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Abstract Objective: To investigate the anti-pegylated recombinant human granulocyte colony stimulating factor (PEG30-rhG-CSF)
antibody formation and neutralizing antibody activity of PEG30-rhG-CSF in repeated-dose toxicity studies in rats and
Beagle dogs. Methods: The rats received sc injection of PEG30-rhG-CSF at doses of 0 (placebo), 0.75, 3.0, and 12 mg / kg
(every other day dosing for up to 2 weeks) and Beagle dogs at doses of 0 (placebo), 0.25, 1.0, and 4.0 mg / kg (weekly
dosing for up to 4 weeks), respectively. Anti-PEG30-rhG-CSF antibody in serum was measured using ELISA and the
neutralizing antibody activity was determined by cell-based bioassay. Results: No anti-PEG30-rhG-CSF responses were
observed in rats during the experiment. The antibody titers in serum samples were determined in dogs during the treatment
and recovery period, but no neutralizing antibodies were found. There was no apparent dose-response in either incidence of
antibody positivity or titer of antibody development in dogs, and titers sharply declined at the end of the recovery period.
Conclusion: Antibodies to PEG30-rhG-CSF were not detected in the rats. The dogs have developed binding antibodies, but
no neutralizing potency.
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