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1. My name is Paul Dalby, Ph.D. I have been retained by Mylan
Pharmaceuticals Inc. (“Mylan”) to provide my expert opinions regarding the
unpatentability of U.S. Patent No. 8,129,343 (“the ’343 patent”) (Ex. 1002). I
understand that Mylan intends to petition for inter partes review (“IPR”) of the *343
patent, which is assigned to Novo Nordisk A/S (“Patent Owner”). I also understand
that, in the IPR petition, Mylan will request that the United States Patent and
Trademark Office cancel claims 1-6 (“the challenged claims”) of the *343 patent as
unpatentable. I submit this expert declaration to address and support Mylan’s IPR
petition for the *343 patent.

L. QUALIFICATIONS AND BACKGROUND

A. Education and Experience; Prior Testimony

2. I earned my doctorate at Cambridge University, UK, in 1998 where |
studied protein folding mechanisms, using protein engineering to alter the relative
stabilities of thenative, denatured, intermediate and transition states, and evaluating
the effects of a range of temperature, pH and presence of viscosity modifiers in the
formulation. From 1998 to 2000, I was a postdoctoral fellow at the University of
Pennsylvania, where I studied the relationship between protein structure, stability,
and function through protein engineering and biophysical characterization, and also
methods to improve stability and minimize aggregation in protein therapeutic

formulations. In 2000, I was appointed Lecturer at University College London
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