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Table 1. Clinical summary of complicated UTI with NM441
. . Treatment Bacteriuria* Evaluation** X
No Age Diagnosis Catheter uTl d durati Pyuria® Side
‘| Sex Underlying condition group 0se uration species count MIC UTI Dr effects
(mgX/day) | (days)
K. pneumoniae 50
cce P. rettgeri 108 12.5
| - 5 200 %2 7 + Alcaligenes sp. 6.25 poor | poor (=)
F | Cutaneous ureterostomy .
H K. pneumoniae
>10°
S. marcescens
P. aeruginosa 6.25
ccp 104
2 I‘Cl) Renal N 6 2002 5 b CNS 25 poor poor (=)
enal stone H P. aeruginosa 10¢ 25
ccc # S. epidermidi 107 0.20
3 81 + 1 1002 5 epidermidls excellent | good (=)
M BPH - - 0 -
8 cccC S. saprophyticus 10° 0.39
4 i; Hydronephrosis - 6 200%2 5 i E. coli £0.025 | excellent | good (=)
Ureterostenosis - _ 0 _
C. freundii 108 <0.025
CcCcC H E. faecalis 50
N - - 6 200%2 5 poor | good | dizziness
F Neurogenic bladder - S. aureus 10° 50
E. faecalis 50
cce
6 56 Hydrongphrosis _ 200 % 2 5 # _ 0 — good (=)
F Neurogenic bladder - — 0 .,
Vesicoureteral reflux

CCP : chronic complicated pyelonephritis, BPH: benign prostatic hypertrophy * before treatment ** UTI: criteria proposed by the Japanese UTI Committee,

CCC : chronic complicated cystitis, CNS : coagulase negative Staphylococcus

after treatment ,  Dr: doctor’s evaluation
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Table 2. Overall clinical efficacy of NM441 in complicated UTI
Pyuria Effect on
Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated i 2] 2
Decreased 0
Replaced 0
Unchanged 1 2 3
Effect on pyuria 3 0 2 Patier;t total
\S‘ Excellent 2
Overall effectiveness rate
l_—_J Moderate 0
2/5
Table 3. Bacteriological response to NM441 in complicated UTI
No. of | Eradicated . MIC (zg/ml) 10° CFU/ml*
Isolates . o Persisted -
strains (%) NM394 ciprofloxacin ofloxacin tosufloxacin
Staphylococcus epidermidis 1 1 0.20 0.10 0.20 =0.025
Staphylococcus saprophyticus 1 1 0.39 0.39 0.78 0.10
CNS 1 1 25 50 25 6.25
Enterococcus faecalis 1 1 50 — 50 50 — 50 100 — 100 >25—25
Escherichia coli 1 1 <0.025 =0.025 0.05 <0.025
Citrobacter freundii 1 1 £0.025 =0.025 0.10 0.05
Klebsiella pneumoniae 1 1 50 >NT >100 »NT >100 >NT >25—->NT
Providencia rettgeri 1 1 12.5 12.5 100 25
Pseudomonas aeruginosa 1 1 6.25 — 25 3.13—-12.5 12.5 - 50 1.56 - >25
Alcaligenes sp. 1 1 6.25 1.56 1.56 0.78
Total 10 7 (70) 3

CNS: coagulase negative Staphylococcus

Table 4.

* before treatment—after treatment,

NT: not tested

Strains appearing after NM441 treatment

in complicated UTI

Isolates

No. of strains

Staphylococcus aureus
Serratia marcescens

Total

0| =
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Clinical study of NM441 in complicated urinary tract infections

Hiroyuki Kinbara, Yoshitami Maeda, Makoto Yanagawa,
Hiromi Tochigi and Juichi Kawamura
Department of Urology, Faculty of Medicine, Mie University
2-174 Edobashi, Tsu 514, Japan

NM441, a new developed oral quinolone antibiotic, was administered to 6 patients with complicated
urinary tract infections, and a clinical study was performed.

The clinical response according to the doctor’s evaluation was good in 4 cases and poor in 2 of 6 patients.
According to the criteria of the Japanese UTI Committee, 5 patients were evaluable, and the overall
clinical response was excellent in 2 cases and poor in 3. In bacteriological efficacy, 10 strains of 10 species
of organisms were isolated from 5 patients, and 7 strains of them were eradicated. As for subjective or
objective side effects, mild dizziness was observed in 1 case, but it disappeared immediately and the
treatment was continued. No abnormal changes in laboratory findings were observed.



