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Table 1. Clinical summary of complicated UTI cases treated with fleroxacin
.. { before
Diagnosis Treatment ) Bacteiuria Evaluation
Case |A q Pyuria r )
ol Catheter | UT before Side-
no- | &) U1 Gose | duration ft, count leC effects
i it after i
underlying condition (mgx/day) | (days) speciles (CFU/m 10°CFU/ml | UTI doctor
(ug/ml)
ccp + -
1|54 |F - 200x2 5 unknown| —
VUR . ND ND
hydronephrosis
E. faecalis >100
cee * s pidermisis | | S100
2 (72| M - G-6 | 100x2 5 E. faecalis >100 poor poor -
BPH + S. epidermidis 10° 25
YLO >100
CCp + S. marcescens 10° 50 stomach
3|42 |F - G-3 | 200x2 5 poor poor | .
renal stone H# S. marcescens 10° 100 discomfort
CCp + S. liguefaciens 10* 12.5
4|70 | M — G-3 | 200x2 5 excellent | excellent -
renal stone - -
ccc + P. retigen 10’ 25
5187 | M - - 200x2 5 good -
prostatic cancer - -
cce # E. coli 107 0.1
6 [62|F - G4 | 200x1 5 excellent | excellent -
NGB - —
P. aeruginosa s >100
cee # P. fluorescens 10 >100
7(78|M - G-6 | 100x2 5 S p” poor poor -
. marcescens "
ureteral tumor + F. indologenes 10 >100
ccc + E. faecium 10° 50
8 (7| F - G4 | 200x1 5 poor poor -
bladder tumor + E. faecium 10 100
ccp + S. marcescens 10° 12.5
9 (66 | M - G-3 | 100x2 5 moderate( good -
renal stone + -
ccc + E. faecalis 10* 6.25
10 |8 (M - G-4 200x1 5 moderate good -
prostatic cancer + —
E. faecalis 100
ccC + " 107
1174 (M — | G6 | 100x2 5 S. haemoliticus 3.13 | poor | poor -
urethral stricture + E. faecalis 107 100
cCP + K. pneumoniae 10° 0.2
12 |51 | F - 200x1 5 excellent| —
renal stone - _
ccc H Streptococcus sp. 107 ND )
13 [60 | F — 100 x 2 4 excellent | diarrhea
VUR - —
CccC H S. epidermidis 107 ND
14 (76| F - G-4 100 x 2 5 derate good -
bladder tumor + -
CccC + E. coli 10° 3.13
15|75 | M + 200x2 5 poor -
BPH H P. aeruginosa 10* >100
cce # E. aerogenes 10° 0.2
16 |66 | M - G-4 | 200x2 5 derate |excellent | —
BPH b4 -

UTI: criteria of the Japanese UTI Committee
CCP: chronic complicated pyelonephritis

CCC: chronic complicated cystitis

VUR: vesico-ureteral reflux

BPH: benign prostatic hypertrophy
NGB: neurogenic bladder

YLO: yeast-like organism

ND: not done
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1Bl (B%hE66.7%)Th - 72, MEAFEMHHETI,

GPCTIZ 734k (42.9%) H{E L L, GNRTIZ7HH6
¥E(85.7% ) DiELTdH o 72 (Table 4), HGHEHE I
Serratia marcescens, Flavobacterium indologenes & Nyeast
like organism D 1#k$° 2T - 72, Table 5IIMIC & B H
£ROMGEERD L TWAh, GPCTIZ4HAMIC 50
pg/miB EERL, 4bkE bFRFFL72o GNRTIIMIC 50
pg/ml %R L 72S. marcescens D 1 #5132 BRIELD, 20

fbDERIIMIC 100 pg/mll L2 7R L7k E 068Kz 4L
TiHE L7,

% 7-, Table 6 (ZF&FK 53 BE#RIC 3T § 5 A F & norflox-
acin (NFLX), ofloxacin (OFLX), enoxacin (ENX) & Of
pipemidic acid(PPA) DEEZHFH X R L7z,  DER,
AH|iX, PPAIZE~NEEZMEAE {, NFLX, OFLXKR U
ENX & RIIFRSEDREES TR LT,

2. SYEEAMRER %

Table 2. Overall clinical efficacy of fleroxacin in complicated UTI

S Pyuria Cleared Decreased Unchanged Effect. on
Bacteriuria bacteriuria
Eliminated [ 2 | 1 6 (54.5%)
Decreased
Replaced 1 1 9.1%)
Unchanged 4 4 (36.4%)
Effect on 2 (18.2%) 3 (27.3%) 6 (54.5%) patient total
pyuria 11
] Excellent 2 (18.2%)
E Moderate 4 (36.4%) oveé?ille(fgzagéo)rate
: Poor mf:ludmg
failure

Table 3. Overall clinical efficacy of fleroxacin classified by the type of infection

No. of patients Overall
Group - OO P Excellent | Moderate Poor efficacy
(percent of total)
rate
group 1
(indwelling catheter)
group 2
(post-prostatectomy)
Monomicrobial group 3
infection (upper UT) 3 ( 27.3%) 1 1 1 66.7%
group 4
(lower UTD) 5 ( 45.5%) 1 3 1 80.0%
sub-total 8 ( 72.7%) 2 4 2 75.0%
group 5
(indwelling catheter)
Polymicrobial group 6
infection (no indwelling catheter) 3 (27.3%) 0 0 3 0 %
sub-total 3 (27.3%) 0 0 3 0 %
Total 11 (100 %) 2 4 5 54.5%
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Table 4. Bacteriological response to fleroxacin in complicated UTI

No. of Eradicated .
Isolate strains %) Persisted*
S. epidermidis 2 1(50 ) 1
S. haemoliticus 1 1100 ) 0
E. faecalis 3 1(33.3) 2
GPC E. faccium 1 0( 0) 1
sub-total 7 3(42.9) 4
E. coli 1 1 (100 ) 0
E. aerogenes 1 1 (100 ) 0
S. marcescens 2 1(50 ) 1
GNR S. liquefaciens 1 1100 ) 0
P. aeruginosa 1 1 (100 ) 0
P. fluorescens 1 1 (100 ) 0
sub-total 7 6 ( 85.7) 1
Total 14 9 ( 64.3) 5

* Persisted: regardless of bacterial count
GPC: Gram-positive cocci
GNR: Gram-negative rods

Table 5. Relation between MIC and bacteriological response to fleroxacin treatment in complicated UTI

lsolates MIC (ug/ml) Inoculum size: 10°CFU/ml Total
<0.05/ 0.1 | 0.2 [0.39 [0.78 |1.56 [3.13|6.25 [12.5| 25 | 50 |z100|ND*| (%)
S. epidermidis 0/1 | 1/1 | 1/2 ( 50.0)
S. haemoliticus 11 1/1 (100 )
GPC E. faecalis 1/1 0/2 1/3 ( 33.3)
E. faecium 0/1 01( 0)
sub-total 1/1 | 111 0/1 | 0/3 | 1/1 |3/7 ( 42.9)
E. coli 11 1/1 (100 )
E. aerogenes 17 1/1 (100 )
S. marcescens 11 0/1 1/2 ( 50.0)
GNR | S- liquefaciens 11 1/1 (100 )
P. aeruginosa 11 1/1 (100 )
P. fluorescens 11 1/1 (100 )
sub-total 1/1 | 1/1 2/2 0/1 | 2/2 6/7 ( 85.7)
Total 171 | 11 1/1 | 1/1 | 272 02 | 2/5 |11 9/14
(Eradication ratio %) (100) {(100) (100) { (100) | (100) 0) |(40.0)|(100) (64.3)

No. of strains eradicated/no. of strains isolated GPC: Gram-positive cocci
* ND: not done GNR: Gram-negative rods
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Table 6. Sensitivity distribution of clinical isolates (105 CFU/ml)
MIC (ug/ml)
=0.025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12,5 25 50 >100 | Total
Compound
Fleroxacin 1 1 1 1 2 2 5
Norfloxacin 1 1 1 1 3 6
Ofloxacin 1 1 1 1 1 3 1 4 13
Enoxacin 1 1 2 1 2 6
Pipemidic acid 1 1 11
Table 7. Overall clinical efficacy of fleroxacin according to the evaluation of attending doctors
. . No. of Clinical efficacy Efficacy
Diagnosis
cases excellent good fair poor unknown rate
Actte cystitis 1 1 100%
uncomplicated .
UTI pyelonephritis
Chroni .
com(gl]jlccate d cystitis 11 3 5 54.5%
UTI pyelonephritis 5 2 1 1 1 75%
Total 17 6 4 6 1 62.5%
Table 8. Incidence of clinical adverse reactions
No. of adverse reaction Relation to the drug
Reaction severity
total (%)* | definite probable possible
B + +
Stomach discomfort 1 1 (5.9 1
Diarrhea 1 165.9 1
total no. of 2 2 1 1
Total no. | adverse reaction 2
 vati
0! patients total no. of patient
evaluated
with adverse 2 (11.8)** 2 (11.8)**
reaction

* No. of patients with adverse reactions

total no. of patients evaluated

x 100

** Total no. of patients with adverse reactions

x 100

total no. of patients evaluated

+# drug administration must be discontinued and some treatment for the adverse reactions is needed.
+ drug administration can be continued, although some treatment for the adverse reactions is needed.
=+ drug administration can be continued and no treatment for the adverse reactions is needed.
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B+ A2B5131T b % h - 72 (Table 8), BaRREE X
GOT(41—73), GPT(24—35), ALP(4.1—14.4)%*1f
TERAL:, ABEDBEEITRE I N, &, TOED
BHATI, BEISKKRET, ERTELAIo70
V. ¥ ®

Fleroxacin iXGPC R U'GNRIZIBIE VL A XY + 7 A4
¥HL, WhO®BANQE LTOIMENICHTA5REA
LTwa ez, mPFRErk, RPHEitdEIET
bb, ZOFE, TEHIHLTEERC-BELXETS
K, E5EBOBI~NETHENTELERDNS,

&3, BMMRBEBYE & AR DGR E T
B L, ZO&R, UTIEMFMEEIZLLHET,
M IR BRI AAE LA L C54.5% DAEMETH o720 %
&34 5 E1E100mg, 18205 Cs5HIF2614%)
(£5%%40%), 1E200mg, 1B 1E%S5 T3FIF1H)FE
o, 15183 (F%%66.7%), 1E1200mg, 1H2MKS
T3FIPEHLIB, AHIBI(HEHE6.7%)TH -7

HMEFHIZIZGPCIZA L T429%, GNRIZH L T
85.7% NHHEETHH, HLENIZRLLCGNRIZENTW
VR 5¥ o¥ (WAN

EEMIZE LT, 2Bl0H b RERKE Y EIER
FERBEINT, 2681L b BEGED - /275, 16lidkS
HIEICE-Twb, T72, BRBREME LIFREENOES

R LERNMIFIZS iz, Th6360IE, wi
b 1E100mg72 V> L200mgN 1 B2 5 TH » 72,
Pt, AMETHERDREREMEZEZAbEDE,
AR OE R R BRGE AT B 5EE LTI, 10
200mg, 1H1EZSAELTHLLEEZLNS,
X w
1) Hmirar K, Aovama H, Hosaka M, Oomori Y, Niwata Y,
Suzue S, Irikura T : In vitro and in vivo antibacte-
rial activity of AM-833, a new quinolone deriva-
tive. Antimicrob Agents Chemother 29 : 1059 ~
1066, 1986
2) Aovama H, Inove M, Mitsutiasui S : In-vitro and in
vivo antibacterial activity of fleroxacin, a new
fluorinated quinolone. J Antimicrob Chemother 22
(S-D) : 99~114, 1988
3) Nakasuima M, Kanamaru M, Uematsu T, Takicuch A,
Mizuno A, Itava T, Kawanara F, Qoie T, Sairo S,
Ucnipa H, Masuzawa K : Clinical pharmacokinetics
and tolerance of fleroxacin in healthy male volun-
teers. ] Antimicrob Chemother 22(S-D) : 133~
144, 1988
4) UTHFE&(HK KBIEFK) @ UTIEZDFHizE
(%3HM1), Chemotherapy 34 : 408~441, 1986



VvOL.38 S-2 WAR B3R SEIBUSLAE (44§ B Fleroxacin D BRFR AR ES 545

FLEROXACIN IN UROGENITAL INFECTIONS

Tetsuro Matsumoto, Masatosur Tanaka, Nosuo Ocata and Joich Kumazawa
Department of Urology, Faculty of Medicine, Kyushu University,
3-1-1, Maedashi, Higashi-ku, Fukuoka 812, Japan

Kivosut Komatsu and Sansuin Hara
Department of Urology, Sanshinkai Hara Hospital

Norivosut Mivazaki, Y asuniro Koikawa and Hirosui HiraTa
Department of Urology, Hiroshima Red Cross Hospital

Fleroxacin, a novel new-quinolone, was administered to 17 patients and the results described below were obtained.

1. Of 11 patients with complicated urinary tract infection (UTI), excellent results were observed in 2, moderate in 4 and
poor in 5. The overall clinical efficacy rate was 54.5%.

2. In bacteriological response, 9 of 14 strains (64.3%) were diminished.

3. Asclassified by dose and timing, clinical efficacy rates were 40% in the 100 mg once daily group, 66.7% in the 200 mg
once daily group and 66.7% in the 200 mg twice daily group.

4. Clinical efficacy in one case of acute uncomplicated cystitis was excellent.

5. Side effects were stomach discomfort and diarrhea in one case, and abnormal elevation of GOT, GPT and ALP in
another.



