UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

Taro Pharmaceuticals U.S.A., Inc.
Petitioner,
V.

Apotex Technologies, Inc.
Patent Owner

Patent No. 7,049,328 B2

Title: USE FOR DEFERIPRONE

Inter Partes Review No. [IPR2017-01446

EXPERT DECLARATION OF DR. JAYESH MEHTA
IN SUPPORT OF PETITIONER’S REPLY

DOCKET

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



https://www.docketalarm.com/

1. I, Jayesh Mehta, M.D., declare as follows:

2. I am the same Jayesh Mehta who submitted declarations dated May
14,2017, and December 27, 2017, in support of Taro Pharmaceuticals U.S.A.,
Inc.’s positions in this matter. I submit this third declaration to respond to
assertions made in Exhibits 2001, 2003, 2026, and 2035, the expert declarations of
Drs. Pennell and Coates submitted in this proceeding. I reserve the right to further
respond to these declarations and to further supplement my opinions in this matter.

3. As of the earliest priority date of the *328 patent (June 30, 2000), my
relevant experience was that of a person of at least ordinary skill in the art, based
either on the definition of that term that I proposed in my first declaration at
paragraph 17 or on the definition of that term proposed by Dr. Coates in his
September 8, 2017, declaration at paragraph 27. All of the statements of my
opinion set forth in this declaration are presented from the perspective of the
hypothetical person of ordinary skill of the art, and I am qualified to opine from
this perspective due to my extensive training in blood disorders, my years of
experience treating patients with blood disorders, my research into blood disorders,
and my review of the cited prior art.

4. In my first declaration, I provided my understanding of the relevant
legal principles. My understanding of these principles has not changed since I

wrote my first declaration.
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A. An Iron Overload Condition of the Heart

5. The ’328 patent repeatedly uses the term “an iron overload condition
of the heart.” (See, e.g., Ex. 1001 at 11:34-35, 11:45, 12:11-12, 12:19-20, 12:27-
28, 12:36-37.) In these citations, the patent discusses the prevention, treatment, or
reversal of heart disease in patients having “an iron overload condition of the
heart.” The patent’s use of both terms “heart disease” and ““an iron overload
condition of the heart” in a single sentence implies that these terms have different
meanings. Further, because the patent discusses the prevention, treatment, and
reversal of heart disease in a patient with an iron overload condition of the heart,
the term “iron overload condition of the heart” must encompass patients who are at
risk for, but do not already have, heart disease (disease that will allegedly be
prevented by the method) as well as patients who already have heart disease
(disease that will allegedly be treated and/or reversed by the method).

6. Thus, the term “iron overload condition of the heart,” which appears
in claims 1, 2, 6, 7, 8, and 9, is a broad term that encompasses patients who have a
condition on the spectrum of heart disease and patients who have iron in the heart
with no measureable heart disease. 1 explained this meaning in my deposition on

this matter. (See Ex. 2024 at 175:3-177:7.)
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B. The Patent Contains a Single Example Using 75 mg/kg/day of
Deferiprone

7. The *328 patent includes one example, in the “DETAILED
DESCRIPTION OF THE EMBODIMENTS” section. The example describes a
retrospective study that compares the “prevalence and progression of cardiac
disease” and “‘the survival of patients” treated, for 4 or more years, with either
deferiprone or deferoxamine. (Ex. 1001 at 14:34-42.) The patients were
transfusion-dependent. (/d. at 14:57-58.)

8. Patients were assessed for iron overload, which consisted of monthly
determinations of iron input from transfusions and quarterly serum ferritin
measurements. (/d. at 15:1-3.) Some patients had an annual assessment of liver
iron concentration (LIC). (/d. at 15:3-6.)

0. Patients were also periodically assessed for cardiac function by a
cardiologist, consisting of a physical examination, an echocardiogram and, if
indicated, 24-hour electrocardiographic Holter monitoring. (/d. at 15:7-11.) The
first cardiac assessment was the baseline value used for each patient. (/d. at 15:7-
25.)

10.  The deferiprone-treated patients were administered a dose of 25
mg/kg of body weight, three times per day, for a total of 75/mg/kg per day. (/d. at
15:28-30.) The deferoxamine patients were treated with 20 to 60 mg/kg per day, 4

to 7 days a week. (Id. at 15:30-33.)
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11.  The patent reports that, at the first assessment, the prevalence of
cardiac disease was “similar” for both groups, with 10% of the 48 patients on
deferiprone having cardiac disease and 14% of the 78 patients on deferoxamine
having cardiac disease. (/d. at 18, Table 1.) The patent further reports that “the
percentage of patients who had more than 50% of their serum ferritin values above
the apparent threshold for cardiac disease (2500 ug/L) throughout the review
period was similar between the 2 groups.” (/d. at 19:18-21.)

12.  For patients with cardiac disease at the first assessment, the patent
reports an improvement in 2 out the 5 patients treated with deferiprone, and in 3
out of the 11 patients treated with deferoxamine. (/d. at 20:19-23.) Among
patients who had cardiac disease at the first assessment, cardiac disease worsened
over the treatment period for 1 of the 11 patients treated with deferoxamine and for
none of the 5 patients treated with deferiprone. (/d. at 20:23-54.) Two patients
treated with deferiprone had newly diagnosed cardiac disease during the course of
the treatment period, as did nine patients treated with deferoxamine. (/d. at 20:54-
61.)

13.  The patent states that “[c]ardiac disease, as defined by the heart
functional capacity classification developed by the New York Heart Association,
was an end point in this study . . . Data to establish the diagnosis and progression

of cardiac disease were obtained from the medical records of patients, noting in

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




