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An investigation of the validity, safety and using situation to otitis media in the using re-

cord of OZEX® 15%
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Tosufloxacin tosilate (Ozex® fine granules 15%) (hereinafter, TFLX) was approved for the
first time in Japan in October 2009 for use in the treatment of pneumonia and otitis media in
children. After it was marketed, information collection was mandated for inclusion criteria, ex-
clusion criteria, etc., as a part of the approval review. Accordingly, the use-results survey was
conducted in pediatric patients with otitis media and pneumonia, and the efficacy, safety and
appropriate-use conditions of TFLX were confirmed.

The survey was conducted in children younger than 15 years old with otitis media or
pneumonia who were treated with TFLX at 174 medical institutions nationwide between
March 2010 and March 2011. The survey was focused on the occurrence of nausea, vomiting,
and joint symptoms, which occurred more frequently in children as compared to adults at
the time of the drug development. Among the patients from whom the survey sheets were
collected, the data of 567 patients with otitis media who were included in the safety analysis
were summarized and analyzed.

Among the evaluated pediatric patients with otitis media, children who were 3 months or
older and younger than 1 year accounted for 58%, 1 year to 5 year-old patients accounted for
84.3%, and patients who were 6 years or older and younger than 15 accounted for 9.9%; 55.4%
of the patients had recurrent infections.

The incidence of adverse reactions was 2.77% in the patients with otitis media and pneumo-

nia combined (21/759 patients), 2.29% in patients with otitis media, and 349% in patients with
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pneumonia, showing no significant difference between the patient groups with the two dis-
eases. The incidence of nausea and vomiting, on which as mentioned above, the survey was
focused had reduced to 1.05%, falling below 4.07%, the estimated incidence at the time of the
drug development. No adverse reactions involving the joints were observed.

The clinical efficacy rate in the patients with otitis media was 97.7% (515/527 patients).
When the efficacy rates were assessed by the disease severity (as judged by the attending
physician), it was 95.8% in patients with mild disease, 99.3% in those with moderate disease,
and 95.7% in those with severe disease; on the other hand, the efficacy rate was 96.2% in pa-
tients with recurrent infections and 97.7% in patients in whom the prior medication (during
the 7 days before the start of TFLX administration) had no effect, indicating the favorable
efficacy of the drug regardless of the severity or recurrent nature of the infections. Clinical ef-
ficacy evaluation by the causative agent revealed a clinical efficacy rate of 93.3% against infec-
tions caused by pneumococcus sp., 100% against infections caused by hemophilus influenzae,
and 92.2% against infections caused concurrently by both bacteria, indicating high efficacy
rates irrespective of the causative agent.

Thus, favorable effects of TFLX have been observed even after the drug was marketed,
and we confirmed the absence of any particular problem in terms of the frequency of nausea,
vomiting and joint symptoms, which were of concern at the time of the drug development. In
the current era of proliferation of drug-resistant strains of pneumococcus sp, hemophilus influ-
enzae, etc., TFLX appears to be a useful drug; therefore, it is essential to avoid its abuse and

promote its proper use.
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Fig. 4 the case of patient's background (%)
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Fig. 5 safety of internal using Tosufloxacin
tosilate (otitis media, pneumonia)
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