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. Your reqrtest to supplement Ýour biologics license applicationJor Ne,ulastaegfigrastim to 
allergic reactions, injection site reactiòns and Sweet's syndrome in\ include information regardig 


the WARINGS, Allergic ReactiQllS aldthe ADVERSE REACTIONS,Poi;tmarketiig 
. 

Experience subsections of the package insert, to revise the Contraidications section, and to 
and injection siteréactiöns in.th~ pátient package insert....include inf(trnatiön regarding allergic
has been approved. .
 

Pursuant to 21' CFjl 201.S7(c)(IS) and 201.S0(f)(2), patient labeling must be reprited .
 

inuediate1y fQllowig the last section oflabeling or; alternatively, accompany the prescription 
drg labeling;

'--\ 

i 

We note yo:u Mørch 26; 200S, submission included fina content oflabeling lCER 601. 14(b)) in
 

strctued product labeling (SPL) foriat;.wewill transmititto the National Librar of Medicine
 

for public disseInnation¡ Withn 21dàys of the dat~ of th,s letter, amend anypeiiding 
supplement(s) for this BLA with content òf labeling in SPL format to inèlude the changes
ap~rdved in this sùpplément.' ..' 

Marketing the product with labeliiig that is not identical toth~ approved labeliiìg text may.render . 
the product misbranded and an unapproved new drg. '
 

, 

to http://ww.fda.gov/cder/biologics/default.htm for inormation regarding 
theràpeutic biological products, including the addresses for submissions. 
Please refer 
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Ths inormation will be included in your biologics license application file. 
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