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OurSTN:BL 125031/105 and 125031/91 

Amgen, Incorporated 
Attention: Chanda Walton, .Ph.D. 
Senior Manager, Regulatory Affairs 
One Amgen Center Drive, Mail Stop 17-2-C 
ThousandOaks;CA91320-1799 

Dear Dr; Walton: 

Your request to supplement your biologics license application{BLA)for Neulasta (Pefilgrastim) 
to· revise·theCLINICAL PHARMACOLOGY,·Special Populations section·andto include 
pediatric information inthe PRECAUTIONS, Pediatric Use Sectionofthepackage insert has 
been approved. 

Pursuant to21CFR 201.57(c)(18) and 201.80(f)(2), patient labeling mustbe. reprinted 
immediately following the last sectionoflabeling or, alternatively, accompany the prescription 
drug labeling. . 

We note your October 16, 2008, ~ubl1lissioninchtdedfinal content oflaheling[CFR 601.14(b)] 
in structured product labeling (SPL)format; we willtransmit it totheNationalLibraryof 
Medicine for public dissemination, Within21 days of the date ofthis letter,amendahypending 
supplement(s)for this BLA with content oflabeling in SPLformat to inchtdethechanges 
approved in this.supplement. 

Marketing the product with labeling that is not identical tothe approvedlabeling text may render 
theproductmisbtanded and an unapproved newdrug. 

This fulfills your comrnitmentas statedinpostnutrketingcommitment (PMC)# 3 of the January 
·31,2002approvalletterforyoutBLA,STNBLJ25031/0: 

. PMC#3 

•	 To submit results from an ongoingstudy to evaluate the pharmacokinetics (PK),
 
safetyandeft1cacyofPegfilgrastim'inpediatric patients. The protocol for study
 
990130eIititled"ASingle Dose Per Cycle Filgrastim-SD/O1 as an Adjunctto '
 
VadriaC/JE Chemotherapyin Pediatric .Sarcoma Patients" was submitted to BB-IND
 

. 7110 onAugust 9, 1999 and the studywasinitiatedinApri12000. Patient ..,... ' 
accrual will be completedbyDecember2004, the study completed (laStpatient 
exited) by September 2005, and the finalclinical study report,with revised 
labeling ifapplicahle, willbe submitted to FDAby. February 2(}06. 



Page 2 ~BL 125031/105 and 12503J/91 

Wenotethatthe results from study990130 were also submitted onAugust 24,,2007,asa PMC 
final studyteportassigned 8m BL 125031/91. You are no longer requiredtoreporton this 
conunitm.ent. 

Your supplementalsocontainedarequest forreleasefrornPMC# 4 identified in the January31, 
2002, approval letter for yourBLA,STNBL 125031/0.asfollows: 

PMC#4: 

•	 To develop a pediatric dosage fomi based upon the data obtainedfromthe
 
pediatric study 990130.desc~ibed in item3,Formulationdev~lbpmentwill be
 
completed by March2006, six;.month stability studies will be completed by
 
September2006,andasupplementwithrevised labeling will be submitted to
 
FDA by November2006,'
 

YoureqUestedreleasefromPMC#4 because pediatric study 990130 did not provide sufficient 
data to.enable extrapolation of efficacytothe pediatric population. We acknowledge your·due 
diligence in pursuingthis PMCand the difficulties in pediatric patient accrual, We agree thata 
similar difficulty. in accrual islikely to occurwithahyfuturepediatricclinical studies and; 
acknowledgethatthere·currently·is an approved·and marketed altemative.therapyfor tliis 
indication, Therefore, youare released from PMC #4. Yow no longer haveto report onthis 
commitment. . 

Please.referto.http://www.fda.gov/cderlbiologics/default.htm.for information·regarding 
therapeutic:biologicalproducts, includingthe addresses for submissions. . . 

This information willbeincluded in your biologics license application file. 

Sincerely, 

~.~ 
PatnciaKeegatl,M.D.. 

.. Director 
Division ofBiologic Oncology Products 
Office ofOncology DrugProdl.lcts 
Center for Drug Evaluation and Research 
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Enclosures: Package Insert and Patient PackageInsert Labelihg 




