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In June 2015, febrile neutropenia was approved as an additional indication for tazobactam/
piperacillin (ZOSYN®). A special drug use-results survey was performed between February
2016 and February 2019 to investigate the clinical safety and efficacy of this drug in patients with
febrile neutropenia who had non-hematopoietic malignant tumors. A total of 220 patients from
101 institutions nationwide who were at least 15 years old at the beginning of administration
were enrolled in the study, and safety and efficacy assessments were performed on 201 and 199
patients, respectively.

Among the 201 patients, adverse drug reactions (ADRs) were found in 19 patients (19
cases) , with an incidence rate of ADRs being 9.5% (19/201 patients). ADRs occurring in two or
more patients included diarrhea (8 patients, 4.0%) and blood creatinine increased (2 patients,
1.0%). Lung disorder as a serious ADR was found in one patient. All other ADRs were non-
serious. Grade 3 ADRs included hypertension (one patient), lung disorder (one patient), and
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transaminase increased (one patient) ; all other ADRs were of Grade 2 or less. Hypertension as
an ADR not expected from the “Precautions” section of the package insert occurred in one
patient. All cases of ADRs recovered or improved.

There were no ADRs specific to patients with febrile neutropenia who had non-
hematopoietic malignant tumors in comparison to those reported in the previous clinical studies,
including a clinical study on ZOSYN® performed prior to approval of febrile neutropenia as an
additional indication for this drug and a special drug use-results survey of patients with
previously approved indications. Thus, no new safety concerns were identified.

Among the 185 patients in whom the clinical efficacy was assessed, the response rate was
95.7% (177/185 patients) , which was consistent with the results of previous clinical studies and
special drug use-results surveys.

This study revealed the favorable safety and efficacy of ZOSYN® in patients with febrile
neutropenia who had non-hematopoietic malignant tumors, indicating that the drug is a useful
empiric treatment for febrile neutropenia, as is recommended by Practical Guideline of Febrile
Neutropenia.



