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EHERRIZ BT AMICIZE. coli KP, E. coli NIH] JC-2, E.
coli ATCC27166D3#kIZxF L Tl =0.025ug/ml, P. mira-
bitis TH-44& 12X+ L Ti20.10ug/mI T - 72 (Table 1) o
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EHRBE, MICgoTII4N HL6EREENIE N 1
L7z
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£5LDD, NFLXIZHRID S 285 REEN B *

RL7z,
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LHE 1285 <, AHFIOMICIZ0.78 4 5 400 < ug/ml D

20 LTz,
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MICsold 22 5 3EFEE L, o T 72745, MICgo I NFLX &
HLUIEREEN TV 72 (Table 2),

2) BRIRBYRREY

(1) SMEMMERER X (Table 3)
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Table 1. In vitro antibacterial activity of balofloxacin against standard strains
Inoculum size: 105 CFU/ml
MIC (u/ml)
Organism - : -
balofloxacin norfloxacin ofloxacin
E. coli ATCC27166 =0.025 =0.025 =0.025
E. coli KP =0.025 0.05 0.05
E. coli NIHJ JC-2 =0.025 0.05 0.05
P. mirabilis TH-4 0.10 0.05 0.05
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W, WEMEEICS LIRBLIVCIRENEET 5, REIORE
BN BT BIRABIREIZ BV TIE, A 7~ 8HER
LR, ZOEHPHMRERITETH Y, RPICITKRE
bk e LCT48MERI E TIl270~85% kS 5",

A 3K 4 DT o 72 IRERREGLAE S BE R | A9 HILE D D
BETZBWTIE, AEROMEN LY 7 LHEHRIZB W
TIE, Mo HBRRFEAIZIL T, ERIMENZRL
726 S. epidermidis, E. faecalis& & | ZMICI30.20~12.5ug/
mOFEETH Y, MOER THRD O NI-mER K
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DERDEIEFEEINS, L2 L, SEDORFATE, &
BIEL LR, FNEHERTLILIITE ko7,
72, VS ABRMEIZBWVTIZOFLXIZIE S 5 b 00,
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L, HEOH»SRERDEVSHEVEFTE 2V DL
Bbhiz,

SEOREFIZBWT, SUEMERENRE BLUE%

Table 2. In vitro antibacterial activity of balofloxacin against clinical isolates

Inoculum size: 10 CFU/ml

Test organism Antibiotic MIC (u/ml)
(no. of strains) range MICs, MICyg,
S. epidermidis balofloxacin 0.20~12.5 1.56 3.13
(10) norfloxacin 1.56 ~ >400 50 200
ofloxacin 0.39~100 6.25 50
E. faecalis balofloxacin 0.20~12.5 3.13 12.5
(16) norfloxacin 1.56 ~200 100 200
ofloxacin 0.78~100 12.5 50
E. coli balofloxacin =0.025~3.13 0.10 0.10
32) norfloxacin =0.025~6.25 0.05 0.05
ofloxacin =0.025~1.56 =0.025 0.05
K. pneumoniae balofloxacin =0.025~50 0.20 1.56
19) norfloxacin =0.025~25 0.10 0.78
ofloxacin =0.025~25 0.10 0.39
K. oxytoca balofloxacin 0.20~1.56 0.20 0.39
10) norfloxacin 0.05~1.56 0.10 0.20
ofloxacin 0.05~0.78 0.10 0.10
E. aerogenes balofloxacin 0.10~6.25 0.20 0.78
10) norfloxacin 0.05~6.25 0.10 0.78
ofloxacin =0.025~3.13 0.10 0.39
E. cloacae balofloxacin 0.20~0.39 0.20 0.39
(10) norfloxacin 0.10~0.20 0.10 0.20
ofloxacin 0.05~0.20 0.10 0.10
C. freundii balofloxacin 0.20~25 0.39 3.13
15) norfloxacin =0.025~25 0.78 1.56
ofloxacin =0.025~12.5 0.20 1.56
P. mirabilis balofloxacin 0.39~12.5 0.78 1.56
(20) norfloxacin 0.05~12.5 0.10 0.20
ofloxacin 0.10~3.13 0.10 0.20
P. vulgaris balofloxacin 0.20~25 0.39 1.56
9) norfloxacin 0.05~6.25 0.05 0.10
ofloxacin 0.05~6.25 0.10 0.39
M. morganii balofloxacin 0.20~25 0.78 12.5
9) norfloxacin =0.025~50 0.78 12.5
ofloxacin 0.05~6.25 0.39 6.25
S. marcescens balofloxacin 0.20~400 6.25 25
19) norfloxacin 0.10~200 25 50
ofloxacin 0.10~50 3.13 12.5
P. aeruginosa balofloxacin 0.78 ~ >400 >400 >400
(21) norfloxacin 1.56 ~ >400 100 200
ofloxacin 3.13~ >400 200 200
P. putida balofloxacin 3.13~ >400 6.25 400
(10) norfloxacin 0.39~ >400 0.78 >400
ofloxacin 0.78 ~ > 400 1.56 50
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Table 3. Clinical summary of patients with acute uncomplicated cystitis treated with balofloxacin
Treatment Symptoms | Pyuria Bacteriuria Evaluation*
Case | Age . . - Side
no. | o) Sex | Diagnosis dos'e duration | before | before svecies | count MIC UTI Dr effects
(mg X tlmes) (days) after a_fter p (p.g/ml) ’
+ # | E. coli | 10* 0.1
1 48 | F AUC 100 x 1 3 0 excellent | good —
+ E.coli | 10° 0.1
2 |26 | F AUC 100 x 1 3 " 5 moderate | good —
+ + E.coli | 107 0.39
3 |61 | F AUC 100x 1 3 5 moderate | good —
_ + —
++ + | E.coli | 107 0.1
4 25 | F AUC 100 x 1 7 0 excellent | —
AUC: acute uncomplicated cystitis *UTI: criteria proposed by the Japanese UTI Committee
Dr.: doctor’s evaluation
Table 4. Clinical summary of a patient with acute bacterial prostatitis treated with balofloxacin
Treatment Pain O |Fever Pyuria Bacteriuria Evaluation*
micturition .
Case|Age Sex | Diagnosis Side
no. |(yr) €x|agn dose duration| before |before before ) MIC effects
. species  |count UTI Dr.
(mg x times) | (days) | after | after | after (ng/ml)
" _ + |E coli 10*
1 |19 | M| 2% | 100x2 7 S. epidermidis| 10* moderate [excellent| —
prostatitis — — — _ 0
*UTI: criteria proposed by the Japanese UTI Committee
Dr.: doctor’s evaluation
Table 5. Clinical summary of patients with complicated UTI treated with balofloxacin
Diagnosis Treatment Pyuria Bacteriuria Evaluation*
Case | Age Sex T Catheter | UTI B duration | before MIC Side
no. |(yr) nderlying | (route) |grou 0se uration i effects
y condition group (mgx times) | (days) | after species count (ug/ml) UTI Dr.
E. coli 10° 0.1
CCP # | S. marcescens | 10° | 12.5
1 |61 | M BPH — G-6 200 x 2 7 P. aeruginosa| 105 | >100 |excellent | excellent | —
CCP # | C. freundit 107 0.2
2 | 77 | M | Bil renal apt _ G-6 200 x 2 7 derat d —
Seconday X # |E. coli 0 | o1 |™ erate ) go0
bladder tumor
CCC + | E. faecalis 10° 0.78
3 |61 |F Neurogenic - - 200x2 8 w | C. albicans 105 no effect | —
bladder
s lsslu CCC G 100x2 : + | S. marcescens | 10* 50 p .
- -1 t i -
BPH post ope. v ) + |S. marcescens| 10 | 50 | ar
CcCC + | S. aureus 104 | 3.13
5 |25 (M |——m| — G-4 200 x 2 7 excellent | excellent | —
Hypospadia - - 0
CCP # | S. aureus 105 | 3.13
6 |59 | M |———| — G-3 100 x 2 5 excellent | excellent | —
Bil. renal stone - - 0

CCP: chronic complicated pyelonephritis

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

BPH: benign prostatic hypertrophy

CCC: chronic complicated cystitis
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92.0% , ciprofloxacin (CPFX)” 80.0% , lomefloxacin
(LFLX)*64.4 %, tosufloxacin (TFLX)*60.0%, fleroxacin
(FLRX)' 75.6% , sparfloxacin (SPFX)' 57.9% , tema-

floxacin (TMFX)'* 69.2%) L L XTR%Z, b L<I3%h
UEDENI-BETH o7,

%P, B MmENEIER, 20 P CHERREEEEL
B A OTERIE R, FAREZETOBEVERTH 5
LEzZ6N5,

AENE, 116 & BB DORET Tidd o 72h%, KHNIZ
WR B3R EIH O B EG BRI B W TE AN HFTE S
EREEZ LN,

Table 6. Overall efficacy of balofloxacin in complicated UTI

Bacteriuria Pyuria Cleared Decreased Unchanged blz:icﬁtee‘;'tiu?i]a
Eliminated | 3 | 1 4
Decreased
Replaced
Unchanged 1 1
Effect on pyuria 3 1 1 patienst total

IZ] Excellent 3

:} Moderate 1 Overall iffiscacy rate

l ] Poor 1

Table 7. Overall efficacy of balofloxacin classified by the type of infection
Clinical efficacy
Group No. of patients excellent | moderate | poor efﬁoczs)farllate
group 1 (indwelling catheter) 1 0/1
group 2 (post-prostatectomy)

Moi?l?:fggibial group 3 (upper UTI) 1 1/1

group 4 (lower UTI) 1 1/1
sub total 2 1 2/3
group 5 (indwelling catheter)

Poillirfr(r;'i:ili'g:ial group 6 (no indwelling catheter) 1 1 2/2

sub total 1 1 2/2
Total 3 1 1 4/5
Table 8. Bacteriological response to balofloxacin in UTI
Isolate No. of strain Eradicated Persisted*
S. aureus 2 2
Gram-positive organisms S. epidermidis 1 1
sub total 3 3
E. coli 5 5
C. freundii 1 1
Gram-negative organisms S. marcescens 2 1 1
P. aeruginosa 1 1
sub total 9 8 1
Total (%) 12 11 91.7) 1.3

* regardless of bacterial count
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We studied the antimicrobacterial activity and clinical efficacy of balofloxacin (BLFX), a new

quinolone, in the urological field.

1) Antibacterial activity: The MICs of BLFX were measured against 210 clinical isolates of 14
species from urinary tract infections and compared with those of ofloxacin (OFLX) and norfloxacin
(NFLX). In general, the antibacterial activity of BLFX was inferior to that of OFLX, but almost equal to

that of NFLX.

2) Clinical efficacy: According to the criteria of the Japanese UTI Committee, the overall efficacy rate
was 80.0% (4/5) for chronic complicated UTI. Bacteriologically, eleven of the 12 strains isolated

(91.7%) were eradicated.

3) Side effects: No clinical adverse reactions and no abnormal laboratory findings were observed.



