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● Diabetic Macular Edema (DME) 
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" ~L_ 1111 ADMINISTRATION , .. 

BLA 125387 /S-060 

Regeneron Pharmaceuticals, Inc. 
Attention: Candace Drumma 
Senior Manager Cmc Regulatory Affairs 
81 Columbia Turnpike, Bldg 85 
Rensselaer, NY 12144 

Dear Ms. Drumma: 

APPROVAL LETTER 

Please refer to your Supplemental Biologics License Application (sBlA} dated and 
received April 12, 2019, and your amendments, submitted under section 351(a) of the 
Public Health Service Act for Eylea (aflibercept) injection, 2 mg/0.05 ml. 

We acknowledge receipt of your amendment dated April 12, 2019, which constituted a 
complete response to our October 15, 2018, action letter. 

This Prior Approval supplemental biologics license application provides for the addition 
of a new sterile 2 mg/0.05 ml single-dose pre..filJe svdooA i:> S) resentatino fn.r:Oiff"l 

afUberc_eo dru_a troduci Ibe eES LS UJecLa 
t6) 

(b)(4)•----------------' 

APPROVAL & LABELING 

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

CONTENT OF LABELING 

As soon as possible, but no later than 14 days from the date of this letter, submit, via 
the FDA automated drug registration and listing system (eLIST), the content of labeling 
[21 CFR 601.14(b)] in structured product labeling (SPl) format, as described at 
http://www.fda.gov/Forl ndustry/Data Sta nda rds/Stru ctu red Product label ing/defau lt.htm, 
that is identical to the enclosed labeling (text for the prescribing information) and include 
the labeling changes proposed in any pending "Changes Being Effected" (CBE) 
supplements. Information on submitting SPl fi les using eLIST may be found in the 
guidance for industry titled SPL Standard for Content of Labeling Technical Qs and As 
at 
http://www.fda.gov/downloads/Dru gs/Guida nceCompl ianceRegu latoryl nformati on/Guida 
ncestuc M072392 .pdf. 

U.S. Food & Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 
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