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I, Katherine T. Dawson, have personal knowledge of the facts stated herein
and provide the following testimony:

l. Personal Background and Introduction

1. | am currently the Vice President of U.S. Medical at Biogen. Since
joining Biogen in 2004, | have held several positions, including Associate Director,
Medical Research/Clinical Development (March 2004 - November 2006),
Director, Clinical Development Neurology, November 2006 - November 2009),
Senior Director of Neurology Clinical Development (November 2009 - January
2013), Vice President of Global Medical Neurology (January 2013 - March 2015)
and Vice President, U.S. Medical from March 2015 until the present.

2. | received a B.A. in biology/psychology from Columbia College in
1987, and an M.D. from Albert Einstein College of Medicine of Yeshiva
University in 1993. Thereafter, | was a Neurology Resident at Massachusetts
General Hospital until 1997, then a fellow of Clinical Neurophysiology at
Massachusetts General Hospital until 1998. | then became a Clinical Instructor of
Neurology at Massachusetts General Hospital. I continued to hold this position
even after joining Biogen and stayed in this position until March 2014.

3. | understand that the U.S. Patent and Trademark Office has instituted

review of Biogen’s U.S. Patent No. 8,399,514 (“the ’514 patent™). Ex. 1001.
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4, Biogen’s Tecfidera® is a multiple sclerosis (“MS”) product, which is
administered as an oral therapy of 480 mg per day of dimethyl fumarate (“DMF”)
and one or more pharmaceutically acceptable excipients to treat MS. In June 2006,
| joined the Tecfidera® team and, in July 2006, officially took over as medical
director of the project and oversaw the preparation and operation of Biogen’s
pivotal Phase Il trials. A Phase 11 clinical trial is a study to demonstrate whether
or not a product offers a treatment benefit to a specific population, in this case,
humans suffering from MS. Phase IlI trials are usually tested on anywhere from
300 to 3,000 patients and last from one to four years. See

www.fda.gov/forpatients/approvals/drugs/ucm405622.htm#Clinical

Research Phase Studies. Phase Ill studies, like all clinical trials, are conducted

under the guidance and guidelines set out by regulatory agencies such as the U.S.
Food and Drug Administration (“FDA”).

5. | provide this declaration to document the work that | and others at
Biogen were doing prior to and after Biogen filed the patent applications leading to
the ’514 patent, from 2006 and continuing through 2011. Throughout this time
period, the project leading to the development and approval of Tecfidera® was a
high priority of Biogen. Biogen’s Phase Ill trials were large and intensive

undertakings requiring years of testing and the efforts of numerous groups across

DOCKET

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




