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STEADYMED LTD., vs UNITED THERAPEUTICS CORPORATION,
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UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD
STEADYMED LTD.,
Petitioner,
V.
UNITED THERAPEUTICS CORPORATION,
Patent Owner.

Case IPR2016-00006 (Patent 8,497,393)

VIDEO DEPOSITION OF

ROBERT R. RUFFOLO, JR., PHD

Wilson Sonsini Goodrich & Rosati
1700 K Street NW, Suite 500

Washington, DC 20006

Friday, August 19, 2016

9:29 a.m.

Reported by:

Denise D. Vickery, CRR/RMR JOB NO. 178626
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APPEARANCES

For Petitioner:

DLA PIPER LLP (US)

BY:

BY:

1251 Avenue of the Americas

New York, NY 10020-1104

STUART E. POLLACK, ESQ.

33 Arch Street, 26th Floor

Boston, MA 02110-1447

MAYA PRAKASH CHOKSI, ESOQ.

For Patent Owner and the Witness:

WILSON SONSINI GOODRICH & ROSATI

BY:

900 South Capital of Texas Highway
Las Cimas IV, Fifth Floor
Austin, TX 78746-5546

ROBERT DELAFIELD, ESQ.
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1 APPEARANCE S (Continued)

3 For Patent Owner:

4 FOLEY & LARDNER LLP

5 Washington Harbour

6 3000 K Street, NW, Suite 600
7 Washington, DC 20007-5109

8 BY: STEPHEN B. MAEBIUS, ESQ.

10
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13 Also Present:

14 Solomon Francis, Videographer
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INDEHX

EXAMINATION OF ROBERT R. RUFFOLO, JR., PHD PAGE
BY MR. POLLACK 7
AFTERNOON SESSION 156

EXHIBTITS

RUFFOLO DESCRIPTION PAGE

Exhibit 1 Petitioner's Notice of Deposition 9

of Robert R. Ruffolo, Jr., Ph.D.
Exhibit 2 Curriculum Vitae, UT Ex. 2023 26
Exhibit 3 Declaration of Robert R. Ruffolo, 31
Jr., Ph.D. in Support of Patent Owner
Response to Petition, UT Ex. 2022

Exhibit 4 United States Patent No. 8,497,393 62
Batra et al., SteadyMed Exhibit 1001

Exhibit 5 United Therapeutics Letter Dated 75
2 January 2009 to FDA/CDER, UT Ex. 2006

Exhibit 6 CDER Reviewer Guidance, 197
Validation of Chromatographic Methods,
November 1994, UT Ex. 2035

Exhibit 7 JOC Article: The Intramolecular 205
Asymmetric Pauson-Khand Cyclization as a
Novel and General Stereoselective Route to
Benzindene Prostacyclins, Moriarty et al.

SteadyMed Exhibit 1004
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EXHTIBTITS

RUFFOLO DESCRIPTION PAGE

Exhibit 8 Guidance for Industry, 241
Non-Penicillin Beta-Lactam Drugs: A CGMP
Framework for Preventing Cross-Contamination
HHS/FDA/CDER April 2013, UT Ex. 2047

Exhibit 9 Diabetes Care, Clinical 242
Pharmacology of Human Insulin, UT Ex. 2048

Exhibit 10 FDA/HSS Letter Stamped 282
Mar 10, 2014 to Dean Bunce of United
Therapeutics Re Remodulin

Exhibit 11 Patent Owner Response to Petition 310

(Exhibits attached to transcript.)
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