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Food and Drug Administration
Silver Spring, MD 20993

Our STN: BL 125085/168 July 31, 2009

Genentech, Incorporated

Attention: Todd Rich, M.D.

Vice President, Development Regulatory Affairs,
Medical Communications, Drug Safety and
Development Quality and Compliance

1 DNA Way, MS# 241B

South San Francisco, CA 94080

Dear Dr. Rich:

Your request to supplement your biologics license application for Avastin to include a new
indication for the treatment of metastatic renal cell carcinoma in combination with interferon
alfa, has been approved.

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c¢), all applications for new
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of
administration are required to contain an assessment of the safety and effectiveness of the
product for the claimed indication(s) in pediatric patients unless this requirement is waived,
deferred, or inapplicable. Because Avastin for the treatment of renal cell carcinoma has an
orphan drug designation, you are exempt from this requirement.

The final printed labeling must be identical to the enclosed labeling. Marketing the product with
final printed labeling that is not identical to the approved labeling text may render the product
misbranded and an unapproved new drug.

Within 21 days of the date of this letter, submit content of labeling [21 CFR 601.14(b)] in
structured product labeling (SPL) format, as described at
http://www.fda.gov/Forindustry/DataStandards/StructuredProductL abeling/default.htm, that is
identical in content to the enclosed labeling text. Upon receipt, we will transmit that version to
the National Library of Medicine for public dissemination. For administrative purposes, please
designate this submission “Product Correspondence — Final SPL for approved STN BL
125085/168.” In addition, within 21 days of the date of this letter, amend any pending
supplement(s) for this BLA with content of labeling in SPL format to include the changes
approved in this supplement.

You may submit draft copies of the proposed introductory advertising and promotional labeling
with a cover letter requesting advisory comments to the Food and Drug Administration, Center
for Drug Evaluation and Research, Division of Drug Marketing, Advertising and
Communication, 5901-B Ammendale Road, Beltsville, MD 20705-1266. Final printed
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advertising and promotional labeling should be submitted at the time of initial dissemination,
accompanied by a FDA Form 2253.

All promotional claims must be consistent with and not contrary to approved labeling. You
should not make a comparative promotional claim or claim of superiority over other products
unless you have substantial evidence to support that claim.

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

Sincerely,

[Patricia Keegan, M.D./

Patricia Keegan, M.D.

Director

Division of Biologic Oncology Products
Office of Oncology Drug Products
Center for Drug Evaluation and Research

Enclosure: Revised Labeling
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