UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MYLAN PHARMACEUTICALS INC,,
WOCKHARDT BIO AG,

TEVA PHARMACEUTICALS USA, INC.,
AUROBINDO PHARMA U.S.A., INC,,
SUN PHARMACEUTICAL INDUSTRIES, LTD.,
SUN PHARMA GLOBAL FZE and
AMNEAL PHARMACEUTICALS LLC
Petitioners,

V.

ASTRAZENECA AB,
Patent Owner.

Case: IPR2015-01340!
U.S. Patent No. RE44,186

PATENT OWNER’S MOTION FOR OBSERVATIONS REGARDING THE
CROSS-EXAMINATION OF DEFOREST MCDUFF

! Petitioner Wockhardt from IPR2016-01029, Petitioner Teva from IPR2016-
01122, Petitioner Aurobindo from IPR2016-01117, and Petitioners Sun/Amneal
from IPR2016-01104 have been added as Petitioners to this proceeding.
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Patent Owner AstraZeneca AB submits this Motion for Observations
Regarding Cross-Examination of DeForest McDuff pursuant to the Scheduling
Order (Paper No. 17) and the Joint Notice of Stipulation (Paper No. 57).

Observation #1 - In Ex. 2220 at 15:14-16:3, Dr. McDuff testified that he did

not review the entirety of the record generated in the parallel district court
proceeding involving the RE’186 patent on the issue of commercial success. This
testimony is relevant to statements and conclusions in Dr. McDuff’s declaration
and Petitioners’ Reply brief regarding commercial success (Exs. 1060, 1060A;
Reply at 24-27), specifically, to the weight and understanding to be given to his
statements and conclusions because it raises concerns that he has not considered all
relevant information on the issue of commercial success.

Observation #2 - In Ex. 2220 at 16:8-20:20, Dr. McDuff testified that he

reviewed Dr. Meyer’s cross-examination but not her direct examination; he also
testified that he reviewed Dr. Hofmann’s expert report but not Dr. Meyer’s expert
report. This testimony is relevant to statements and conclusions in Dr. McDuff’s
declaration and Petitioners’ Reply brief regarding commercial success (Exs. 1060,
1060A; Reply at 24-27), specifically, to the weight and understanding to be given
to his statements and conclusions because it raises concerns that he selectively

considered information on the issue of commercial success.
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Observation #3 - In Ex. 2220 at 53:3-54:7, Dr. McDuff testified that he has

never testified that a branded pharmaceutical product is commercially successful.
This testimony is relevant to statements and conclusions in Dr. McDuff’s
declaration and Petitioners’ Reply brief regarding commercial success (Exs. 1060,
1060A; Reply at 24-27), specifically, to the weight and understanding to be given
to his statements and conclusions because it raises concerns regarding his
impartiality and credibility.

Observation #4 - In Ex. 2220 at 161:1-2 and 161:18-162:3, Dr. McDuff

testified that he obtained his Ph.D. in 2009 and has never authored any publications
of the issue of commercial success or presented on the issue of commercial success
in any of his speaking engagements. This testimony is relevant to statements and
conclusions in Dr. McDuff’s declaration and Petitioners’ Reply brief regarding
commercial success (Exs. 1060, 1060A; Reply at 24-27), specifically, to the weight
and understanding to be given to his statements and conclusions because it raises
concerns regarding his credibility and the level of his expertise on the issue of
commercial success.

Observation #5 - In Ex. 2220 at 52:4-13 and 69:4-14, Dr. McDuff testified

that he understood that the patent owner has the burden of proof on commercial
success. This testimony is relevant to statements and conclusions in Dr. McDuff’s

declaration and Petitioners’ Reply brief regarding commercial success (Exs. 1060,
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1060A; Reply at 24-27), specifically, to the weight and understanding to be given
to his statements and conclusions because it raises concerns that he applied the
wrong burdens of proof in his opinions.

Observation #6 - In Ex. 2220 at 47:24-50:25, Dr. McDuff testified that he

understood that commercial success must be attributed to the novel parts of the
invention and not to factors unrelated or already known. In Ex. 2220 at 117:24-
118:5, Dr. McDuff also testified that saxagliptin’s status as the first-invented,
FDA-approved DPP-4 inhibitor was not a primary consideration. This testimony is
relevant to statements and conclusions in Dr. McDuff’s declaration and Petitioners’
Reply brief regarding commercial success (Exs. 1060, 1060A {1 29-34; Reply at
26), specifically, because it raises concerns that his assertions that Onglyza and
Kombiglyze are not particularly differentiated or unique products does not take
Into account saxagliptin’s status as the first-invented, FDA-approved DPP-4
inhibitor.

Observation #7 - In Ex. 2220 at 21:6-13, 22:17-25:25, 28:6-31:15, and

35:16-36:5, Dr. McDuff testified that he did not dispute any of the calculations in
Tables 2(a), 3, 4, 5, 6(a), 6(b), 7, and 8 of Dr. Meyer’s declaration (Ex. 2059,
2059A). This testimony is relevant to statements and conclusions in Dr. McDuff’s

declaration and Petitioners’ Reply brief regarding commercial success (Exs. 1060,
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1060A; Reply at 24-27), specifically, because it establishes that he does not dispute
any of the data on which Dr. Meyer bases her opinions.

Observation #8 - In Ex. 2220 at 62:2-66:14, Dr. McDuff testified that it did

not make sense to him to characterize $2.5 billion in net revenue as substantial
without drawing any comparisons. In Ex. 2220 at 69:15:70:14, Dr. McDuff also
testified that he did not seek to provide a “complete guidance or set of opinions on
what one could compare saxagliptin revenues to.” This testimony is relevant to
statements and conclusions in Dr. McDuff’s declaration and Petitioners’ Reply
brief regarding commercial success (Exs. 1060, 1060A; Reply at 24-27),
specifically, because it raises concerns that he has not offered an opinion on what
Is the relevant market in his opinions on commercial success.

Observation #9 - In Ex. 2220 at 42:15-17, Dr. McDuff testified that he was

not providing opinions in rebuttal to Dr. Lenhard’s declaration. This testimony is
relevant to statements and conclusions in Dr. McDuff’s declaration regarding Dr.
Lenhard’s opinion that vildagliptin is a failure because it was not approved by the
FDA and is approved in Europe with a twice-daily dosing regimen and significant
safety precautions due to liver toxicity (Exs. 1060, 1060A § 18), specifically, to the
weight and understanding to be given to his statements and conclusions because it
establishes that his opinions on the issue of commercial success do not address Dr.

Lenhard’s opinions on the issue of failures of others.

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




