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I, Marc B. Garnick, M.D., do hereby declare:

I. INTRODUCTION

1. I am making this declaration at the request of Mylan Pharmaceuticals
Inc., in the matter of the Inter Partes Review (IPR) of U.S. Patent No. 8,822,438
(the “’438 Patent™), as set forth in the above caption.

A.  Education and Professional Background

2. I am a medical oncologist specializing in the care of patients with
prostate cancer in the Division of Hematology and Oncology, Department of
Medicine at the Beth Israel Deaconess Medical Center, Harvard Medical School, in
Boston MA. My clinical and research interests have focused on urologic cancers,
with a speciai interest in prostate cancer. I am actively involved in clinical
research and in the past have devoted my professional activities to the development
of drugs that are currently being used in the management of prostate cancer. I
serve as the medical director for Cancer Services Brockton Hospital/Signature
Health Care, Cambridge Health Alliance, which includes Cambridge Hospital and
Whidden Memorial Hospital and the medical liaison for all of the cancer services
that the BIDMC provide. I am the director .of Cancer Programs for Network
Development at the Beth Israel Deaconess Medical Center. 1 am Gorman Brothers
Clinical Professor of Médicine at Harvard Medical School, an endowed

professorial chair in medicine.
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3. I received a Bachelor of Arts degree in Biology from Bowdoin
College, Brunswick, Maine. I obtained my medical degree from the University of
Pennsylvania School of Medicine (now the Perelman School of Medicine at the
University of Pennsylvania) in 1972. I completed my internship and residency in
internal medicine at the Hospital of the University of Pennsylvania in 1974. 1 then
completed two fellowships: one at the National Institutes of Health in the National
Institute of Arthritis, Metabolism and Digestive Diseases in 1976 and then a
fellowship in Medical Oncology at the Dana Farber Cancer Institute, Boston MA
in 1978. My curriculum vitae is attached as Exhibit A.

4. From 1978 until 1996, I practiced medicine at the Dana Farber Cancer
Institute and Brigham and Women’s Hospital in Boston, MA. Since 1996, I have
practiced at the Beth Israel Deaconess Medical Center. Between the years of 1987
and 2006, I also held positions at the Genetics Institute and Praecis
Pharmaceuticals where my responsibilities dealt with the development of new drug
therapies for cancer, including prostate cancer and other medical illnesses. I
served as the academic principal investigator for the development and approval of
leuprolide acetate (Lup;on®), one of the world’s most widely-prescribed
medicines for prostate cancer, and most recently served as the industry leader for
abarelix, a pharmacéutical that is used for a subset of patients with prostate cancer,

which was previously marketed in the United States and Europe.
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5. I have been directly involved in the developm_ent of multiple drugs
that have gained approval by both United States regulatory agencies and European
regulatory agencies. I have participated as either an academic or industry leader
and principal investigator/contributor for multiple drugs that have gained either
FDA or European regulatory approvals.

6. I have had issued to me over 20 patents, mairﬂy dealing with drug
development and treatments for prostate cancer.

7. I enclose a representative sample of the types of activities I have been
involved in relating to the diagnosis, treating, and evaluatioh of therapies for
prostate cancer, with an emphasis on Lupron® and other hohnonal therapies:

B. Representative sample (ﬂ‘ accomplishments related to prostate

disorders, prostate cancer, and Lupron®-treated related
disorders' |

1. Prostate cancer and Lupron®-related accomplishments

a.  Lupron®-related and LHRH analogue-related

. Academic Principal Investigator and one of three academic presenters to the

FDA advisory committee related to the initial FDA approval of Lupron® for

prostate cancer;

'Lupron® is one of the world’s most prescribed therapies for prostate cancer; I
served as the principal investigator that led to its approval by FDA and other -

worldwide regulatory bodies in the mid-1980s.
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Lead investigator on multiple Phase II studies and the pivotai Phase III study
of Lupron® for prostate cancer, published in the New England Journal of
Medicine; |
Investigator on multiple follow-on studies following the approval of
Lupron®, in order to assess its post-marketing safety and efficacy;

Lead developer of abarelix, the first approved LHRH/GnRH antagonist for
prostate cancer in the U.S., Germany, and other EU Countries;

Co-organizer (with the late William Fair, M.D.) of the annual International
Conferences on Neoadjuvant Hormonal Therapy for Prostate Cancer; and
Inventor listed on multiple patents related to the use of LHRH analogues for
the management of prostate cancer and other Lupron®-related disorders
outside of prostate cancer (adjunct to mammography for dense breast
imaging, differential suppression of FSH (follicle-stimulating hormone)

between Lupron® and LHRH antagonists).

b.  Prostate cancer-related
Founder of Hershey Foundation for Basic and Clinical Research in Prostate
Cancer, housed at the Beth Israel Deaconess Medical Center, that
established basic and clinical research programs, young investigator awards,
educational colloquia and de novo eétablishrnent of a prostate cancer tissue

bank, available for use by all Massachusetts researchers;

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




