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I, Rodolfo Pinal, declare as follows:
1. I am the same Rodolfo Pinal that submitted the declaration marked as
Exhibit 2002 in this proceeding.

L. QUALIFICATIONS

2. I am currently Associate Professor in the Department of Industrial and
Physical Pharmacy at Purdue University, in West Lafayette, Indiana, where I have
been teaching since 2003. I also serve as Director of the NSF-I/UCRC Purdue
Dane O. Kildsig Center for Pharmaceutical Processing Research (CPPR), a
position I have held since 2005. Since 2016, I have served as Director of Graduate
Studies in the Department of Industrial and Physical Pharmacy at Purdue. I am also
a member of the Faculty Senate at Purdue.

3. I received my Ph.D. from the University of Arizona in Pharmaceutical
Sciences with a concentration in Physical Chemistry and have over 30 years of
experience studying formulation science, specifically on aspects pertaining to
formulations for pharmaceutical composition and pharmaceutical product
development.

4, Prior to joining academia, I gained over thirteen years of industry
experience in pharmaceutical research and development as a scientist with
Hoffman-LLa Roche. From 1990-1993, I served as a Research Associate and then as

a Senior Scientist in the pre-formulation group. During this time, my work focused
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on the physiochemical characterization of new chemical entities (i.e., drug
candidates), including developing stability-indicating methods, stability screening
of drug candidates, photodegradation and drug-excipient compatibility studies, and
solubility/solubilization and partitioning studies.

3. From 1993-1997, I served as a Principal Scientist in the Sterile
Dosage Forms group at Roche. In this role, I developed injectable formulations for
new and investigational drug products. I was responsible for developing
formulations for use in clinical trials, development of HPLC methods for assaying
potency and stability of the active compound as well as pharmaceutical
compositions intended for injection. I was also responsible for writing the
directions for manufacturing clinical batches in the cGMP suite and for supervising
the sterile suite operators during the manufacture of the resulting pharmaceutical
products.

0. From 1997-2003, I served as Principal Scientist and then a Research
Leader in the Solid-State Pharmaceutics group at Roche, which was part of the oral
dosage forms development group. In this role, I was responsible for identifying and
devising methods for the measurement and monitoring of physical
properties/parameters critical for the development of a given specific
pharmaceutical product or process. I also worked extensively with process

chemists from the Chemical Synthesis Department “Kilo Lab” at the company’s
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site in New Jersey, as well as with process chemists from the industrial production
site located in South Carolina.

7. I have first-hand industrial experience in the scale-up process for
making APIs (active pharmaceutical ingredients). The laboratory under my
supervision was responsible for the solid-state characterization of every batch of
API generated at the New Jersey facility during the scale up of the synthesis. This
responsibility extended to API batches produced at other sites but utilized during
research and development at the New Jersey plant. The solid-state characterization
work performed in my laboratory included crystal form and polymorphism,
covering thermodynamic vs. kinetic stability, hygroscopicity, crystal morphology,
particle size, solvates, hydrates, etc. A quick description of part of my
responsibilities is as follows. As process (Kilo Lab) chemists began to work on
replacing the synthetic process of APIs originally used by (drug discovery)
medicinal chemists, toward one suitable for large scale production, they sent
samples of their produced batches to me. My laboratory performed the solid-state
characterization work required and convey the information to the Kilo Lab.
Through an iterative process, the two groups would find the different polymorphs
of the API, establish the stability relationship among them, and also establish the
specifications for crystal morphology, particle size among the relevant attributes

necessary for downstream processing. I was responsible for writing the sections
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