
As with any newly released drug, there is lim-
ited clinical experience, and unknown adverse
drug reactions may surface as it is used in complex
clinical situations not evaluated in clinical trials.

Pegfilgrastim and filgrastim should be avoided
by those with a hypersensitivity to E. coli-derived
preparations. 

Those with a hypersensitivity to yeast should
avoid sargramostim.

Adverse drug reaction information is summa-
rized in Table 2, above.

Drug interactions
Formal drug interaction studies are not yet

available for pegfilgrastim. However, it is expected
that, as with the other colony-stimulating factors,
drugs that potentiate neutrophil release may have
some interaction (i.e., lithium and corticosteroids). 

Pegfilgrastim also should not be given 14
days before a cytotoxic chemotherapy agent or
within 24 hours of administering a cytotoxic

chemotherapy agent. This is due to pegfilgras-
tim’s stimulatory effect that causes rapid prolif-
eration of cells, and the cytotoxic agent actively
targeting rapidly proliferating cell lines.

Clinical studies
Study No. 1: Holmes FA, et al. Blinded, ran-

domized, multicenter study to evaluate single-
administration pegfilgrastim once per cycle versus
daily filgrastim as an adjunct to chemotherapy in
patients with high-risk Stage II or Stage III/IV
breast cancer. J Clin Oncol 2002;20:727-731.

Objective: To evaluate whether pegfilgrastim
(100 mcg/chemotherapy cycle) is as safe and
effective as daily filgrastim (5 mcg/kg/d) in
reducing chemotherapy-induced neutropenia. 

Study design/patient population: Blinded,
randomized, multicenter trial involving 310
patients. Patients were stratified with regard to
sex, age, race, prior chemotherapy and prior
radiotherapy, disease stage, and baseline ANC.
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Table 2. Adverse drug reactions (ADRs) 
Adverse reaction Sargramostim Filgrastim Pegfilgrastim 
First dose effect 
(fever, hypotension, 
rigors, tachycardia, 
nausea, flushing, etc.) 

< 10% N N 

Diarrhea < 7% < 9% + 
Bone pain 10% 24% 26% 
Fluid retention < 4% N + 
Headache < 2% < 2% + 
Lethargy  < 4% < 4% + 
Weight gain < 4% N  
Renal failure < 4% < 4%  
Hepatotoxicity < 4% < 4% + 
Gastrointestinal 
effects (nausea, 
vomiting, pain) 

< 6% < 7% + 

Leukocytosis  < 5% < 5% < 1% 
Eosinophilia  < 1% N  
Increased uric acid 
level 

N < 7% 9% 

Fever < 2% < 2% + 
Cardiac events 
(myocardial infarction, 
arrhythmia) 

< 4% < 3%  

Local reactions 5%, 24%* < 5% + 
+ indicates that occurrence is noted in literature but incidence is not reported. 
N indicates that reaction is not known to occur.  
* indicates incidence with preventive measures vs. without preventive measures. 
 


