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Relationship between the key pharmacokinetic parameter Tc>0.05 and clinical toxicity in non-small cell lung

cancer (NSCLC)patients receiving three-weekly paclitaxel

ZHAO Bing-qing, JIAO Yuan-yuan,SHI Rui,ZHANG Yan-hua"
( Key laboratory of Carcinogenesis and Translational Research Ministry of Education, department of pharmacy, Peking University Cancer

Hospital & Institute. Beijing 100142, China )

[ Abstract] Objective: To study the PK parameter differences in NSCLC patients treated with three-weekly paclitaxel combined
with cisplatin, and to analyze the relationship between Tc>0.05 and clinical toxicities. Methods: The serum concentrationat(24 £ 6) hours
after starting PTX infusionin NSCLC patients were measured by particle-enhanced turbidimetric immunoassay (PETIA). Tc>0.05 values
were calculated by population pharmacokinetics. Adverse reactions were closely monitored and stratified by NCI-CTCAE (National Cancer
Institute Common Terminology Criteria for Adverse Event). Results: In this prospective study, there were 16 patients in total. 29 cycles of
chemotherapy with Tc>0.05 values were completed. 25 cases of adverse reactions were reported, mainly about bone marrow suppression
and gastrointestinal reactions, and no treatment interruption happened due to intolerable adverse effect.Patients were then subdivided into
high-exposure group and low exposure group according to paclitaxel levels. The incidence of bone marrow suppression was significantly
different between the two groups (£=0.003), but the incidence of nausea/vomiting (P=0.483) and grade III and IV myelosuppression (P=0.052)
did not show significant difference between the two groups. Conclusion: Tc>0.05 value can be used to estimate the paclitaxel exposure in

non-small cell lung cancer patients as well as to predict myelosuppression risk in this population. However, due to the limited sample size,

future clinical studies are still needed to validate this relationship.
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