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Total number of patients Clinical efficacy
51 51
Safety
51
Fig. 1. Number of patients evaluated.
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Table 1.0 Background characteristics

Characteristics n %

Diagnosis Acute bacterial sinusitis 51 100
Sex male 14 275
female 37 725
0 19 1 2.0
200 29 8 15.7
300 39 23 45.1
400 49 6 11.8
Agel yrQJ 50 0 59 6 11.8
60 0 69 6 11.8
700 1 2.0

mean 40.5

O min O maxOd 0190 740
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Fig. 2. Susceptibility cumulative curve of clinical isolates of S. pneumoniae nO 1701
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Fig. 3. Susceptibility cumulative curve of clinical isolates of H. influenzaed n 100
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Table 2.0 Susceptibility distribution of clinical isolates of S. pneumoniaell n 0 170

MICOp g/mLO
0 0.03 0.06 0.125 0.25 0.5 1 2 4 8 16 32 0 64 total MICso MICao
GFLX 1 12 17 0.25 0.5
LVEX 1 3 13 17 1 1
CVA/AMPC 5 3 2 7 17 0.5 1
CFPN 3 1 2 3 17 0.5 1
CTRX 2 3 1 10 1 17 0.5 0.5
CAM 4 2 2 2 7 17 4 0 64
PCG 3 1 1 1 6 5 17 1 2
GFLX: gatifloxacin, LVFX: levofloxacin, CVA/AMPC: clavulanic acid/amoxicillin, CFPN: cefcapene, CTRX: ceftriaxone, CAM: clarithromycin, PCG: benzylpenicillin
Table 3.0 Susceptibility distribution of clinical isolates of H. influenzaell n O 100
MICOp g/mLO
0 0.06 0.125 0.25 0.5 1 2 4 8 16 32 0 64 total MICso MICso

GFLX 10 10 0 0.06 0 0.06

LVEX 10 10 0 0.06 0 0.06

CVA/AMPC 2 3 1 10 1 2

CFPN 6 1 1 2 10 0 0.06 2

CTRX 8 2 10 0 0.06 0.25

CAM 1 6 3 10 8 16

ABPC 1 3 2 3 130 10 1 2

alB -lactamase producing

GFLX: gatifloxacin, LVFX: levofloxacin, CVA/AMPC: clavulanic acid/amoxicillin, CFPN: cefcapene, CTRX: ceftriaxone, CAM: clarithromycin, ABPC: ampicillin
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Fig. 4. Susceptibility cumulative curve of clinical isolates of M. catarrhalis n(J 1100
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Fig. 5. Concentration of gatifloxacin in nasal discharge.
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Table 5.0 Clinical efficacy in acute bacterial sinusitis assessed by doctor in charge

Total No.

of patients Good

Excellent

Efficacy rate”

Fair Poor 0 %0

51 11 33

2 5 86.3

Y Efficacy ratel] %[1T] Exellent J Goodl Total No.of patients x 100

Table 6.00 Concentration of gatifloxacin in nasal discharge

Region No ad%%a}gt?gtiogn adTT:ri‘?l?s?rfgt?i:)n Concentration
0 day) 0 hrO Opg/gn
1 2 15 0.69
2 5 6.5 3.29
3 4 8 2.27
4 3 4 4.44
nasal discharge 5 2 2 7.04
6 4 12 1.84
7 4 11 1.62
8 4 460
9 7 8 2.58
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A study on the effectiveness of a new fluoroquinolone antimicrobial, gatifloxacin,
for acute bacterial sinusitis

Rinya Sugita
Sugita ENT Clinic, 3-14-1 Takasu, Mihama-ku, Chiba, Japan

The efficacy of gatifloxaciil GFLXO in acute bacterial sinusitis was examined based on drug sensitivity, clini-
cal efficacy, safety, and tissue penetration. Prior to administration of GFLX, specimens were collected and the
antibacterial activities of GFLX against 17 clinical strains of Streptococcus pneumoniae that were isolated from
these specimens were inspected. Gatifloxacin was found to have a minimum inhibitory concentratiof MICe[] of
0.5 ng/mL, indicating that GFLX has greater antimicrobial activity as compared to levofloxacifl LVFX[] clavu-
lanic acid/amoxicillinl CVA/AMPCL] and cefcapen& CFPNL] which have an MICy of 1 ug/mL. Fluoroquinolone
antimicrobials—GFLX and LVFX—with an MICy: 0 0.06 ug/mL, demonstrated the greatest bactericidal activity
against 10 strains of Haemophilus influenzae. These fluoroquinolone antibiotics were also found to be the
most active against 11 strains of Moraxella catarrhali§] MIC«: 0 0.06 1g/mLC An examination of the clinical
efficacy revealed that GFLX was very effective with an actual efficiency of 21.60 and a significant efficacy of
86.30 . In addition, the safety of GFLX was established because none of the cases developed hypoglycemia and
no serious adverse drug reactions were observed. The concentration of GFLX in nasal discharge was measured
1to 12 h after GFLX was administered. The concentration ranged from 0.69 to 7.04 ug/g, indicating that GFLX
had migrated into the pus at a concentration that was well over the MICy, of the S. pneumoniae, H. influenzae,
and M. catarrhalis isolates. Thus, GFLX has good tissue penetration ability. Our results suggest that GFLX is
clinically very effective in treating acute bacterial sinusitis.



