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Public Health Service 

t.:::::l.'f DEPARTMENT OF REALm & HUMAN SERVICES
 Food and Drug Administration 
Rockvile, MD 20857 

Our STN: BLA 1250361100
 

Astellas Pharma US, Inc. 
Attention: Scott Nelson 
Principal Associate, Regulatory Affairs 
Three Parkway North 
Deerfield, IL 60015-2537 

Dear Mr. Nelson: 

Please refer to your supplement to your biologics license application (BLA) dated September 10, 
2008, received September 10,2008, for Amevive (alefacept) Solution. 

This supplement¡il application provides for changes to the DESCRIPTION, DOSAGE AND 
ADMINISTRATION, and HOW SUPPLIED sections ofthe package insert due to the 

the 7.5mg IV formulation.discontinuation of 


We have completed our review of this supplemental application, as amended, and it is approved, 
effective on the date ofthis letter, for use as recommended in the enclosed agreed-upon labeling 
text. 

CONTENT OF LABELING 

this letter, please submit the
As soon as possible, but no later than 14 days from the date of 


content of labeling (21 CFR 601.1 4(b) J in structured product labeling (SPL) format as described 
at http://ww.fda.gov/oc/datacouncil/spl.html that is identical to the enclosed labeling (text for 
the package insert). Upon receipt, we wil transmit that versionto the National Library of 
Medicine for public dissemination. For administrative purposes, please designate this 
submission, "Product Correspondence - Final SPL for approved STN BL 1250361100". 

REPORTING REQUIREMENTS 

You must submit adverse experience reports under the adverse experience reporting
 
requirements for licensed biological products (21 CFR 600.80). You should submit
 
postmarketing adverse experience reports to the following address:
 

Central Document Room 
Center for Drug Evaluation and Research 
Food and Drug Administration 
5901-B Ammendale Road 
Beltsvile, MD 20705-1266 
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Prominently identify all adverse experience reports as described in 21 CFR 600.80. 

You must submit distribution reports under the distribution reporting requirements for licensed 
biological products (21 CFR 600.81). 

biological product deviations under 21 CFR 600.14. You should 
promptly identify and investigate all manufacturing deviations, including those associated with 
processing, testing, packing, labeling, storage, holding and distribution. If the deviation involves 
a distributed product, may affect the safety, purity, or potency ofthe product, and meets the other 
criteria in the regulation, you must submit a report on Form FDA-3486 to the following address: 

You must submit reports of 


Division of Compliance Risk Management and Surveilance 
(HFD-330) Center for Drug Evaluation and Research 
Food and Drug Administration 
5600 Fishers Lane 
Rockvile, MD 20857 

Biological product deviations sent by courier or overnight mail should be addressed to: 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Compliance 
Division of Compliance Risk Management and Surveillance 
(HFD-330) Montrose Metro 2 
1 1919 Rockvile Pike 
Rockvile, MD 20852 

Marketing the product with labeling that is not identical to the approved labeling text may render 
the product misbranded and an unapproved new drug. 

you have any questions, call Catherine Carr, Regulatory Project Manager, at (301) 796-2110.If 

Sincerely, 

frau.u~. ~"o! 1("(09
 
Stanka Kukich, M.D. 
Deputy Director 

Dermatology and Dental ProductsDivision of 


Drug Evaluation III 
Center for Drug Evaluation and Research 
Offce of 


Enclosure 




