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Table 1-1. Therapeutic effects of balofloxacin in otorhinolaryngological infections
c Age Diagnosis Causative organisms Doses Evaluation Side effects and
25 | . | "underlying diseases | ““® (IC g/m)) | (mg x time x days) | bacteriological | clinical abnormal changes
Sex and complication after (Total) effects effects | In laboratory tests
) 49 | acute otitis media negative 100x 2 x 8 o d
F - (1600 mg) unxnown 800 -
5 54 acute otitis media negative 200 x 2 x 4 )
P — (1600 mg) unknown fair —
3 26 acute otitis media | P. aeruginosa (3.13) 200 % 2 x 7 dicated "
F — (2800 mg) eradicate excellent —
: 42 | chronic otitis media™ negative 200% 2 x6 o I
M — (2400 mg) unknown excellent —
A. xylosoxidans (50)
78 | chronic otitis media* CNS (6.25) ;
. ; o 200x 2 x 7 partially .
5 v — S. epidermidis (0.78) (2800 mg) eradicated fair —
A. xylosoxidans (50)
5 77 | chronic otitis media* | S. aureus (0.1) 200 % 2 x 2 a
F — (800 mg) op out —
37 acute sinusitis P. acnes (0.2)
: : 200x2x7 .
7 M — — (2800 mg) eradicated |excellent —
43 chronic sinusitis* negative 100x2x 7
8 I." — (1400 mg) unknown good —
9 29 | chronic sinusitis* S. aureus 200 x 2 x 14 dicated
r — (4800 mg) eradicate poor —
63 o Corynebacterium (0.05)
chronic sinusitis CNS (0.1) 100 x 2 x 14 eradicated  |excellent .
10 | - (2800 mg)
M —
74 chronic sinusitis™® negative
11 1\-/[ — g 1(?20)821:5 unknown |excellent —
12 20 | chronic sinusitis* | a-Streptococcus (0.39) 200x 2 x 11 dicated
I\./I — (4200 mg) eradicate excellent —
45 chronic sinusitis™ normal flora 200 x 2 x 14
13 I\./I — (5600 mg) unknown good -
29 chronic sinusitis* H. influenzae (0.05) 100X 2 x 7
14 I.: — (1400 mg) eradicated |excellent —
15 34 chronic sinusitis* normal flora 200 2 x 7 " "
. — (2800 mg) unknown |excellent —
25 acute tonsillitis S. pyogenes (0.2)
. : : 100x2x7 .
16 . — (2800 mg) eradicated  |excellent —
. 43 acute tonsillitis X. mallophilia (3.13) 200x2 x5 )
7 M — (2000 mg) eradicated |excellent —

CNS: coagulase-negative Staphylococcus
#: These cases exacerbated acutely.
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Table 1-2. Therapeutic effects of balofloxacin in otorhinolaryngological infections
c Age Diagnosis (ll)alflsative organisms Doses Evaluation Side effects and
naose * | underlying diseases | “* ¢ ic ug/ml) | (mgx time x days) | bacteriological | clinical | abnormal changes
© | Sex and complication after (Total) effects effects | in laboratory tests

31 acute tonsillitis S. aureus (0.1)

18 . %380)2)2;: )5 eradicated |[excellent —
F _ g
25 -~ S. aureus (0.1)

19 . acute tonsilitis S. pyogenes (0.1) 2(3(8)0?)2nrg)7 eradicated |excellent —
F _ —
47 | acute external otitis S. aureus (0.05) 100x 2 x 3

20 . (600 mg) drop out —
M —
65 | acute external otitis Candida species

21 . - P - 1002 x 5 unknown  |unknown -
F — Candida species (1000 mg)
19 acute pharyngitis S. aureus (0.05)

22 . 1(?80)2)21,: ? eradicated |excellent —
M - g
61 | purulent sialoadenitis normal flora 200 x 2 x 3

23 . 1200 mg) unknown excellent —
F cerebral infarction ( mg
47 | purulent sialoadenitis normal flora 200 x 2 x 7

24 . (2800 mg) unknown excellent —
M — g
69 | purulent sialoadenitis S. aureus (0.05)

25 . %ggo)aznf )7 eradicated |excellent —
F — g
61 | purulent sialoadenitis S. aureus (0.1) 200x2x5

26 . eradicated |excellent —
F _ (1800 mg)
75 | purulent sialoadenitis normal flora 200 % 2 x 7

27 . (2400 mg) unknown excellent —
F — g
52 | purulent sialoadenitis normal flora 200 x 2 x 7

28 . (2800 mg) unknown excellent —
M sialolithiasis mg
47 | purulent sialoadenitis normal flora 2002 x 7

29 . (2800 mg) unknown excellent —
M —
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7z (Table 5), S. aureus 6 H ¥k D BLFX % 4130.05 ~ BLFX & ofloxacin%%50.g/ml, ciprofloxacin¥6.25ug/ml T
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Table 2. Clinical efficacy of balofloxacin classified by diagnosis

Diagnosis No. of cases Clinical efficacy - Effective rate
excellent good fair poor (%)

Acute otitis media 3 1 1 1 2/3
Chronic otitis media™ 2 1 1/2
Sub total 5 2 1 2 3/5
Acute sinusitis 1 1 1/1
Chronic sinusitis™ 8 5 1 7/8
Sub total 9 6 1 8/9
Acute tonsillitis 4 4 4/4
Acute pharyngitis 1 1 11
Purulent sialoadenitis 7 7 717

Total 26 20 3 2 1 23/26 (88.5)

*These cases exacerbated acutely.

Table 3. Clinical efficacy of balofloxacin classified by severity of symptoms and daily doses

Tvoe No. of cases Clinical efficacy Effective rate
yp ) excellent good fair poor (%)
mild 3 1 1 1 2/3
Severity moderate 18 15 1 2 16/18
severe 5 4 1 5/5
. 200 mg 7 5 2 717
Daily dose 40 g 19 15 1 1 16/19
Total 26 20 3 1 23/26 (88.5)

Table 4. Clinical efficacy of balofloxacin classified by causative organisms

Clinical efficacy .
Organisms isolated No. of cases - Effective rate
’ excellent good fair poor (%)

[Mono infection]

S. aureus 5 4 1 4/5

S. pyogenes 1 1 1/1

a-Streptococcus 1 1 1/1

P. acnes 1 1 1/1

H. influenzae 1 1 1/1

X. maltophilia 1 1 11

P. aeruginosa 1 1 1/1
[Multi-infection]

Two species 2 2 2/2

Three species 1 1 01
Total 14 12 0 1 1 12/14 (85.7)
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Table 5. Bacteriological effects of balofloxacin

) . . Bacteriological effects Eradication rate
Organisms isolated No. of strains eradicated replaced decreased unchanged (%)
[GPB]
S. aureus 6 6 6/6
S. epidermidis 1 1 1/1
CNS 2 2 2/2
S. pyogenes 2 2 2/2
a-Streptococcus 1 1 1/1
Corynebacterium spp. 1 1 1/1
P. acnes 1 1 11
[GNB]
H. influenzae 1 1 1/1
A. xylosoxydans 1 1 0/1
X. maltophilia 1 1 11
P. aeruginosa 1 1 111
Total 18 17 0 0 1 17/18 (94.4)
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Clinical effects of balofloxacin in otolaryngological infections

Naoya Miyamoto and Shunkichi Baba
Department of Otorhinolaryngology, Nagoya City University Medical School
1 Kawasumi, Mizuho-cho, Mizuho-ku, Nagoya 467, Japan

Akira Yokota, Hiromi Ito and Kaoru Kato
Department of Otorhinolaryngology, Nagoya City Higashi General Hospital

Hisato Motai, Kazuho Moribe and Isato Tsuge
Department of Otorhinolaryngology, Toyohashi Municipal Hospital

Toshio Kimura
Department of Otorhinolaryngology, Ichinomiya Public Hospital

The clinical effects of a new oral quinolone, balofloxacin (BLFX), were studied in patients with
otolaryngological infections. The subjects consisted of 9 patients with sinusitis, 7 with purulent
sialoadenitis, 5 with otitis media, 4 with tonsillitis and 1 with laryngopharyngitis, were orally adminis-
tered at a dose of 100 mg or 200 mg of BLFX twice a day for 3~14 days.

The clinical effects were rated as excellent in 20, good in 3, fair in 2 and poor in 1, for an overall
efficacy rate of 88.5%. The severity of infectious symptoms and daily dose had no influence on the clinical
effects. The efficacy rate in patients in whom pyogenic bacteria were isolated was 85.7% (12/14), and
the eradication rate in pyogenic bacteria was 94.4% (17/18 strains). Achromobacter xylosoxidans
remained in a patient with multi-infection with three species (coagulase-negative Staphylococcus, Staphylo-
coccus epidermidis and A. xylosoxidans) .

No side effects or abnormal changes in clinical laboratory test values were observed in any of the
patients.

From these results, the drug was suggested to be safe and effective for otolaryngological infections.



