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I, Kenneth S. Graham, declare as follows:
I. Introduction

1. [ am Senior Director at Regeneron Pharmaceuticals, Inc. (“Regeneron™)
and I have been employed at Regeneron since January 21, 2002.

2. I earned a B.S. in Animal Bioscience from Penn State University in
1983 and an M.S. in Veterinary Science from Penn State University in 1986. I then
earned a Ph.D in Bioorganic Chemistry from the California Institute of Technology
in 1992.

3. I have worked on Regeneron’s biologic drug EYLEA® (aflibercept)
(“EYLEA”) since 2003. My initial involvement was developing fit for purpose
analytical methods that were used to characterize the protein and ensure its quality.
While working in the Regeneron pilot manufacturing facility at Tarrytown, New
York, I helped to produce and ensure the release of the first clinical batches that were
used during development of the drug. In 2005, I transferred pilot manufacturing into
pre-clinical development and joined the Formulation Development Group (“FDG”).

4. In 2005, I became the FDG Program Lead of EYLEA and was
responsible for the development of EYLEA in both vial and pre-filled syringe
presentations. My role in the development of EYLEA pre-filled syringe included
defining quality attributes, studying the stability of the product, evaluating syringe

offerings and specifications from Vetter, evaluating particulate matter and
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siliconization, and evaluating and developing methods of terminally sterilizing the
pre-filled syringes.
5. I have personal knowledge of the facts set forth below.

II. Exhibits
6. Exs. 1137, 1138, 1139, 1140, 1141, 1142, 1143, 1144, 1145, 1146,

1147, 1148, 1149, 1150, 1151, 1152, and 1153 are true and correct copies of records
that were either created or received by an employee of Regeneron as part of that
employee’s job duties relating to the development of EYLEA and regulatory
submissions for EYLEA. The records were maintained by Regeneron in the
ordinary course of business.

7. Exs. 1154 and 1155 are true and correct copies of records of email or
letter correspondence sent by an employee of Regeneron as part of that employee’s
job duties relating to the development of EYLEA and regulatory submissions for
EYLEA. The records were maintained by Regeneron in the ordinary course of
business.

III. Development of EYLEA PFS

8. EYLEA is a biotherapeutic product developed for intravitreal injection
that is designed to treat diseases of the eye, such as Wet Age-related Macular

Degeneration (“wAMD”).

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




