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I, Erning Xia, Ph.D, hereby declare as follows.
l. Introduction

1. | am over the age of eighteen (18) and otherwise competent to make
this declaration.

2. | have been retained as an expert witness on behalf of APOTEX, CORP.,
and ApOTEX, INC. ("APOTEX") for the above-captioned inter partes review (IPR). |
am being compensated for my time in connection with this IPR at my standard
consulting rate, which is $400 per hour.

3. | understand that the petition for inter partes review involves U.S.
Patent No. 8,685,930 ("the '930 patent™), APO1001, which resulted from U.S.
Patent Application No. 13/961,828 ("the '828 application™), which is a continuation
of U.S. Patent Application No. 11/897,177 ("the '177 application™), filed August
28, 2007, now U.S. Patent No. 8,618,064, and a continuation of U.S. Patent
Application No. 10/927,857 ("the '857 application™), filed August 27, 2004. | also
understand that the '930 patent claims priority to U.S. Provisional Patent
Application No. 60/503,137, filed on September 15, 2003. The '930 patent names
Andrew Acheampong, Diane D. Tang-Liu, James N. Chang, and David F. Power
as the inventors. The '930 patent issued on April 1, 2014, from the '828 application.

| understand that, according to the United States Patent and Trademark Office
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("USPTQ") records, the '930 patent is currently assigned to Allergan, Inc. (“the
patentee"). The patentee is referred to herein as "Allergan.”

4, | understand that the '930 patent is directed generally to the field of
ophthalmic drug delivery and formulation, and more specifically to methods and
compositions for treating an eye of a human or animal having dry eye disease (also
referred to as keratoconjunctivitis sicca). APO1001, 1, Abstract, and 4, 2:64-66;
APO1002, 11, 6:25-27; APO1003, 4, 5:10-12. 1 also understand that the
compositions of the '930 patent contain several components, including 0.05%
cyclosporine® A ("CsA™) and 1.25% castor oil. APO1001, 10, 14:41-48.

5. In preparing this Declaration, | have reviewed the '930 patent and each
of the documents cited herein, in light of general knowledge in the art. In
formulating my opinions, | have relied upon my experience, education, and
knowledge in the relevant art. In formulating my opinions, | have also considered

the viewpoint of a person of ordinary skill in the art ("POSA") (i.e., a person of

! This declaration uses the term "cyclosporine.” However, several prior art
references that are quoted in this declaration use the term “cyclosporin.” It was
known in the art that both terms are used interchangeably and encompass the same

class of compounds. See APO1003, 2, 1:11-13.
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ordinary skill in the field of drug delivery and formulation, defined further below
in Section V) prior to September 15, 2003.

Il. My Background and Qualifications

6. I am an expert in the field of topical ophthalmic drug formulation, and
I have been an expert in this field since prior to 2003. | am presently employed by
Fulcrum International Technologies, Inc. | obtained a Bachelor of Science degree
in Pharmacy from Nanjing College of Pharmacy in 1982, a Master of Science
degree in Biopharmaceuticals from China Pharmaceutical University in 1985, and
a Ph.D. in Pharmaceutics from the University of lowa in 1995.

7. | was an Assistant Professor and Research Associate for the College
of Pharmacy at the China Pharmaceutical University from August 1985 to
December 1987, a Research Associate at Illinois State University from January
1988 to December 1989, and a Research and Teaching Assistant for the University
of lowa College of Pharmacy from 1990 to 1995. After receiving my Ph.D. in
Pharmaceutics, | held the positions of Senior Formulation Process Scientist and
Principal Formulation Process Scientist with Bausch & Lomb in Rochester, NY
from 1995-1999 and 1999-2001, respectively. | subsequently held the positions of
Senior Principal Formulation Process Scientist from 2001-2004, Research Fellow
from 2004-2005, and Site Leader/Research Fellow from 2006-2008 at Bausch &

Lomb.

DOC KET

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




