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( DEPARTMENTOFHEALTH&HUMAN SERVICES SR o . Pub||c Health Serv|ce 8

Rockwlle MD 20857

- Our STN BL 125031/105 and125031/91 o
© NOV 14 2008
' Amgen Incorporated S S
- Attention: Chanda Walton PhD.
Senior Manager Regulatory Affairs
" One Amgen Center Drive; Mail Stop 17-2- C
'Thousand Oaks CA 91320 1799 '

' Dear Dr Walton o

. Your request to supplement your blOlOglCS license apphcatlon (BLA) for Neulasta (Peﬁlgrastrm)
.- torevise the CLINICAL PHARMACOLOGY, Special Populations section and to include - '
' pediatric. mformatlon in the PRECAUTIONS Pediatric Use section of the package 1nsert has
~ been approved : Sl S .

} 'r"v,Pursuant to 21 CFR 201 57(c)(1 8) and 201 80(t)(2), patrent labehng must be reprmted , .
_ '1mmed1ately followmg the last sectlon of 1abe11ng or, alternatlvely, accompany the prescrlptlon
: :drug labellng : : S . o

B "We note your October 16, 2008, subm1ss1on 1ncluded ﬁnal content of labehng [CFR 601. 14(b)]
- in structured product labelrng (SPL) format; we will transmit it to the National L1brary of
‘Medicine for public dissemination; Within 21 days of the date of this letter, amend any pendmg
~~ supplement(s) for this BLA with content of labellng in SPL format to 1nclude the changes
approved in thrs supplement . S SR

' ,Marketmg the product wrth labelmg that is not 1dent1cal to the approved labelmg text may render
o the product mlsbranded and an unapproved new drug Co : S

. »':_ThIS fulﬁlls your comm1tment as stated in postmarketlng comm1tment (PMC) # 3 of the J anuary |
31, 2002 approval letter for your BLA STN BL 125031/0 o o ,

-’ fVPMC #3

° ,To submit results from an ongoing study to evaluate the pharmacokmetlcs (PK),
" safety and efficacy of Pegﬁlgrastrm in pediatric patients. The protocol for study -

-~ 990130 entitled "A Single Dose Per Cycle Filgrastim- SD/01. asan Adjunctto =~ -
o VadrlaC/JE Chemotherapy in Pediatric Sarcoma Patlents" was submitted to BB-IND S
7110 on August 9, 1999 and the study ‘was initiated in Aprll 2000. Patient -~ :

-accrual will be completed by December 2004, the study completed (last patlent
- exited) by September 2005, and the final clinical study report, with revised .
o flabelmg if appllcable w1ll be submltted to FDA by February 2006 o
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o :'We note that the results from study 9901 30.were also submltted on August 24 2007 asa PMC

R final study report assrgned STN BL 12503 1/91 You are no longer requlred to report on th1s , L

S comm1tment

ST .Your supplement also contarned a request for release from PMC # 4 1dent1ﬁed in the J anuary 31
SR _:'2002 approval letter for your BLA STN BL 12503 1/0 as follows ' R

}:PMC#4

* To develop a ped1atr1c dosage form based upon the data obtamed from the o
' pediatric study 990130 described in item 3. Formulation development will be -
~ completed by March 2006, six-month stability studies will be completed by -
- September 2006, and a supplement w1th rev1sed labehng w111 be submltted to
- FDA by November 2006 IR : AR

rYou requested release from PMC #4 because pedratrlc study 990130 did not prov1de sufﬁc1ent

- data to.enable extrapolatron of efficacy to the pediatric population. We acknowledge your due
diligence in pursuing this PMC and the difficulties in pediatric patient ¢ ‘accrual. We agree that a

similar difficulty in accrual is likely to occur with : any future pediatric clinical studies and '

e acknowledge that there currently is an approved and marketed alternative therapy for this -

. indication, Therefore you are released from PMC #4 You no longer have to report on thrs
: -".commrtment : , : : , _

: ;Please refer to h ' //Www fda ov/cder/blolo '1cs/defau1t htm for 1nforrnat1on regardlng
- therapeutlc blolog1cal products mcludmg the addresses for subm1ss1ons ’ -

: _,Thls rnformatlon Wlll,be.r_ncluded m your brologl_c_s_l_r‘cense applrcatlon file. f' |

, ”‘;’,s_inc‘e.relys :

S »Patrlc1a Keegan M D
. Director .
- Division. of Blologrc Oncology Products

E E Office of Oncology Drug Products o
e ‘,‘Center for Drug Evaluatlon and Research '

‘En_c'losures: ,Packagef_lnsert andfrPatient Pacl(age'l_nsert L'abe,l'rng_f'_"_ L






