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: (: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville, MD 20852

Our STN: BL 103132/5064

Schering Corporation

Attention: Ketan Patel

Associate Manager, Regulatory Affairs
2000 Galloping Hill Road

Kenilworth, NJ 07033

Dear Mr. Patel;

Your request to supplement your biologics license application for Interferon alfa-2b to revise
the package insert and the Medication Guides, to include information on Rebetol oral solution
combination use for pediatric chronic hepatitis C patients, has been approved.

FDA previously approved a Medication Guide required for distribution with this product in
accordance with 21 CFR Part 208. FDA hereby approves the revised draft Medication Guide
you submitted on October 26, 2004.

Please note that:

J this Medication Guide must be reprinted at the end of the package insert [21
CFR 201.57(H(2)1;

o you are responsible for ensuring that this Medication Guide is available for
distribution to every patient who is dispensed a prescription for this product [21
CFR 208J;

o the final printed Medication Guide distributed to patients must conform to all
conditions described in 21 CFR 208.20, including a2 minimum of 10 point text;
and

. you are responsible for ensuring that the label of each container or package
includes a prominent and conspicuous instruction to authorized dispensers to
provide a Medication Guide to each patient to whom the drug is dispensed, and
states how the Medication Guide is provided.

Please submit all final printed labeling at the time of use and include implementation
information on FDA Form 356h. Please provide a PDF-format electronic copy as well as
original paper copies (ten for circulars and five for other labels).



Page 2 BL 103132/5064

Please refer to hitp://www.fda.gov/cder biologics/default.htm for important information
regarding therapeutic biological products, including the address for submissions. -
Effective Oct 4, 2004, the new address for all submissions to this application is:

CDER Therapeutic Biological Products Document Room
Center for Drug Evaluation and Research

Food and Drug Administration

12229 Wilkins Avenue

Rockville, Maryland 20852

This information will be included in your biologics license application file.

Marc Walton, M.D., Ph.D.

Director

Division of Therapeutic

Biological Internal Medicine Products
Office of Drug Evaluation VI

Office of New Drugs

Center for Drug Evaluation and Research
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CONCURRENCE PAGE

Letter Type: LETTER:  Approval (AP)

Summary Text: Clinical Supplmt. Labeling Only
REVIEW COMPLETION REQUIRED BY: RIS

SS Data Check:

* Place copy of Approval Ltr. with original signature concurrence page in
Archival package behind the “ fproval Materials’Tab after LAR (Licensing
Action Recommendation).

RIS Data Check:

e Verify short summary Ltr. & Submission screen should match.

* Check Letter for PMCs (if PMCs add “PICs Approved With’special

_ characteristic code.)
¢ Perform Review Completion Process
e Milestone: Confirm Approved Status

CC.

HFD-108/ K. Ayalew

HFD-108/ L. Marzella

HFD-108/ M. Walton

HFD-122/ A. Rosenberg

HFD-122/ B. Cherney

HFD-109/ V. Tyson-Medlock

HFD-109/ K. Schneider

HFD-109/ E. Dye

HFD106/K. Weiss

HFD-106/G. Jones

HFM-110/RIMS/R. Eastep

HFD-400/0DS M. Dempsey

HFD-006/Exec sec P. Guinn

HFD-013/FOI D.Taub

HFD-013/FOI H. Brubaker

HFD-240/0TCOM/ B. Poole _
HFD-230/0TCOM/CDER WebMaster
HFD-42/DDMAC/M. Kiester
HFD-410/0DS/DSRCS/ Karen Young _
HFD-960/OCTAP/G. Carmouze (if pediatric language)
HFD-328/TFRB Blue File/Mike Smedley
HFD-410/CDER Medwatch Safety Labeling HFD-430/ODS/DDRE (hard copy)
DRMP BLA file (hard copy)
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History:

File Name: s:medlock/103132.5064/102504.approval letter
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