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' Dear Dr Walton ; :{;‘ _— SO i

*Your request to supplement your blOlOglCS llcense apphcatlon for Neulasta/Pegﬁlgrastlm to
' mclude information regarding allergic reactions, injection site reactions and Sweet's syndrome in
- the WARNINGS, Allergic Reactions and the ADVERSE REACTIONS, Postmatketing -

_ Experience subsections of the package insert, to revise the Contraindications section, and to
~_include information regardmg allerglc and 1n_]ectlon site reacttons in the patlent package msert

vhasbeenapproved e . : SRR

. Pursuant to 21 CFR 201 57(c)(18) and 201. 80(1)(2), patlent labellng must be repnnted _
1mmed1ately followmg the last sectlon of labellng or, alternatlvely, accompany the prescrlptlon
drug labehng C . Sl TR

- 'We note your March 26 2008 submrss1on mcluded ﬁnal content of labeling [CFR 601. 14(b)] in -
“ structured product labehng (SPL) format; we will transmlt itto.the Natlonal Library of Medicine
. for. publlc dissemination; Within 21 days of the date of this letter, amend any pending - -
- supplement(s) for this BLA w1th content. of labelrng in SPL format to 1nclude the changes -
o f,‘approved in thls supplement B . s '

S Marketlng the product w1th labehng that is not 1dentlca1 to the approved labehng text may render
the. product mlsbranded and an unapproved new drug o = _ e T

Please refer to http //www fda. gov/cder/blologlcs/default htm for mformatlon regardmg
: therapeutlc b1010g1ca1 products, mcludlng the addresses for submlss1ons ’

i "Food and Drug. Admlnlstrat_‘lonn o
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ThlS mformatlon wﬂl be mcluded in your blologlcs license apphcatlon ﬁle

Slncerely, v

v1s1onof BlOlOglC' Oncology Products
-~ _Office of Oncology Drug Products
- Center for Drug Evaluatlon and Research






