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Table 1. Clinical summary of gonococcal urethritis treated with balofloxacin
: - . Isolatez : Urethral WBC Evaluation Side
ase | Age osage Neisseria hlamydia discharge o | effect
no. | (y) |(kg) | (mg x times x days) | gonorrhoeae | trachomatis 8 Smear VB," Ut
0d 3d 7d|0d 3d 7d|{0d 3d 7d|{0d 3d 7d|{0d 3d 7d |3d 7d
1 |42 | 57 200 x 2 x2 + - - - 3+ - + o+ + - M -
2 122|655 200x2x3 + - - - 3+ + + o+ + o+ M -
3125|173 200x2x7 + = == = =12+ - =+ + + - —-|M E| -
4 |30 |80 200 x 2 x 4 + - | - - |3+ - |+ + |+ + M| -
5 |43 | 60 200x2 x4 + - - - 3+ - + + o+ M -
6 | 41 | 52 200x2x7 + - =-|=- - -13+2+ - |+ + —-|+ + -|M E| -
7 (38|81 200x 2 x 3 + - - - 3+ - + o+ + o+ M -
8 | 32|80 200x2x 7 + = == = =13+ + -]+ + + + —-|M E| -
9 | 43 | 45 200 x 2 x 2 + - + - 2+ - + 4+ + 4+ M -
10 | 40 | 55 200x2x3 + - + = 3+ - + 4 + - M -
11 | 31| 73 200x2x9 + - == - 2+ - - |+ + - —-|E E| -
12 | 25 | 68 200x2x7 e 3+ + = |+ o+ + + —-|M E| -
13 |29 | 75 200x2x 3 + - - - 2+ - + 4+ + o+ M -
14 | 50 | 45 200x2x7 + = - |- = =13+ = - |+ + + + - |M E| -
15 | 50 | 45 200x2x7 + - - - 3+ - + + o+ M -
16 | 25 | 65 200x2x7 + - | - - |2+ - |+ + + M| -
17 |20 | 72 200x2x7 + - —-|=- = =13+ - -+ + + —-—|M E| -
18 | 34 | 61 200x2x8 + - = |- = =12+ - -+ + - —-1|E E| -
19 | 20 | 65 200x2x 7 + - == = =2+ + = |+ + + + - |M E| -
20 | 22|70 200x2x7 + - + - 2+ - + + o+ M -
21 |22 |54 200x 2 x 1 + - 3+ N + _ -
22 | 25| 58 200x2x 3 + - 3+ + + -
23 | 46 | 56 200x2x2 + - 3+ + + _
24 |17 | 56 200x2x3 + + 3+ + + -
1) VB,: Voided Bladder 1
2) criteria proposed by the Japanese UTI Committee, E: excellent M: moderate
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Table 2. Clinical summary of chlamydial urethritis treated with balofloxacin

. - 5 Isolates Urethral WBC Evaluation Side
ase | Age osage Neisseria Chlamydia discharge effect
no. | ) |(kg)|(mgx times x days) | gonorrhoeae | trachomatis 8 smear VB,V UTI?

0d 7d 14d|0d 7d 14d|0d 7d 14d|0d 7d 14d|0d 7d 14d| 7d 14d

25 | 45 | 58 100x2x7 - - + - + - + - — E® _
2 |26 | 65| 100x2x14 - - + - + o= =4 - EY -
27 | 28 | 62 100x2 x 14 - - =+ = =14+ = -=1|4+ + - —|E E| -
28 | 42 | 62 100 x 2 x 14 - - |+ = =1+ = =1+ + - —|E E -
29 [ 49 | 78 100x2x 7 - - + - + - + + - E -
30 | 46 | 63 100x2 x 14 - = =14+ = =12+ + -=|+ + + - - |M E| -
31 |43 | 65 100x 2 x 13 - - =+ = =12+ = =+ + - —-|E E| -
32 |24 | 56 100x2x7 - - + - + - + + E -
33 [ 23 | 63 100x2 x 6 - - + - 2+ - + + - E -
34 |29 (70 100x 2 x 7 - - + - + - + - + o+ M -
35 |36 | 72 100 x 2 x 14 - - =+ = =2+ - —-|+ + - —-|E E -
36 | 43 | 62 100x2 x 14 - - =14+ = =12+ - -]+ + + - |M E| -
37 |19 | 65 100 x 2 x 14 - - + - + - + + o+ M —
38 | 52 | 66 100 x 2 x 14 - - =+ = =1+ = =1+ + + - |M E -
39 129 |59 100 x 2 x 14 - - + - + - + + - E -
40 | 34 | 70 100 x 2 x 14 - - =4+ = =2+ = = |+ + + —|M E -
41 21 | 63 100 x 2 x 14 - - =+ = =i+ = -]+ + + - |M E| -
1) VB,: Voided Bladder 1
2) criteria proposed by the Japanese UTI Committee, E: excellent M: moderate
3) doctor’s evaluation

Table 3. Clinical summary of Chlamydia trachomatis-negative non-gonococcal urethritis treated with balofloxacin

. - 5 Isolate;hl - Urethral WBC Evaluation Side
ase | Age osage Neisseria amydia discharge effect
no. | (y) | (kg) | (mg x times x days) | gonorrhoeae | trachomatis 8 Smear VB, Dr.?

0d 7d 14d{0d 7d 14d{0d 7d 14d|0d 7d 14d|0d 7d 14d| 7d 14d

42 | 43 | 50 100 x 2 x 14 - - —-|=- - + = = |+ + + —-|G E| -
43 | 51 | 72 100x2x7 - - - - + - + - - E —_
44 |22 | 60 100 x2 x 7 - - - - 2+ - + + o+ G -
45 | 35 | 61 100x2x14 |- - - |- - o= =+ + - —-|E E| -
46 | 23 | 72 100x2 x 7 - - - - + - + - - E -
47 | 38 | 67 100x2x7 - - - - + - + - = E -
48 | 44 | 67 100x2 x 7 - - - - + - + - - E -
49 | 36 | 65 100x2x7 - - - - 2+ - + + - E -
50 | 43 | 50 100x2x7 - - - - + - + + o+ G -
51 | 39 [ 48 100x2x 7 - - - - + - + - - E -
52 |24 | 60 100x2x 13 - - == - + - = |+ - - —-|E E -
53 | 26 | 65 100 x 2 x 14 - - —-|- - + - = |+ + - —-—|E E -
54 |24 | 63 100 x 2 x 14 - - == = + - = |+ + —-— —|E E -
55 | 29 | 65 100 x 2 x 14 - - - |- - + - =1+ - - —-|E E -
56 | 41 | 65 100x2x7 - - - - + - + + - E _
57 | 43 | 78 100 x2 x 14 - - - - + - + + - E -
58 | 30 | 74 100 x 2 x 14 - - - - + - + + - E -
59 |29 | 74 100 x 2 x 7 - - - - + - + - - E -
60 | 45 | 62 100 x 2 x 14 - - - = + = =+ - - —-|E E —
61 | 29 | 65 100 x 2 x 7 - - - - + - + + - E _
62 | 25 | 65 100x2 x 6 - - - - + - + + - E -
63 | 26 | 63 100 x 2 x 14 - - == - + = = |+ + + —-|G E -
64 | 40 | 70 100 x2 x 7 - - - - + - + + - E -
65 | 51 | 77 100x2x7 - - - - 2+ - + + - E _
66 | 29 | 55 100x2x7 - - - - 2+ - + + - E -
67 | 28 | 62 100x2 x 7 - - - - + - + + - E _

1) VB,: Voided Bladder 1

2) doctor’s evaluation,

E: excellent

G: good
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Table 4. Susceptibility of clinically isolated Neisseria gonorrheae to quinilones
MIC (ug/ml)
Case no. - - - - ;
balofloxacin ofloxacin norfloxacin ciprofloxacin
2 0.39 0.78 1.56 0.39
3 0.20 0.39 3.13 0.39
4 =0.025 =0.025 =0.025 =0.025
5 0.39 0.39 3.13 0.20
6 0.20 0.39 0.78 0.20
7 =0.025 =0.025 =0.025 =0.025
8 =0.025 =0.025 =0.025 =0.025
10 0.05 0.05 0.05 =0.025
11 =0.025 =0.025 =0.025 =0.025
12 =0.025 =0.025 =0.025 =0.025
13 =0.025 =0.025 =0.025 =0.025
14 0.20 0.39 1.56 0.39
15 1.56 3.13 3.13 0.78
16 0.05 =0.025 0.05 =0.025
18 0.78 6.25 12.5 0.78
19 0.10 0.10 0.39 0.05
20 0.05 0.05 0.10 =0.025
21*1 3.13 12.5 50 6.25
22%2 0.39 0.78 1.56 0.39
23%2 0.05 0.05 0.05 =0.025
24*2 0.05 =0.025 0.05 =0.025
MICs,, 0.05 0.05 0.10 =0.025
MICy, 0.78 3.13 3.13 0.78

*1 drop out due to insufficient drug administration

*2 discontinuance of visiting to hospital
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DEMETHo72H, & IZHAMKS TH 2:EM%EYS
EEREDOBRFENIR SN LIIFHEICET 5 L &
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Clinical effects of balofloxacin in urethritis

Shoichi Onodera, Hiroshi Kiyota, Hirokazu Goto, Motoshi Kawahara,
Hiroshi Igarashi and Yukihiko Ohishi
Department of Urology, The Jikei University School of Medicine
3-25-8 Nishi-Shinbashi, Minato-ku, Tokyo 105, Japan

Takejiro Okazaki
Department of Urology, Tokyo Metroporitan Taito Hospital

The clinical effects of an oral quinolone preparation, balofloxacin (BLFX), on urethritis were
investigated. The subjects were 20 patients with gonococcal urethritis, 4 with gonococcal chlamydial
urethritis, 17 with chlamydial urethritis, and 26 with non-gonococcal non-chlamydial urethritis. The drug
was orally administered at a dose of 200 mg twice a day to the patients with gonococcal urethritis, and at
a dose of 100 mg twice a day, for 2—~14 days, in the other patients.

Among the 35 patients in whom clinical efficacy could be evaluated according to the Japanese Urinary
Tract Infection Drug Evaluation, clinical efficacy was rated excellent in 9 and effective in 8 of the patients
with gonococcal urethritis, effective in 3 patients with gonococcal chlamydial urethritis, and excellent in
13 and effective in 2 of the patients with chlamydial urethritis. The efficacy rate was 100%.

The efficacy by investigator's evaluation was excellent in 24 and effective in 2 of the patients with non-
gonococcal non-chlamydial urethritis, for an efficacy rate of 100%. The antibacterial activity of the drug
against 21 gonococcus strains isolated before administration was equivalent or slightly superior to that of
ofloxacin, norfloxacin and ciprofloxacin. No side effects were observed in any of the patients.

The results suggest that BLFX is safe and useful for gonococcal and chlamydial urethritis.



