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Attention: Nadine D. Cohen, Ph.D.
Senior Vice President, Regulatory Affairs
14 Cambridge Center

Cambridge, MA 02142

Please refer to your Pre-Investigational New Drug Application (PIND) file for BG00012 for
psoriasis.

We also refer to the meeting between representatives of your firm and the FDA on November 23,
2004. The purpose of the meeting was to discuss the pre-clinical and early clinical plans.

The official minutes of that meeting are enclosed. You are responsible for notifying us of any
significant differences in understanding regarding the meeting outcomes.

If you have any questions, please contact Frank Cross, Regulatory Project Manager, at (301)
827-2020.

Sincerely,
{See appended electrowic signatire page)

Jonathan Wilkin, MLD.

Division Director

Division of Dermatologic and Dental Drug
Products

Office of Drug Evaluation V

Center for Drug Evaluation and Research

Enclosure
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PIND 69,852 11/23/04 meeting

Meeting Date: November 23, 2004 Time: 9:30 a.m. Location: S300
Meeting 1D# 14024

BG00012

Indication: Treatment of psoriasis

Sponsor: Biogen [dec

Pre-IND Meeting

Meeting Chair: Jonathan K. Wilkin, M.D.

Mecting Recorder (CSO/Project Manager): Frank H. Cross, Jr., M.A., CDR
FDA Attendees, titles and offices:

Jonathan K. Wilkin, M.D., Division Director, DDDDP, HFD-540

Jonca Bull, M.D., Office Director, ODEV, HFD-105

Ramesh Sood, Ph.D., Chemistry Team Leader, DNDCIII, HFD-830

Norman See, Ph.D., Pharmacology/Toxicology Reviewer, DDDDP, HFD-540

Raman Baweja, Ph.D., Clinical Pharmacology/Biopharmaceutics Team Leader, DPEIIL, HFD-880
Lei Zhang, Ph.D., Clinical Pharmacology/Biopharmaceutics Reviewer, DPEILL HFD-880
Markham Luke, M.D., Ph.D., Cliniczal Team Leader, DDDDP, HFD-540

Denise Cook, M.D., Medical Officer, DDDDP, HFD-540

Joseph Porres, M.D., Ph.D., Medical Officer, DDDDP, HFD-540

Mohamed Alosh, Ph.D., Biostatistics Team Leader, DBILI, HFD-725

Matt Soukup, Ph.D., Biostatistics Reviewer. DBIII, HFD-725

Frank H. Cross, M.A., CDR, Senior Regulatory Management Officer, DDDDP, HFD-540

Sponsor Attendees, titles and offices:

Barry Ticho, Director, Medical Research

2

DOCKET

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



https://www.docketalarm.com/

PIND 69,852 11/23/04 mecting

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

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




