves, and have implanted valves into both
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live and isolated hearts,” conducted research and managed a group that conducts
research “focused on percutaneous, minimally invasive, and surgical heart valve
replacement and repair,” and was involved with products designed to treat the aor-
tic valve. 1d.; see also, Hill Tr., 35:21-36:5, 38:12-41:3. Finally, Dr. Hill worked
with stents while a research assistant and has personally deployed stents in isolated
hearts. Hill Tr., 31:8-33:19.

2. Response to Observation No. 2

Patent Owner suggests that Dr. Hill’s testimony regarding placement of a prosthet-
ic aortic valve should be discounted because he lacks a medical degree and is not
involved in the direct treatment of patients with aortic stenosis. Patent Owner’s ob-
servation is irrelevant. With respect to medical knowledge, Dr. Hill is a Clinical
Assistant Professor in the Department of Surgery at the University of Minnesota
Medical School, an Instructor of Advanced Cardiac Anatomy & Physiology at the
University of Minnesota, an Instructor of advanced cardiac anatomy didactic and
dissection for electrophysiology and cardiology fellows, and an Instructor of Ad-
vanced Cardiac Anatomy & Physiology within Medtronic. Hill Decl., 910, 27-29.
As a Graduate Research/Teaching Assistant, Dr. Hill worked in a cardiovascular
research laboratory studying mammalian cardiac anatomy, physiology, and pathol-
ogy; and taught human physiology and advanced cardiac anatomy and physiology.

Hill Decl., 9925-26; Hill Tr., 28:9-19. Dr. Hill has also evaluated the clinical out-
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comes of aortic valve replacements and was involved with transcatheter valve
products to treat aorta stenosis. Hill Tr., 35:23-36:5; 39:24-40:23.

3. Response to Observation No. 3

Patent Owner states that Dr. Hill’s testimony that the sinotubular junction “could
be interpreted as the transition point from the aortic root to the ascending aorta”
contradicts his statement that the Schreck valve extends into the ascending aorta.
However, when Dr. Hill was asked if the sinotubular junction is the transition point
from the aortic root to the ascending aorta, he responded, “I think that’s one inter-
pretation.” Hill Tr. 62:15-25 (emphasis added); see also, Hill Tr. 156:20-161:3. Dr.
Hill explained that “in other descriptions, the ascending aorta includes the entirety
of the aortic root.” Hill Tr. 165:1-13; see also, Hill Decl., 4933, 65-68, 71.

4. Response to Observation No. 4

Patent Owner states that Dr. Hill’s testimony regarding the sinotubular junction
contradicts his statement that the Schreck valve extends into the ascending aorta.
However, when Dr. Hill was asked if the sinotubular junction is the transition point
from the aortic root to the ascending aorta, he responded, “I think that’s one inter-
pretation.” Hill Tr. 62:15-25 (emphasis added); see also, Hill Tr. 156:20-161:3. Dr.
Hill explained that “in other descriptions, the ascending aorta includes the entirety

of the aortic root.” Hill Tr., 165:1-13; see also, Hill Decl., 4933, 65-68, 71.
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5. Response to Observation No. 5

Patent Owner states that Dr. Hill’s testimony regarding expansion and contraction
of the aorta contradicts his statement that the commissures do not cause any
movement of the leaflets. However, Dr. Hill testified that the commissures do not
cause the leaflets to move and that instead the commissures and leaflets move be-
cause of pressure changes due to contractions in the heart. Hill Tr., 63:1-64:23, Hill
Decl., 435; see also, Hill Tr. 105:18-106:1, 106:12-23, 109:1-6.

6. Response to Observation No. 6

Patent Owner suggests that Dr. Hill’s testimony regarding blockage of the coro-
nary arteries qualifies his testimony that placement and positioning of prosthetic
aortic valves within the aorta is within the discretion of the physician. However,
Dr. Hill already testified that with respect to the physician’s discretion that
“Ip]lacement is based on, among other things, anatomical aspects of a particular
patient.” Hill Decl., q34. Dr. Hill also explained that physicians can place devices
“wherever they want outside or within the instructions for use” but that they would
take surrounding structures into account. Hill Tr., 90:16-22, 129:11-130:1.

7. Response to Observation No. 7

Patent Owner suggests that Dr. Hill’s testimony regarding regurgitation qualifies
his testimony that “a prosthetic valve that provides less than complete fluid integri-

ty between adjacent valves leaflets would still achieve desired performance param-

DOCKET

A R M 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




