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2019-11-06.Efficacy and safety of continuous-infusion paclitaxel in patients
with advanced breast cancer: a phase I-II study. The limited activity of
paclitaxel given as a bolus infusion has led to investigation of new methods of
administration. We performed a phase I-II study to determine the maximum
tolerated dose (MTD), the dose-limiting toxicities (DLTs), and the preliminary
antitumor activity of continuous-infusion (CI) paclitaxel. Patients with
advanced breast cancer, previously untreated with chemotherapy and who
had not received radiotherapy, were enrolled in the phase I part of the study.
To decrease toxicity, a 30% dose reduction was planned if one or more DLTs
occurred. A maximum of six patients were enrolled in the phase II part of the
study. Paclitaxel was infused at a constant rate of 5 mg/m(2)/h for 48 hours.
MTD was defined as the dose at which > or =2 of the 6 planned cycles of
treatment were administered. Twenty-eight patients were entered in the
phase I part of the study. DLTs included grade 3 leukopenia (n = 4) and
grade 4 neutropenia (n = 4), one of which developed subsequently into grade
5 sepsis. No grade 2 or grade 3 nonhematological toxicities were observed.
One patient with a bilobular breast cancer underwent recurrence of disease
three months after study entry and another patient developed a
nonmelanoma skin cancer of the trunk. Nine patients were entered in the
phase II part of the study. The median number of treatment cycles
administered was 4 (range 2 to 6). There was one patient with a complete
response and 14 patients with a partial response for an overall objective
response rate of 60%. In patients previously treated with chemotherapy
and/or radiotherapy, CI paclitaxel was well tolerated, with only grade 3-4
hematologic toxicities. The preliminary antitumor activity was encouraging. A
phase III trial of
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