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I. INTRODUCTION

1. I have been retained by the law firm Winston & Strawn LLP on
behalf of Dr. Reddy’s Laboratories, Ltd. and Dr. Reddy’s Laboratories, Inc.,
(hereinafter, collectively, “DRL” or “Petitioner”) to provide expert opinions
concerning the administration of semaglutide formulations for the treatment of
diabetes.

2. I have been asked to provide my opinions related to U.S. Patent
No. 10,335,462 (“the ’462 patent”) (Ex. 1001) and the scientific and technical
knowledge regarding the subject matter of the 462 patent. I understand that
Mylan Pharmaceuticals Inc. (“Mylan”) filed an inter partes review petition
(“Mylan’s petition”) against claims 1-10 of the 462 patent, and the Patent Trial
and Appeal Board instituted Mylan’s petition on October 4, 2023. See Ex. 1097,
Mylan Pharmaceuticals Inc., v. Novo Nordisk A/S, IPR2023-00724, Paper 10
(“Mylan IPR”). I understand that DRL petitions for inter partes review of the
same claims of the *462 patent as the Mylan IPR on the same grounds, and DRL
requests to join the Mylan IPR. I submit this declaration in support of DRL’s

petition for inter partes review.

3. My opinions in this declaration are based on the documents I cite
along with my professional training, experience and knowledge that I have

acquired working in the field of pharmaceutics. I am being compensated for my
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services as an expert at my standard consulting rate of $500 per hour. My
compensation is in no way contingent on the substance of my opinions or the

outcome of this case.
II. BACKGROUND AND QUALIFICATIONS

4. I have over 35 years of experience and training in pharmaceutics. I
am currently a professor in the Department of Pharmaceutical Sciences and
Experimental Therapeutics at the University of lowa College of Pharmacy. I
received my Bachelor of Science in Pharmacy in 1983 from the University of
Minnesota. [ received my Ph.D. in Pharmaceutics in 1989 from the University of
Michigan, and I was also appointed to the faculty of the University of lowa in
1989. I was a visiting scholar in the formulation development and drug delivery
departments at SmithKline Beecham in 1991. 1 was appointed head of the
Division of Pharmaceutics and Translational Therapeutics at the University of
Iowa College of Pharmacy in 2008 and remained in that position until I was
named as the associate dean for undergraduate programs in 2013, a position I held

until 2019.

5. My research interests focus on the mechanisms of absorption across
mucosal tissues and the optimization of drug formulations to enhance drug

absorption. 1 have designed and tested numerous prototype formulations to
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evaluate absorption or efficacy of ophthalmic, nasal, oral, buccal, vaginal, and
topical delivery systems. I have taught in the areas of preformulation,
formulation, and drug delivery system design at the undergraduate, graduate, and
professional levels, and 1 have taught approaches and techniques in

pharmaceutical compounding to Doctor of Pharmacy (PharmD) students.

6. I have published numerous articles, book chapters, and abstracts in
the areas of pharmaceutics, drug absorption, drug delivery, and materials
characterization, and I am a named co-inventor for two U.S. Patents: No.

6,348,209 and No. 7,297,786.

7. I am a member of several professional societies for pharmaceutical
science and technology, including the American Association of Pharmaceutical
Scientists where I served as the association treasurer from 1998-2000; the
American Association of Colleges of Pharmacy where I served as chair of the
Section of Teachers of Pharmaceutics; the American Chemical Society; and the
American Society for Pharmacology and Experimental Therapeutics. [ have been
a member of the editorial board for Molecular Pharmaceutics and served on the
Editorial Advisory Board for the Journal of Pharmaceutical Innovation. I have
chaired or been a member on numerous NIH review committees/study sections.

I also serve as a member of the FDA Pharmaceutical Science and Clinical
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Pharmacology Advisory Committee.

8. I have published approximately 150 articles, book chapters,
abstracts and patents in the area of pharmaceutics, drug formulation, drug

absorption, drug delivery, and materials characterization.

0. I have given numerous invited national and international
presentations at universities and scientific conferences. [ am also frequently asked
to provide seminars and consulting services to both large and small

pharmaceutical companies.

10. I have supervised over 50 PharmD, MS, PhD, post-doctoral and
visiting scholars in my laboratories. Many of my MS and PhD students are
employed by both small and large pharmaceutical companies, and regulatory
agencies, or they hold academic positions and are active in the development or

evaluation of new drug products or delivery systems.

11. My research program has been funded by the NIH, NCI, and FDA.
I have also engaged in numerous joint investigations sponsored by
pharmaceutical companies to assist with formulation development, absorption

evaluation, and druggability assessment.

12. Additional details regarding my background and qualifications,

including a list of all of my publications, are described in my curriculum vitae,
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which is included as Ex. 1096.

III. INFORMATION RELIED UPON AND OPINIONS REGARDING
THE 462 PATENT

13. In addition to my general knowledge gained as a result of my
education and experience as a pharmaceutical scientist, I have reviewed and
considered, among other things, the *462 patent, the prosecution history of the
’462 patent, and the prior art of record discussed herein.

14. I also reviewed the Institution Decision issued by the Board in
[PR2023-00724 instituting inter partes review of the same challenged claims of
the 462 patent with respect to all grounds in Mylan’s petition. See Ex. 1097,
[PR2023-00724, Institution Decision, Paper 10. [ agree with the Board’s
reasoning in its Institution Decision, which concerns the same claims of the same
patent challenged here.

15. I have also reviewed and considered the declaration of Paul
Dalby, Ph.D. (Ex. 1007) submitted in connection with Mylan's petition for inter
partes review of the '462 patent, including materials and exhibits cited therein.
See Ex. 1007, IPR2023-00724, Mylan's Petition, Paper 1. I agree with, and
hereby adopt and incorporate by reference, all of the opinions set forth in the
declaration of Dr. Dalby.

16. My opinions are limited to semaglutide formulations used in the
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treatment of diabetes, as claimed in the *462 patent. I present my opinions from
the perspective of a POSA, who is defined in Section IV of the declaration of Dr.
Dalby. Ex. 1007.

17. 1 understand that DRL’s expert Dr. Randall Zusman offers the
opinions that it would have been obvious to a POSA to treat diabetes with a once-
weekly, 1.0 mg semaglutide injectable formulation, as recited in the limitations
of claims 1-3, containing the components recited in claims 4-10 with a
reasonable expectation of success in doing so.

18. Based on my view of the prior art and, for certain claims, Dr.
Zusman’s additional views of the prior art, it is my opinion that the claims of the
462 patent would have been obvious over the following combinations of
references:

a) Claims 4-10 of the ’462 patent would have been obvious over

International Patent App. Pub. No. WO 2011/128421 (“W0421”) (Ex.

1011) considering U.S. Patent Application Pub. No. US2007/0010424 (the

“’424 publication”) (Ex. 1016) (Ground 3) or over Clinical Trial No.

NCT00696657 (“NCT657”) (Ex. 1013) and Clinical Trial No.

NCT00851773 (“NCT773”) (Ex. 1014) considering the *424 publication

(Ground 5); and

b) Claims 4-10 of the 462 patent would have been obvious over
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International Patent App. Pub. No. WO 2006/097537 (“WO537”) (Ex.

1015) considering Lovshin, Incretin-Based Therapies for Type 2 Diabetes

Mellitus, 5 NATURE REV. ENDOCRINOLOGY 262 (2009) (“Lovshin”)

(Ex. 1012) (Ground 4).

19.  These references would have motivated a POSA to formulate a 1.0
mg semaglutide injectable formulation containing the components recited in
claims 4-10 to treat type 2 diabetes with a reasonable expectation of success doing

SO.
IV.  CONCLUSION

20.  This declaration is based on my present assessment of material and
information currently available to me.

21. I understand that this declaration will be filed as evidence in a
contested case before the Patent Trial and Appeal Board of the United States
Patent and Trademark Office. I also understand that I may be subject to cross-
examination concerning this declaration, and I will appear for cross-examination,
if required of me, during the time allotted for cross-examination.

22. I hereby declare that all statements made herein of my own
knowledge are true and that all statements made herein on information and belief
are believed to be true. Further, these statements were made with the knowledge

that willful false statements and the like so made are punishable by fine,
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imprisonment, or both, under Section 1001 of Title 18 of the United States Code.

Date: October ﬁ 2023 %M(OA i O Q}mw*\-/

Maureen D. Donovan, Ph.D.
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