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Table 1. Departments of pediatrics and doctors taking
part in the study
Institution Doctor
Asahikawa Kosei Hospital Hiroshi Sakata
Ohta General Hospital Yoshitake Sato

Ichihara Hospital, Teikyo University School of Medicine | Itaru Terashima

National Tokyo Medical Center

Satoshi Iwata

Kiyose Children’s Hospital

Tetsuo Yokoyama

Yokohama Rosai Hospital

Takeo Koori

School of Medicine, Kitasato University

Ayumi Sunaoshi

Saiseikai Shimonoseki General Hospital

Kazunobu Ouchi

School of Medicine, Kurume University

Naoki Tsumura
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Fig. 1.

Plasma arbekacin after arbekacin infusion.
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Table 2. Patients profiles
Patient Age Classification Body weight (kg) | Dose (mg/kg)
4 years
A preschool 16.0 2.81
7 months
2 years
B preschool 12.6 2.38
11 months
c 1 year inf: 10.3 2.92
9 months mrancy :
D 20 days neonate 3.6 2.81
E 15 days neonate 3.4 2.92
F 1 day neonate 3.3 2.42
G 14 days neonate 3.0 1.99
H 18 days neonate 2.7 2.99
1 5 days low—birth-weight infant 2.3 2.61
J 25 days low—birth-weight infant 1.0 3.11
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Table 3. Arbekacin pharmacokinetic parameters

Patient Body weight Dose Conax AUC 1ast AUC, Vd.. CLut tie

(kg) (mg/kg) (ug/mL) (ug*h/mL) (ug*h/mL) (L/kg) (L/h-kg) (h)
A 16.0 2.81 8.76 13.87 15.31 0.261 0.183 1.30
B 12.6 2.38 8.72 17.04 19.23 0.278 0.124 2.15
C 10.3 2.92 6.26 16. 88 18.77 0.373 0. 156 1.75
D 3.6 2.81 8.38 — — — — —
E 3.4 2.92 6.72 17.34 26.75 0.387 0.109 2.52
F 3.3 2.42 7.81 21.62 35.08 0.412 0.069 4.53
G 3.0 1.99 6.93 17.10 21.60 0.317 0.092 2.76
H 2.7 2.99 5.09 22.74 31.39 0.412 0.095 2.98
I 2.3 2.61 4.34 20. 46 36.42 0.495 0.072 4.61
JY 1.0 3.11 3.34 13.73 83.62 0.912 0.037 15.83

YReference data
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Fig. 3. Plasma arbekacin after infusion to 12 h.
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Arbekacin postmarketing clinical study

Keisuke Sunakawa", Hiroshi Sakata”, Yoshitake Sato”, Itaru Terashima”,
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Hiroyuki Shiro”, Ayumu Sunaoshi'”, Syunkichi Baba', Naoichi Iwai”,
Kazunobu Ouchi®, Takashi Motohiro”, Naoki Tsumura',

Nobuo Sato'® and Shigeki Shibasaki'®

YDivision of Infectious Disease, Kitasato University, School of Medicine 1-15-1
Kitasato, Sagamihara—shi, Kanagawa 228-8555, Japan

?Division of Pediatrics, Asahikawa Kosei Hospital

¥Division of Pediatrics, Ohta General Hospital

YDivision of Pediatrics, Ichihara Hospital, Teikyo University School of Medicine

®Division of Internal Medicine, The Jikei University, School of Medicine

®Division of Pediatrics, National Tokyo Medical Center

"Division of Pediatrics, St. Marianna University, School of Medicine

¥ Division of Premature & Newborn Medicine, Kiyose Children’s Hospital

®Division of Pediatrics, Yokohama Rosai Hospital

9Division of Pediatrics, Kitasato University, School of Medicine

Y Division of Otorhinolaryngology, Nagoya City University Hospital

2 Division of Pediatrics, Meitetsu Hospital

¥ Division of Pediatrics, Saiseikai Shimonoseki General Hospital

“YYuukari Gakuen Hospital

®Division of Pediatrics, Kurume University, School of Medicine

®Pharmacology & Toxicology Research Laboratories, Meiji Seika Kaisha, Ltd.

We conducted a multicenter postmarketing clinical study to obtain arbekacin sulfate (ABK)
pharmacokinetic parameters in children younger than 6 years, with the following results: Patients were
divided into group A; neonates and low-birth—weight (LBW) infants (n=7) and group B; infants and
children (n= 3). A dose of 2— 3 mg/kg of ABK was administered intravenously by infusion for 30 min, and
pharmacokinetic parameters were obtained. Two LBW infants and one neonate were excluded because of
infusion errors and administration of a steroid drug that may affect ABK efficacy. Maximum plasma
concentrations (Cn.) were 6.64+1.13 (ug/mL) for group A (n=4) and 7.91x1.43 (ug/mL) for group
B (n=3), indicating no significant difference (p=0.2429). Steady-state volume of distributions (Vd..)
were 0.382+0.045 (L/kg) and 0.304+0.060 (L/kg), and plasma half-lives (t.») 3.20+0.91 (h) and 1.73
+0.43 (h) for groups A and B. Although these were not significantly different between groups (p=0.1049
and 0.0515) , group A means were larger. Total body clearance (Cl.,) was 0.091+0.017 (L/h/kg) and 0.154
£0.030 (L/h/kg) for groups A and B. The group B mean was significantly larger (p=0.0148). Predicted
plasma concentrations 12 h after infusion (trough), calculated with ABK pharmacokinetic parameters,
were 0.42+0.25 (ug/mL) and 0.05+0.04 (ug/mL) for groups A and B. ABK plasma concentration profiles
of these children were similar to those of adults, which were recommended in consideration of clinical
effects and safety.



