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Table 1.  Clinical summary of uncomplicated UTI cases treated with NM441
Treatment Bacteriuria* Evaluation**
Case|Age Diagnosis - S tom* | Pyuria® Side
no. | Sex g dose duration [Symptom yuria species count MIC UTI Dr. effects
(mgXx/day)| (days) (CFU/ml) | (ug/ml)
53 H# H+ E. coli >10° =0.025
1 F AUC 200x2 unevaluable| unknown

AUC : acute uncomplicated cystitis

* before treatment

after treatment Dr. : doctor’s evaluation

** UTI: criteria proposed by the Japanese UTI Committee
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Table 2.  Clinical summary of complicated UTI cases treated with NM441
. . Treatment Bacteriuria* Evaluation**
Diagnosis
Case | Age Underlyi Catheter UTI d d i Pyuria* t MIC Side
no. | Sex nderlying ou ose uration . coun TI effects
condition Eroup (mgX/day) | (days) species (CFU/ml)| (ug/ml) v Dr.
60 —C(-:C——— M. morganii 108 100
1 M neurogenic bladder - G-4 | 100x2 5 - — — excellent | excellent -
bladder stone
E. faecalis 0.78
7 CCC . >108
2 | - | G-6| 200%x2 7 | A. calcoaceticus 10 0.39 |excellent| excellent -
M BPH — — —
50 CCP # E. coli >105 | =0.025
3 _— - G-3 | 200%x2 7 — excellent | excellent -
M | neurogenic bladder - - -
69 CCC # E. coli >10% | £0.025
4 _— - G-4 | 200x2 7 —_— moderate good -
M BPH post ope + - -
E. faecalis 50
CCC . s
5 17\2 v _ - 200X 2 7 Ht Candida sp. >10 poor -
post ope # E. faecalis >108 50
75 CCC # S. epidermidis 10° 6.25
6 - 200%x2 7 —_— excellent -
M BPH - - -
E. faecalis . 12.5
73 CCC H Candida sp. >10
7 _— + 200X 2 7 e - poor -
M BPH post ope m E. faecalis >108 25
C. albicans
59 CCC W - _
8 - 200X 2 — unevaluable|unknown
M BPH
K. ! .2
57 cce 4 pneum_omae 106 6.25
9 | u i - | G-6| 200x2 6 P. aeruginosa 25 poor poor -
adder stone +#* P. aeruginosa >108 50
70 CCC # E. faecalis >10° 1.56
10 = 200x2 14 —_— excellent -
M BPH - - -
77 CCC +# E. faecalis >108 25
11 - 200%x2 — unevaluable|unknown
M BPH
CCC : chronic complicated cystitis * before treatment **UTI : criteria proposed by the Japanese UTI Committee

BPH : benign prostatic hypertrophy
: chronic complicated pyelonephritis

CCP

after treatment

Dr.

: doctor’s evaluation

Table 3. Overall clinical efficacy of NM441 in complicated UTI
Pyuri
L. yuria Cleared Decreased Unchanged Effecf or.l
Bacteriuria bacteriuria
Eliminated | 3 | 1 4
Decreased
Replaced
Unchanged 1 1
Effect on pyuria 3 1 1 patienst total

[__:__]j Excellent

[: Moderate

D Poor (including failure)

overall efficacy rate
4/5
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Table 4. Overall clinical efficacy of NM441 classified by the type of infection

Group No. of patients | Excellent | Moderate Poor Ov.erall
efficacy
group 1 (indwelling catheter)
group 2 (post-prostatectomy)
Monomicrobial 3 ( UT
infection group 5 tupper D ! 1 1/1
group 4 (lower UTI) 2 1 1 2/2
sub-total 3 2 1 3/3
group 5 (indwelling catheter)
Polymicrobial 6 (no indwelli
infection group 6 (no indwelling catheter) 2 1 1 1/2
sub-total 2 1 1 1/2
Total 5 3 1 1 4/5
Table 5.  Bacteriological response to NM441 in complicated UTI
Isolates No. of strains| Eradicated | Persisted*
Enterococcus faecalis 1 1
Escherichia coli 2 2
Klebsiella pneumoniae 1 1
Morganella morganii 1 1
Pseudomonas aeruginosa 1 1
Acinetobacter calcoaceticus 1 1
Total 7 6 1
* Persisted : regardless of bacterial count
2) Ozaki M, et al : In vivo evaluation of NM441, a new
X [ thiazeto - quinoline derivative. Antimicrob Agents
1) Ozaki M, et al: In vitro antibacterial activity of Chemother 35: 2496~2499, 1991
a new quinolone, NM394. Antimicrob Agents 3) UTI#F%ES (RE 1 KBIERK) | UTI Rl (B
Chemother 35: 2490~2495, 1991 3 k%), Chemotherapy 34: 408~441, 1986

Clinical efficacy of NM441 on urinary infection

Seiji Fujiwara?, Tsuguru Usui? and Chikao Masu®
bDepartment of Urology, Hiroshima University, School of Medicine
1-2-3 Kasumi, Minami-ku, Hiroshima 743, Japan
2Department of Urology, Chugoku Rosai Hospital

NM441, a new quinolone antimicrobial agent was orally administered to 12 patients with urinary tract
infections (UTI) at a dose of 100~200mg twice a day for 5~14 days, and investigated its utility.

Subjects were 1 case with acute uncomplicated cystitis, 1 with chronic complicated pyelonephritis and
10 with chronic complicated cystitis. According to the criteria of Japanese UTI Committee, 5 patients with
chronic complicated UTI was evaluable, and the overall clinical response was excellent in 3, moderate in
1 and poor in L.

No side effects nor abnormal changes of laboratory findings were observed.



