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Table 1-1. Clinical summary of complicated UTI patients treated with pazufloxacin
i ; Treatment Bacteriuria* Evaluation**
Patient|Age Sex Diagnosis Catheter| UTI r Torator|Symptoms* [Pyuria® Side Remarks
] - t ose |duration . frect
no. {(y1) Underlying condition (route) (group (mg x day)| (days) species |count| MIC | UTI | Dr. |etlects
CCP + | P.mirabilis | 10° | £0.025
1 |62|F — | G3| 100x3 7 excellent [excellent| —
renal stone - - - 0
CCP + + E. cloacae | 10 | =0.025
2 |M4|F — | G3| 200x3 7 — excellent [excellent| —
ureteral stone - - -
CCP - + E. coli 107 | 0.05
3 |64|F — | G3| 200x3 7 excellent [excellent| —
renal stone - - — 0
CCP " # | E. aerogenes | 10° | 0.05
4 |2 |F — [ G3| 200x3 7 excellent |excellent| —
ureteral stone - - — 0
cce - # | K. pneumonsae | 107 | £0.025
5 |64 | F renal stone — [ G31| 200x3 4 - excellent [excellent [nausea
hyperuricemia - - | P. aeruginosa | <10°| >100
cee + + E. coli 10° | 0.05
6|67 M BPH - |G| 03T ; _ _ 0 excellent |excellent| —
urethral stricture
ccC + + E. faecalis | 105 | not done
7 |75 M - — | G4 | 200x3 7 moderate| good | —
prostatic cancer - + - 0
ccC - -+ E. faecalis | 10° | 3.13
8 |69|M|——— | — [G4| 100x3 7 excellent [excellent| —
prostatic cancer - - - 0
CCC - - S.aureus | 10° | 0.2
9 |2/ M|———| - 100x3 7 unknown| —
neurogenic bladder - * S.aureus | 10* | 0.2
CccC + + C. freunds | 107 | 0.39
10 177 ({M|——— | — |[G4] 200x3 7 excellent [excellent| —
neurogenic bladder + - - 0
CCC + + E. cols 10° | 0.10
n|%|F|—— | — |G4/| 200x3 4 — excellent |excellent| —
neurogenic bladder - - - 0
ccc ++ % E. coli 10° | =0.025
12 [70(M — [ G4 200x3 7 excellent [excellent| —
BPH - - - 0
CCC + + E. colt 10° | =0.025
13 |5%2|F|——— | — |[G-4] 100x3 7 moderate| good | —
neurogenic bladder - * — 0
CCC + # C. freundis | 107 | 0.05
4 |4 F|—— | — |G4]| 200x3 7 excellent |excellent| —
neurogenic bladder - - - 0
E. colt =0.025
5 lalp CCp 66 | 200x3 , " + | S. agalactiae | 105 | 3.13 ;
- - X — | 00r 00 -
renal stone — + | S. epidermidis | 10¢ | 0.39 P 8
S. agalactiae 6.25
CCp N " E. coli‘ 07 0.05
16 {69 | M| yrinary stone — | G6| 100x3 | 7 - E. faecalss 625 Inoderate| good | —
vesicoureteral reflux N - - 0
K. pneumontae 6.25
ccc + + . 10¢
17 165|F |————| — [G6]| 100x3 | 7 — | Kebstella'sp. | | 125 |oycollent|excellent| —
neurogenic bladder - - _ 0
A. calcoaceticus 0.10
ccc - ++ | 108
18 |68|F|—— | — |G6]| 100x3 | 7 |——n|——|K prewmoniae| | £0.025 o\ clentlexcellent| — BUN
neurogenic bladder - - . 0 19-24

+ before treatment

after treatment

++ UTI: criteria proposed by the UTI Committee
Dr.: doctor’s evaluation

CCP: chronic complicated pyelonephritis
CCC: chronic complicated cystitis
BPH: benign prostatic hypertrophy
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Table 1-2. Clinical summary of complicated UTI patients treated with pazufloxacin
iagnosi Treatment Bacteriuria* Evaluation** .
Patient [Age Sex Diagnosis Catheter| UTI i duration|Symptoms* [Pyuria** glde Remarks
n0. . " 0se |duration i effects
om) Underlying condition (route) |group (mg x lday)| (days) species  [count| MIC [ UTI | Dr.
S. epidermidis 0.78
cce " w | S. saprophyticus | 105 | 0.78
19 |81 |M BPH — | G6| 100x3 7 CNS 0 12.5 |excellent|excellent| —
bladder stone - - _
E. coli 0.05
L — + E. faecalis | 10" | 3.13
20 |72 | F | neurogenic bladder | = G-6| 200x3 5 "= |'S. pidermidis | 1 | 100 moderate| good | —
hydronephrosis E. faecium 100
CcC P. aeruginosa | . | >100
T — * * | X maitophitia | 17" | 0.78
21 9 M pmstatjc cancer - G-6| 200x3 6 — T i poor poor -
urethral stricture H * | P. aeruginosa 10 100
Ccp ++ + C. glabrata | 10°
22 |35]|F — 200x 3 7 — excellent| —
ureteral stone - - - 0
, before treatment ., UTI: criteria proposed by the UTI Committee ~CCC: chronic complicated cystitis
“after treatment Dr.: doctor’s evaluation CCP: chronic complicated pyelonephritis
BPH: benign prostatic hypertrophy CNS: coagulase-negative staphylococci
Table 2. Overall clinical efficacy of pazufloxacin in complicated UTI
Pyuria Effect on
Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated | 14 | 2 1 17 (85.0%)
Decreased
Replaced 1 1 ( 5.0%)
Unchanged 1 1 2 (10.0%)
Effect on pyuria 15 (75.0%) 3 (15.0%) 2 (10.0%) Patient tota
[ Excellent 14 (70.0%)
Overall effectiveness
[ ] Moderate 4 (20.0%) 18/20 (90.0%)
| | Poor (including failure) 2 (10.0%)
Table 3. Overall clinical efficacy of pazufloxacin classified by the type of infection
No. of patients Overall
G
roup (percent of total) Excellent | Moderate | Poor effectiveness rate (%)
group 1 (indwelling catheter)
group 2 (post-prostatectomy)
Monomicrobial
infection group 3 (upper UTI) 5 5 5/5
group 4 (lower UTI) 8 8/8
sub total 13 (65.0) 11 13/13 (100)
group 5 (indwelling catheter)
Polymicrobial : :
infection group 6 (no indwelling catheter) 7 2 5/7
sub total 7 (35.0) 3 5/7
Total 20 (100) 14 4 18/20 (90.0)
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Table 4. Relation between MIC and bacteriological response to pazufloxacin treatment in complicated UTI

MIC (ug/ml) Inoculum size 1068 CFU/ml
Isolates Not done Total
=0.39| 0.78 | 1.56 | 3.13 | 6.25 | 12.5 25 50 100 | >100

E. faecalis 2/2 11 1/1 4/4
S. agalactiae 0/1 0/1
S. epidermidis 11 11
S. saprophyticus 11 11
CNS 1/1 11
P. mirabilis 1/1 1/1
E. cloacae 1/1 11
E. coli 8/8 8/8
E. aerogenes 1/1 1/1
K. pneumoniae 2/2 11 3/3
Klebsiella sp. 1/1 11
A. calcoaceticus 1/1 1/1
C. freundii 2/2 2/2
P. aeruginosa 0/1 0/1
X. maltophilia 1/1 i 1/1

Total 16/16 | 3/3 2/3 2/2 2/2 0/1 1/1 26/28

(eradication rate %) | (100) 92.9)

No. of strains eradicated/no. of strains isolated ~CNS: coagulase-negative staphylococci

Table 5. Strains appearing after pazufloxacin treatment in complicated UTI

Isolates No. of strains* (%)
S. epidermidis 2 (50.0)
E. faecium 1 (25.0)
P. aeruginosa 1 (25.0)
Total 4 (100)
appearing cases/evaluated cases (%) 3/20 (15.0)

* regardless of bacterial count

Table 6-1. Clinical summary of uncomplicated UTI patients treated with pazufloxacin

p Treatment Bacteriuria* Evaluation** Sid
atient|Age . . - X - 1de
no. |(yr) Sex|Diagnosis| dose |duration|Symptoms* [Pyuria species count| MIC UTI Dr. leffects Remarks
(mg x /day)| (days)
23 + + E. coli 10° | =0.025
4 7 —
3| F | AUP | 200x3 - — | Pseudomonas sp. | 10* | =0.025 excellent
o 19| F - * E. coli 10° | 0.05
AUP | 100x3 7 - ~ E cloacae 10° | 0.025 excellent| —
“ “ E. cloacae 108 =0.025
%5 |46 |F| AUP | 200x3 | 7 |———|——| Alwoi | | 020 excellent| —
- - — 0

« before treatment ., UTI: criteria proposed by the UTI Committee ~ AUP: acute uncomplicated pyelonephritis

after treatment Dr.: doctor’s evaluation
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Table 6-2. Clinical summary of uncomplicated UTI patients treated with pazufloxacin
Patientla Treatment Bacteriuria* Evaluation** sid
atient(Age . . - N - 1de R k
no. |(yr) Sex|Diagnosis| dose |duration/Symptoms* [Pyuria species ount| MIC UTI Dr. |effects emarks
(mg x /day)| (days)
" " E. cloacae 10 | £0-025
26 |19|F| AUP | 200x3 | 7 ——|_S- saprophyticus |~ | 0.20 excellent| —
- = | Corynebacterium sp. | 103 | >100
Corynebacterium sp. 0.39
+ H S. agalactiae 104 | 100
27 |57|F | AUP | 200x3 6 E— CNS 0.20 excellent| —
- | - s
" “ E. coli 108 =0.025
28 |49|M| AUC | 200x3 5 _ E. cloacae _ £0.025 excellent| —
- - - 0
2 |21l | avc 100 %3 3 " # E. coli 106 [ 0.05
X — — NFR 10° | 078 moderate|excellent| —
" W E. faecalis 10¢ 3.13
30 [42|F| AUC | 100x3 3 NFR - 0.20 |moderate| good | —
- + _ 0
- “ E. cols 108 =0.025
31 |72|F| AUC | 200x3 | 7 —| E.coacae | 10025 excellent| —
- - NFR 10° | 3.13
E. cols =0.025
* * E. cloacae 10° | =0.025
32 |39 M| AUC | 200x3 7 —|  Serratia sp. =0.025 good | —
- + —
- - 0
W " E. faecalis 108 | 313
33 |42|M| AUC | 200x3 | 7 —— | E.cloacae | " 150.025 excellent| —
- - - 0
+# #+ E. coli 107 | =0.025
34 |58 M| AUC | 200x3 7 Y excellent| —
+#+ + K. pneumoniae | 107 | 0.05
35 |54|F| AUC | 200x3 7 o excellent| —

« before treatment

after treatment
AUP: acute uncomplicated pyelonephritis

Dr.: doctor’s evaluation

«+ UTI: criteria proposed by the UTI Committee

CNS: coagulase-negative staphylococci
NFR: glucose non-fermentative Gram-negative rod

AUC: acute uncomplicated cystitis

Table 7. Clinical summary of acute prostatitis and epididymitis patients treated with pazufloxacin

‘ Diagnosis Treatment Bacteriuria* Evaluation** .
Patiet ?g()e Sex| ———— C(atheite;r dose  |duration|Symptoms* |Pyuria** , Side
no. T Underlying condition route (mg x /day) | (days) species count | MIC | UTI Dr. effects
acute prostatitis GPT
e - + NFR
3 |31 |M | acute epididymitis - 200x3 5 - . ___1(())‘ 3 moderate| good 17—&2; 2
B 174-198-188
acute epididymitis + + E.c e | <
37 Lo [y | ZEESPOYIES 1 a0k | 7 coacse 10° [ =0.025 o B
- - * X. maltophilia | <10°| 0.39

« before treatment

after treatment

Dr.: doctor’s evaluation

«x UTI: criteria proposed by the UTI Committee

NFR: glucose non-formentative Gram-negative rod
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Clinical study of pazufloxacin in urinary tract infections

Masaharu Kan, Kenzo Uema* and Susumu Kagawa
Department of Urology, School of Medicine, Tokushima University
2-50-1 Kuramoto-cho, Tokushima 770, Japan

(* Present address: Department of Urology, Komatsushima Red Cross Hospital)

Makoto Yuasa
Department of Urology, Takamatsu Red Cross Hospital

Pazufloxacin (PZFX) was orally administered to the following patients at a dose of 100~ 200 mg three
times a day after meals for 3~7 days: 22 patients with complicated urinary tract infections, 13 with
uncomplicated urinary tract infections, 1 with acute prostatitis and 1 with acute epididymitis. The results
were as follows:

1) According to the Japanese Urinary Tract Infection (UTI) Drug Evaluation Criteria, the efficacy of
PZFX in chronic complicated urinary tract infections was excellent in 14 patients, good in 4, and poor in
2; the overall efficacy rate was 90.0%.

2) Bacteriologically, 26 (92.9%) of 28 strains were eradicated in chronic complicated urinary tract
infections and all 23 strains were eradicated in acute uncomplicated urinary tract infections.

3) As subjective and objective side effects, 1 patient developed nausea. Abnormal findings in clinical
tests were mild elevations in GPT, LAP and BUN in 2 patients. These findings indicated that PZFX was
effective in treating urinary tract infections.



