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—From the results of a special drug use-results survey—
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Tazobactam/piperacillin (Zosyn®) was approved for peritonitis, intra-abdominal abscess,
cholecystitis, and cholangitis as additional indications in September 2012, and a special drug use-
results survey was conducted from December 2012 to March 2016 to investigate the safety and
efficacy of Zosyn® in pediatric patients with intraperitoneal infection. A total of 148 patients were
enrolled at 32 institutions nationwide, and 148 patients were evaluated for safety and 142 patients
for efficacy.

Adverse drug reactions occurred in 12 of the 148 subjects (14 cases), and the incidence was
8.1%. The adverse drug reactions included 6 cases of diarrhea, 2 cases of hepatic function
abnormal, 2 cases of rash, and 1 case of each of eyelid edema, liver disorder, pyrexia, and white
blood cell count decreased. Of these, 1 case of liver disorder was serious. All of these events are
known adverse reactions, and no new adverse reactions were observed. All of the adverse
reactions resolved or were resolving.

There was no increase in the incidence of adverse reactions or newly-developed adverse
reactions compared to the results of a special drug use-results survey conducted in pediatric
patients with sepsis, pneumonia, pyelonephritis, or complicated cystitis, which are the initial
indications approved for this drug. However, in this survey, diarrhea, hepatic function abnormal,
liver disorder, and rash were also observed as major adverse reactions and were reconfirmed as
adverse reactions associated with the use of this drug in pediatric patients that require special
attention.

The efficacy rate in the 142 efficacy-evaluable patients was 90.1%. The efficacy rate by
disease was 94.0% for peritonitis, 85.7% for intra-abdominal abscess, and 82.4% for cholangitis.

The safety and efficacy results in this survey showed a similar trend to those in the special
drug use-results survey conducted in pediatric patients with sepsis, pneumonia, pyelonephritis, or
complicated cystitis at the time of the initial approval of this drug. Based on the results obtained
in this survey, there were no clinically significant problems in the safety and the efficacy of this
drug in pediatric patients with intraperitoneal infection, and this drug was considered useful as a
drug for empiric therapy as recommended in clinical practice guidelines for various infectious
diseases.



