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The Presence of anti-PEG IgM and its effect on pharmacokinetics in Human on
Injection of PLD to Ovarian Cancer Patients
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Polyethylene glycol (PEG) is widely used for modification of drug carriers.
Although PEG was supposed to have low immunogenicity, accelerated blood clearance of the PEGylated
reagent through production of anti-PEG IgM was reported in animals. To assess the significance of
ant1-PEG IgM 1n treatments with PLD, clinical data and blood serum samples of 17 ovarian cancer
patients were obtained under approval of our institutional ethics committee. Among 17 patients, five
had anti-PEG IgM prior to PLD injections. The initial production of anti-PEG IgM was not detected.
In IgM positive patients, anti-PEG IgM was consumed by injection of PLD and significantly decreased
(p=0.001), but recovered by next treatment. The concentrations of PLD in blood serum 20 hours after
injections and quantities of anti-PEG IgM had no correlations. Disease control rates at 16 weeks and

non-hematological grade 3/4 adverse events in IgM positive and negative groups were not
significantly distinct.
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