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I, PATRICK P. DeLUCA, hereby declare and state as follows:

I. INTRODUCTION

1. I 'am a U.S. citizen and a resident of the State of Kentucky.

2. [ am a Professor Emeritus in the Department of Pharmaceutical
Sciences, College of Pharmacy, at the University of Kentucky. I received a B.S.
and M.S. in Pharmacy from Temple University in 1957 and 1960, respectively. |
received my Ph.D. in Pharmaceutical Sciences from Temple University in 1963.

3. I have been retained by Lerner, David, Littenberg, Krumholz &
Mentlik, LLP (“counsel”) to provide my opinions in the fields of pharmaceutical
formulation for purposes of this IPR. I have read and understood U.S. Patent
No. 6,667,061 (“the ’061 Patent”) (Exh. 1001) as well as all other references
discussed in this declaration. I am being compensated for my time in an amount
consistent with my customary consulting fee and my compensation is not
contingent on my opinion or the outcome of this proceeding.

II. MY BACKGROUND AND QUALIFICATIONS

4. During my career of over 50 years, my research and teaching interests
in pharmaceutical science and technology have been in various areas, including
parenteral and intravenous pharmaceutical formulations and drug product stability.

I have published over 225 research articles and authored or co-authored chapters in
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several textbooks pertaining to physical pharmacy and pharmaceutical research
focusing on the above principles.

5. I have received numerous awards and honors for my research and
teaching achievements. I am a founding member and Fellow of the American
Association of Pharmaceutical Scientists (“AAPS”) and served as its President
between 2008 and 2009. I was the first Editor-in-Chief of the international journal
Pharmaceutical Development and Technology between 1995 and 1999, the first
Editor-in-Chief of the AAPS online journal PharmSciTech between 2000 and
2007, and also served on the editorial boards of several other scientific journals in
the broad field of pharmaceutical sciences with special focus on pharmaceutical
technology and drug product development.

6. In addition to my research and teaching, I have consulted over the
years for both brand and generic pharmaceutical companies on matters related to
pharmaceutical formulation and development. Additional details of my education,
experience, and credentials are set forth in my curriculum vitae. (Ex.1003.)

7. Noteworthy is my expertise and pioneering efforts in the research,
development, processing and invitro and invivo evaluation of injectable
microparticulate dosage forms including risperidone microspheres. I have
published extensively on the processing effects on the morphology and degradation

of the polylactide-co-glycolide polymers and have correlated in-vivo blood levels
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