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Qctcber 21, 2004

Jonathan K. Wilkin, M.D.

Division Director

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Dermatologic & Dental Drug Products, HFD-540
9201 Corporate Blvd.

Rockville, MD 20850

Attn:  Ms. Sandy Childs

RE: BG00012 Type B Meeting Briefing Document

Dear Ms. Childs,

Reference is made to the Type B meeting request submitted August 27, 2004, and to the
meeting scheduled for Novemnber 23, 2004. In anticipation of the meeting and as
requested in the facsimile from the Agency on September 14, 2004, Biogen Idec is
submitting 20 copies of the briefing document.

The purpose of this meeting is to review the existing CMC, nonclinical, and clinical data

and discuss the proposed pivotal study with BG00012 drug product in moderate to
severe psoriasis.

Should you have any questions regarding this request, please contact ||| | N =t
(617) 679-6458.

aly Yours

Senior Vice President, Regulatory Affairs
Phone (617) 679-3783
Fax (617) 679-3170

Biogen Idec 14 Cambridge Center Cambridge, MA 02142 Phone 17 879 2000 wwwbiogenidec.com

DOCKET

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



https://www.docketalarm.com/

TABLE OF CONTENTS

Page

2 PROPOSED AGENDA AT THE MEETING AND ATTENDANCE .......ccccccocvuinnininsn. 10
3 PROPOSED QUESTIONS AND ISSUES FOR DISCUSSION WITH THE

BAENCY v S R S R AR R R SR SR 11

L Nop-chnical wsmaammnaai s n i s s T cr R 11

3.2 Clinical....cooovnveieireieriireenes AT e A R 4R a1 S ES NS s s TR R A A2 11

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

TABLE OF CONTENTS

Find authenticated court documents without watermarks at docketalarm.com.


https://www.docketalarm.com/

TABLE OF CONTENTS

Page

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

TABLE OF TABLES

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




