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5, BREIL, 77 LBUIHKE6KE SIS T ARHK
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Table 1. Background of patients treated with balofloxacin
Item AUP-AUC CCP-CCC Urethritis Prostatitis
Sex male 10 1 1
female 11 8
20~29 2
30~39 1 1 1
A 40~49 2 1
( ge) 50 ~ 59 1 2
yrs 60~ 69 5 2 1
70~79 11
80= 1
none 11 1
BPH 5
. NB 5
Underlying tumor 1
disease stone 2
other single disease 2
2 diseases or more 3 1

BPH: benign prostatic hypertrophy  NB: neurogenic bladder
AUP: acute uncomplicated pyelonephritis AUC: acute uncomplicated cystitis

CCP: chronic complicated pyelonephritis
CCC: chronic complicated cystitis

Table 2. Overall clinical efficacy of balofloxacin in acute uncomplicated cystitis

Symptom

Resolved

Improved

Persisted

Effect on

Pyuria

cleared

decreased |unchanged

cleared

decreased

unchanged

cleared

decreased

unchanged

bacteriuria

eliminated

1

6

decreased

Bacteriurial (replaced)

unchanged

Effect on pain
on micturition

Patient total

Effect on pyuria

6

‘z] Excellent

[ ] Moderate

: Poor (including failure)

Overall efficacy rate

6/6

Table 3. Bacteriological response to balofloxacin in acute uncomplicated cystitis

Isolate

No. of strains

Eradicated

Persisted

E. faecalis

1

CNS

E. coli

C. freundii

P. vulgaris

Total

O| ===

O | =] |-

CNS: coagulase-negative Staphylococcus
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Table 4. Overall clinical efficacy of balofloxacin in complicated UTI

Bacteriuria Pyuria Cleared Decreased Unchanged bggii'tiu(:i]a
Eliminated | 7 | 2 9
Decreased
Replaced 1 1
Unchanged
Effect on pyuria 7 2 1 P atiei](t) total

IZ] Excellent

s Oy

| | Poor (including failure)

Table 5. Overall clinical efficacy of balofloxacin classified by the type of infection

Group (;Il(;':cgritpz;ifgttjl) Excellent Moderate Poor efﬁ(z;,ce;algte
group 1 (indwelling catheter) 0 —
group 2 (post-prostatectomy) 0 —

Moir:lc;géitcigzbial group 3 (upper UTI) 0 —

group 4 (lower UTI) 5 ( 50.0%) 4 1 4/5

Sub-total 5 ( 50.0%) 4 1 4/5

group 5 (indwelling catheter) 0 -

Poilr}:fr:i(ggrtl)ial group 6 (no indwelling catheter) 5 ( 50.0%) 2 5/5

Sub-total 5 ( 50.0%) 2 5/5

10 100 %) 2 1 9/10 (90.0%)
Table 6. Bacteriological response to balofloxacin in complicated UTI
Isolate No. of strains Eradicated (%) Persisted
CNS 1 1
S. agalactiae 1 1
E. faecalis 3 3
Corynebacterium sp. 1 1
E. coli 4 4
P. vulgaris 1 1
P. mirabilis 1 1
M. morganii 1 1
S. marcescens 3 3
F. meningosepticum 1 1
Total 17 17 (100%)

CNS: coagulase-negative Staphylococcus
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Table 7. Relation between MIC and bacteriological response in complicated UTI treated with balofloxacin

MIC (ug/ml) Eradication
Isolates
0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 rate (%)

CNS 11 11
S. agalactiae 1/1 11
E. faecalis 11 2/2 3/3
Corynebacterium sp. 11 111
Sub total 1/1 2/2 1/1 2/2 6/6
E. coli 2/2 1/1 1/1 4/4
P. vulgaris 11 11
P. mirabilis 1/1 1/1
M. morganii 1/1 171
S. marcescens 2/2 11 3/3
P. meningosepticum 11 1/1
Sub total 2/2 11 2/2 1/1 1/1 3/3 1/1 11/11

Total 2/2 2/2 2/2 3/3 2/2 3/3 3/3 17/17 (100)

CNS: coagulase-negative Staphylococcus

Table 8. Clinical efficacy of balofloxacin judged by doctors in charge

Diagnosis Case 1o Clinical effect Overall efficacy rate
’ excellent good fair poor (%)
AUP 1 1 1/1
Uncomplicated UTI
AUC 10 6 4 10/10 (100)
Sub-total 11 6 5 11/11 (100)
. CCP 1 01
Complicated UTI
CCC 16 11/16 (68.8)
Sub-total 17 11/17 (64.7)
Urethritis 1 1/1
Prostatitis 1 1 1/1
Total 30 15 2 4 24/30 (80.0)

AUP: acute uncomplicated pyelonephritis AUC: acute uncomplicated cystitis CCP: chronic complicated pyelonephritis

CCC: chronic complicated cystitis
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Clinical effects of a quinolone drug for oral use, balofloxacin,
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A new quinolone antimicrobial drug, balofloxacin (BLFX), was administered to 31 patients with
urinary tract infections, and the clinical effects, safety and usefulness were investigated.

The efficacy, by doctors in charge, was excellent in 6 and good in five of 11 patients with uncomplicated
urinary tract infection, and the efficacy was excellent in five and moderate in one of the six patients in
whom the results were consistent with the Drug Evaluation Criteria proposed by the Japanese Urinary
Tract Infection Committee, for an efficacy rate of 100%. The efficacy was rated as excellent in eight, good
in three, fair in two, and poor in four of the 17 patients with comlicated urinary tract infection, according
to doctor’s evaluation. The efficacy was rated as excellent in seven, moderate in two and poor in one of the
10 patients in whom the results were consistent with the Drug Evaluation Criteria proposed by the
Japanese Urinary Tract Infection Committee, for an efficacy rate of 90%. The efficacy was excellent in one
patient with acute prostatitis and good in one with non-gonococcal and non-chlamydial urethritis.

Bacteriologically, all clinical isolates, consisting of nine strains from simple urinary tract infection, 17
strains from complex urinary tract infection and one strain from acute prostatitis, were eradicated by
administration of the drug.

Nausea and gastric discomfort were observed in one patient each and headache and pruritis were
observed in one patient, as subjective and objective side effects.

No abnormal changes in clinical laboratory test values were observed.

These results suggest that BLFX, a quinolone drug for oral use, is useful for treating urinary tract
infection.



