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Table 1. Clinical summary of uncomplicated UTI cases treated with NM441
Treatment Bacteriuria®* Evaluation** .
Case | Age Diagnosis d duration |Symptoms*| Pyuria® t MIC Side
. ose uration coun
no. i effects
Sex (mgX/day) | (days) species | (cFU/ml) | (ug/mD) | O T} Dr.
22 + + K. pneumoniae 107 <0.025
1 F AUC 200%2 3 0 excellent | excellent -
69 + H E. coli 107 =0.025
2 F AUC 200%2 3 — 0 excellent | excellent -
29 + + E. coli 107 <0.025
3 F AUC 100 x2 3 — 0 excellent | excellent -
44 + H E. coli 107 0.05
4 . AUC 200% 2 2 - moderate fair -
F - H Candida sp. 108
30 H + Salmonella sp. 10 =0.025 X
5 . AUC 200x2 3 poor fair -
F + + Enterococcus sp. 103
54 + + E. coli 107 0.05
6 . AUC 100 %2 3 excellent -
F - - not done

AUC : acute uncomplicated cystitis . before treatment

after treatment

.. UTI: criteria proposed by the Japanese UTI Committee

Dr.: Doctor’s evaluation
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Table 2.  Clinical summary of complicated UTI cases treated with NM441
Diagnosis Treat t B furia* PO
Case Age T Catheter| UTI reatmen — A acteriuria Evaluation Side
no. [sex| Um er.sfmg (Route) | group dose  |duration|>ymptoms® | Pyuria species count | MIC UTI Dr. effects
condition (mg X /day)| (days) CFU/ml)(ug/ml)
1 5§ CCC B G2 | 200x9 5 - + S. epidermidis | 10 .
M —*BPH ~ ~ — 5 excellent fair
73 CCC + H E. coli 108
2 O B — G-4 | 200%x2 5 excellent | excellent | —
F | urethral tumor - — — 0
CCC .
68 | — ——— — + E. coli 108 [=0.025
3 M hydronephrosis - G-4| 300x2 5 — — excellent | excellent | —
BPH 0
CCC .
68 | ———— - + S. agalactiae 10° 0.39
4 * |urethral — G-4 200%x2 5 — — 5 excellent | excellent —
F caruncle
72 CCC H H E. faecium 104 3.13
5 y —— — G-4 | 200%x2 5 moderate| good —
M | bladder tumor + + — 0
72 CCC + S. epidermidis | 107 0.10
6 y E— — G-4| 200%x2 5 moderate| good -
M BPH - - — 0
57 CCC + + E. faecalis <10 0.78
7 y — — 400X 2 4 good —
M BPH - - - 0
60 CCC H + — 0
8 . E— — 200%2 5 good -
M BPH - - - 0
58 CCC - —+ — <103
9 . e — 200%x2 7 good —
M BPH - - - 0
10 75 —C(.:C_ 2002 s - + Enterococcus sp.|  10* K
; - _ unknown| —
F neurogenic - not done not done
bladder
19| P I - + | S agalactiae | 100 | 0.20 .
1| - . — X 200! -
F vesicoureteral — — Candida sp. 108
reflux

CCC: chronic complicated cystitis
CCP : chronic complicated pyelonephritis
BPH : benign prostatic hypertrophy

Blix 5 HEHER KB ¥, [HIETEE] ko,

B PR B RRIEE 6 Bt UTI ERhFE MR A S L
D5 BIHY, [FR] 361, [B%) 161, [z
16TH -7 (Table 3),

BT PR G RRHE 11 Bch UTI Eharssec S8 L
TEBNE 6 Bl D, [Exh) 48, B 28ITH-7:
(Table 4), 7, HHEMRERPEDOHEIIZE X
Table 5 R4T8D TH 5,

UTI EhFEME I 3L 7o M RS IE I B
B HIEERIRNR 1T 3 B 5 BROSERY SN, Escherichia
coli 3%k, Klebsiella pneumoniae 1%k & Salmonella sp.
1BESEAETHY, INSIISHRBEL, BEHRH
W& X Enterococcus sp. & Candida sp. & 1 ¥kTH -
720 UTI ZETMEAEIC SR L o RN R BYE I B
i} B B F %R % Table 6 IR L7z, Staphylococcus
epidermidis 2 ¥k, Streptococcus agalactiae 1k, Entero-
coccus faecium 1Bk, E. coli 2#RD 4 BiFE 6 #R 05588
Sh, SHREEL, 2B, BREAHEETRE TH > IfE

. before treatment
after treatment

.. UTI: criteria proposed by the Japanese UTI Committee
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Table 3. Overall clinical efficacy of NM441 in acute uncomplicated UTI
Symptoms Resolved Improved Persisted Effect on
Pyuria Cleared |Decreased |Unchanged| Cleared |Decreased|Unchanged| Cleared |Decreased|Unchanged|bacteriuria
Eliminated 3 3
- Decreased
Bacteriuria (Replaced) 1 1 2
Unchanged 0
Effect on pain on micturition 4 1 0 Patient total
Effect on pyuria 3 0 2 5
@ Excellent 3
11 effi
[:j Moderate 1 Overall efficacy rate
4/5
: Poor (including failure) 1
Bacteriological response
Total no. of strains Eradicated Persisted*
5 5 0

*Regardless of bacterial count

Table 4. Overall clinical efficacy of NM441 in complicated UTI
Pyari
. yuna Cleared Decreased Unchanged EffecF Ol:l
Bacteriuria bacteriuria
Eliminated [ 4 1 1 6
Decreased
Replaced
Unchanged
Effect on pyuria 4 1 1 Patien6t total
@ Excellent 4
E Moderate 2 Overall efficacy rate
6/6
: Poor (including failure) 0
Bacteriological response
Total no. of strains Eradicated Persisted*
6 6 0

*Regardless of bacterial count

Table 5. Overall clinical efficacy of NM441 classified by the type of infection
Group No. of cases | Excellent | Moderate Poor Qverall
efficacy rate
group 1 (indwelling catheter)
) group 2 (post-prostatectomy) 1 1 1/1
Monoxjmcrobxal group 3 (upper UTI)
infection
group 4 (lower UTI) 5 3 2 5/5
sub-total 6 4 2 0 6/6
group 5 (indwelling catheter)
.Polyrr'ncroblal group 6 (no indwelling catheter)
infection
sub-total
Total 6 4 2 0 6/6
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Table 6. Bacteriological response to NM441 in complicated UTI

Isolates No. of strains Eradicated Persisted*
Staphylococcus epidermidis 2 2
Streptococcus agalactiae 1 1
Enterococcus faecium 1 1
Escherichia coli 2 2
Total 6 6
*Regardless of bacterial count
Epididymitis Table 7. Clinical summary treated with NM441
Treatment . Symptoms on testis Bacteriuria*
Case T - Observation Clinical | Abnormal values
no Age ype dose duration day Fever i i d i efficac or side effects
(mg X /day)| (days) swelling | pain | tenderness species y
1 53 Acute 2002 5 0 ND + + + ﬂ fair —
5 ND - - - not done
0 - H - ND —_
2 24 Acute 200%x2 14 7 - + - ND — | good -
14 - - - ND B
Urethritis
Treatment Bacteriuria* Evaluation**
Case Age | Diagnosis d durati Observation Symptoms| Pyuria Side
ose uration
no. da i effects
(mgx /day) (days) y species UTI Dr.
0 + + N. gonorrhoeae
1 26 GU 200x2 3 . 0 ——— | excellent | excellent —
GU : gonococcal urethritis . before treatment .. UTI: criteria proposed by the Japanese UTI Committee
ND: not done after treatment Dr.: Doctor’s evaluation
and safety of NM441, a new quinolone, in healthy
X [y male volunteers. J Clin Pharmacol 34: 930~937,
1) Ozaki M, et al: In vitro antibacterial activity of 1994
anew quinolone, NM394. Antimicrob Agents 3) UTIHFES (RE¥E KEIERK) [ UTI EZpFMEXE
Chemother 35: 2490~2495, 1991 (88 3hR%), Chemotherapy 34 : 408~441, 1986
2) Nakashima M, Uematsu T, Kosuge K, Okuyama Y, 4) BRbEREES | /IR BHEIEBE (MIC) HIEER
Morino A, Ozaki M, Takebe Y : Pharmacokinetics #ETIC DWW T, Chemotherapy 29 : 76~79, 1981

Clinical studies on NM441 in the field of urology

Motoaki Tanaka, Kazuo Arihara and Hidechika Kinoshita
Department of Urology, Tokai University, School of Medicine
Boseidai, Isehara-shi, Kanagawa 259-11, Japan

NM441 was administered orally to treat genitourinary tract infection to investigate its clinical efficacy
and safety.

1) In 5 cases of acute uncomplicated cistitis, the result were excellent in 3, moderate in 1 and poor in
1 case.

2) In 6 cases of chronic complicated urinary tract infections, the result were excellent in 4 and moderate
in 2 cases.

3) In 2 cases of acute epididymitis, the result were moderate in one case and fair in another case. In 1
case of gonococcal urethritis, the result was excellent.

4) Bacteriologically, Staphylococcus epidermidis, Streptococcus agalactiae, Enterococcus faecium, Escheri-
chia coli, Klebsiella pneumoniae and Salmonella sp. were eradicated.

5) No side effect was observed. And no abnormality was observed in the clinical laboratory values.

We conclude that NM441 is a useful drug in the treatment of genitourinary tract infection.



