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Table 1-1. Clinical results of pazufloxacin
Age R .
Case . . Treatment Total dose . esponse Side
T. D . IC)*
no. (gex) 1agnosis (mg x times x days) (€3] Organisms (MIC) clinical | bacteriological effects
1 ﬁ acute otitis media 200x3x7 4.2 S. aureus (0.20) excellent | eradicated —
2 %V(I) acute otitis media ;gg : g : Z 3.3 S. aureus (0.20) poor unchanged —
3 i/} acute otitis media ggg : 3 : 2 3.4 P. aeruginosa (0.20) | unknown unknown —
4 59 | chronic otitis me.dla 100x2 x4 0.8 S. aureus (0.10) excellent | eradicated —
M |(acute exacerbation)
5 69 | chronic otitis mgdla 100x3x7 2.1 S. aureus (0.2) excellent | eradicated —
F |(acute exacerbation)
6 40 | chronic oitis mgdla 200x2 x 11 4.4 S. aureus (0.20) excellent | eradicated —_
M |(acute exacerbation)
7 72 | chronic otitis qula 200x3x7 4.2 S. aureus (0.20) excellent | eradicated —
F |(acute exacerbation)
8 69 | chronic otitis me_dia 200x3x7 4.2 S. aureus (0.20) excellent | eradicated —
F |(acute exacerbation)
g | 67 |chronic ofitis media | 5, 3, 7 4.2 P. mirabilis 0.20) | excellent | eradicated | —
F |(acute exacerbation)
10 64 | chronic otitis me_dia 200x3x7 4.2 S. aureus (0.10) excellent | eradicated —
F |(acute exacerbation)
11 47 | chronic otitis mgdia 200x3x7 4.2 S. aureus (0.39) excellent | eradicated -
F |(acute exacerbation)
12 71 | chronic otitis mgdia 200x3x7 4.2 S. aureus (0.20) excellent | eradicated —
M |(acute exacerbation)
56 | chronic otitis media S. epidermidis (0.20) . _
13 F |(acute exacerbation) 200x3x7 4.2 Pseudomonas sp. (>100) excellent | eradicated
14 72 | chronic otitis mgdia 200x3x7 4.2 S. aureus (0.20) excellent | eradicated —
M |(acute exacerbation)
51 | chronic otitis media . .
15 F |(acute exacerbation) 100x3x7 2.1 A. xylosoxidans (6.25) good eradicated —
46 | chronic otitis media
16 F |(acute exacerbation) 200x 3 x 6 3.6 S. aureus (0.20) good unchanged —

* MIC (mg/ml): inoculum size, 105 cells/ml
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Table 1-2. Clinical results of pazufloxacin

Age Response ;
Case . . Treatment Total dose . " p Side
no. (géx) Diagnosis (mg x times x days) ® Organisms (MIC) clinical | bacteriological | effects
17 53 | chronic otitis media 100 x 2 x 6 1.2 MRSA (6.25) fair unchanged —
F |(acute exacerbation)
63 | chronic otitis media
18 M |(acute exacerbation) 100 x 3 x 4 1.2 (=) unknown unknown  |unknown
45 | chronic otitis media
19 F |(acute exacerbation) 100x3x1 0.3 CNS (0.39) unknown unknown nausea
71 | chronic otitis media .
20 M |(acute exacerbation) 200x3x7 4.2 Aspergillus sp. unknown unknown —
21 31\’2 acute tonsillitis 200x 3 x6 3.6 H. influenzae excellent | eradicated —
22 2149 acute tonsillitis 200x2 x6 24 S. aureus (0.10) good eradicated —
23 ‘rfv? acute tonsillitis 200 x3x 8 4.8 E. agglomerans (0.05) good eradicated —
30 S. aureus (0.10) h
24 F acute tonsillitis 100x3x1 0.3 S. pyogenes (1.56) | unknown unknown éas 1
S. pneumoniae (3.13) 08
31 S. aureus (0.10)
25 M acute tonsillitis 200x2x7 2.8 S. agalactiae  (1.56) | unknown unknown —
NFGNR  (=£0.025)
19 I CNS (1.56)
26 M acute tonsillitis 200x2x7 2.8 K. preumoniae (0.05) unknown unknown —
31 I S. agalactiae  (3.13)
27 M acute tonsillitis 200x2x7 2.8 A. calcoaceticus (0.20) unknown unknown —
44 chronic tonsillitis .
28 F |(acute exacerbation) 100x2 x 7 1.4 A. calcoaceticus (0.39) | excellent | eradicated —
29 ‘1,1 acute sinusitis 100x2x13 2.6 P. cepacia (1.56) good eradicated —
32 S. epidermidis  (0.39) .
30 F acute sinusitis 100x2x9 1.8 P. cepacia 3.13) fair par_tlally —
NFGNR (3.13) eliminated

* MIC (mg/ml): inoculum size, 10 cells/ml

MRSA: methicillin-resistant Staphylococcus aureus
CNS: Coagulase-negative staphylococci

NFGNR: Glucose-nonfermentative gram-negative rods
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Table 1-3. Clinical results of pazufloxacin

Age R .
Case . . Treatment Total dose . N esponse Side
no. (g;x) Diagnosis (mg x times x days) (g Organisms (MIC) clinical | bacteriological effects
31 1“7 acute sinusitis 200x 3 x7 4.2 S. pneumoniae (3.13) | unknown unknown —
32 IP? acute sinusitis 100x3x7 2.1 Serratia unknown unknown —
47 chronic sinusitis
33 F |(acute exacerbation) 100x3x7 2.1 (=) good unknown —
22 chronic sinusitis . . g .
34 M |(acute exacerbation) 200x3x 14 8.4 S. epidermidis  (0.39) good eradicated —
57 chronic sinusitis .
35 F |(acute exacerbation) 100 x3x 12 3.6 K. oxytoca (=0.025) good eradicated —
73 chronic sinusitis :
36 F |(acute exacerbation) 200x3x13 7.8 P. cepacia good unknown —
37 7}~? acute otitis externa 200 x3 x 7 4.2 S. epidermidis  (0.39) | excellent | eradicated -
38 413 acute otitis externa 100x 3 x5 1.5 S. aureus (0.78) good unknown —
39 71;1 acute otitis externa 100x3x 14 4.2 CNS (0.20) fair unchanged —
40 (I;V} acute otitis externa 200x2 x 7 2.8 CNS (0.20) fair unchanged —
41 %\47 acute otitis externa 100x3x3 0.9 S. agalactiae  (3.13) | unknown unknown  |unknown
57 R-postoperative
42 M maxillary cyst 200x2x7 2.8 (=) unknown unknown —
with infection

* MIC (mg/ml): inoculum size, 108 cells/ml
CNS: Coagulase-negative staphylococci
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Table 2. Efficacy of pazufloxacin classified by clinical diagnosis

_ . Efficacy Total
Diagnosis No. of cases excellent good fair poor (efficacy rate %)
acute otitis media 2 1 1 172
chronic otitis meqia 14 11 2 1 13/14 (92.9)
(acute exacerbation)
sub total 16 12 2 1 1 14/16 (87.5)
acute sinusitis 2 1 1 172
chronic sinusitis _ 4 4 4/4
(acute exacerbation)
sub total 1 5/6
acute tonsillitis 1 3/3
chronic tonsillitis. 1 1 11
(acute exacerbation)
sub total 2 2 4/4
acute otitis externa 1 2/4
Total 30 15 10 4 1 25/30 (83.3)
Table 3. Bacteriological response to pazufloxacin
Organism Efficacy No. of strains Eradicated Persisted Eradication rate (%)
S. aureus 13 11 2 11/13 (84.6)
MRSA 1 1 0/1
Gram-positive S. epidermidis 4 4 4/4
CNS 2 0/2
sub total 20 15 5 15/20 (75.0)
K. oxytoca 1 1 11
P. mirabilis 1 1 11
E. agglomerans 1 1 111
Pseudomonas spp. 1 1 1/1
) P. cepacia 2 1 1 1/2
Gram-negative A. xylosoxidans 1 1 111
A. calcoaceticus 1 1 1/1
NFGNR 1 1 1/1
H. influenzae 1 1 1/1
sub total 10 9 1 9/10 (90.0)
Total 30 24 6 24/30 (80.0)

MRSA: methicillin-resistant Staphylococcus aureus

NFGNR: Glucose-nonfermentative gram-negative rods
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We clinically evaluated pazufloxacin (PZFX), a new quinolone-carboxylic acid derivatives, in the
treatment of various otorhinolaryngological infections.

There were 42 subjects ranging in age from 17 to 79 years (mean age: 48.2 years) including 20 cases
with otitis media, 8 with sinusitis, 8 with tonsillitis, 5 with otitis externa, 1 with right postoperative
maxillary cyst with infection. PZFX was orally administrated in a dose of 100 to 200 mg, b.i.d. or t.i.d. for
1 to 14 days.

The clinical efficacy in 30 evaluable cases was excellent in 15 cases, good in 10, fair in 4, poor in 1.
The clinical efficacy rate was 83.3%. Bacteriologically, 30 strains were isolated and 24 of them were
eradicated. The eradication rate was 80.0%. No adverse reactions were observed except for one case of
low-grade nausea and one case of middle-grade rash. No abnormal laboratory findings were observed
except for slight elevation of eosinophils in one case but none of the abnormal fluctuations was serious or
presented any particular clinical problems.

These results suggest that PZFX is considered to be a useful antimicrobial agent for treatment of many
otorhinolaryngological infections.



