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DEPARTMENT OF HEALTH & HUN SERVICES
Public Health SeNice

Food and Drug Administration
Silver Spring, MD 20993

BLA 125320
PROPRIETARY NAME REQUEST
CONDITIONALLY ACCEPTABLE

AmgenInc.
One Amgen Center Drive
Mail Stop 17-2-B

Thousand Oaks, CA 91320-1799

ATTENTION: Edward S. Burd, PhD
Senior Manager, Regulatory Affairs

Dear Dr. Burd:

Please refer to your Biologics License Application (BLA) dated December 19,2008, received
December 19,2008, submitted under section 351 of the Public Health Service Act, for Denosumab
Injection, 60 mg/mL.

We also refer to your February 26,2010, correspondence, received February 26,2010, requesting
review of your proposed proprietar name, Prolia. We have completed our review of the proposed
proprietary name, Prolia and have concluded that it is acceptable.

The proposed proprietary name, Prolia, wil be re-reviewed 90 days prior to the approval of the BLA.
If we find the name unacceptable following the re-review, we wil notify you. If any of the proposed
product characteristics as stated in your February 26, 2010 submission are altered prior to approval of
the marketing application, the proprietary name should be resubmitted for review.

If you have any questions regarding the contents of this letter or any other aspects of the proprietary
name review process, contact Maria Wasilik, Safety Regulatory Project Manager in the Offce of
Sureilance and Epidemiology, at (301) 796-0567.

For any other information regarding ths application contact the Office of New Drugs (OND)
Regulatory Project Manager, Nenita Crisostomo at (301) 796-0875.

Sincewy, ~ ~.Q. .. k
lJ~ //" i /' L. ~oiU ~'-

(.\'ee appended electro ic signature page

Carol Holquist, RPh
Director
Division of Medication Error Prevention and Analysis
Offce of Surveilance and Epidemiology
Center for Drug Evaluation and Research




