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Table 1. Patients’ background characteristics

Diagnosis AUC Complicated UTI

male 0 20

Sex
female 14 1
~ 19 0 0
20 ~ 29 4 0
30 ~ 39 0 2
Age 40 ~ 49 1 1
om) 50 ~ 59 3 10
60 ~ 69 1 6
70 ~ 79 5 9
80 ~ 89 0 3
30 ~ 39 1 0
Body 40 ~ 49 4 9
weight 50 ~ 59 3 12
kg) 60 ~ 69 0 5
70 ~ 79 0 0
unknown 6 5

AUC: acute uncomplicated cystitis

UTI: urinary tract infection
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Table 2. MIC distribution of three new quinolones against species of bacteria isolated from patients before treatment

105 CFU/ml
; MIC (ug/ml)
, Organism ) Antibiotic
no. of strains range MICg, MICy,
Coagulase (—) temafloxacin 0.1~12.5 0.78 12.5
Staphylococcus ofloxacin 0.2~12.5 1.56 6.25
(5) ciprofloxacin 0.1~25 6.25 6.25
E. faecalis temafloxacin 0.2~50 0.78 50
] ofloxacin 0.78~100 3.13 50
ciprofloxacin 0.2~50 0.78 25
E. coli temafloxacin 0.05~0.78 0.05 0.1
21) ofloxacin 0.05~0.78 0.05 0.1
ciprofloxacin 0.05~0.1 0.05 0.05
K. pneumoniae temafloxacin 0.1~0.78 0.1 0.78
4) ofloxacin 0.1~0.78 0.1 0.78
ciprofloxacin 0.05~0.2 0.05 0.2
C. diversus temafloxacin 0.05~ >100 0.05 >100
(CY) ofloxacin 0.05~ >100 0.1 >100
ciprofloxacin 0.05~ >100 0.05 >100
P. aeruginosa temafloxacin 0.1~50 0.2 50
4 ofloxacin 0.2~100 0.39 100
ciprofloxacin 0.05~50 0.1 ‘ 50
Table 3. Overall clinical efficacy of temafloxacin in acute uncomplicated cystitis
Symptoms Resolved Improved Persisted Effect on
Pyuria cleared | decreased | unchanged | cleared | decreased | unchanged | cleared | decreased | unchanged bacteriuria
eliminated 4 4
. . |decreased
Bacteriuria (teplaced) 0
unchanged 0
Effect on pain .
on micturition 4 0 0 panen: total
Efficacy on pyuria 4 0 0
— ;
) te
[:] Moderate 0 overall effe:ﬂreness ra
I l Poor (including failure) 0
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Table 4. Bacteriological response to temafloxacin in acute uncomplicated cystitis

Isolates No. of strains Eradicated Persisted S:;ta::straexﬁt::;g

E. coli 4 4

Total 4 4

Table 5. Overall clinical efficacy of temafloxacin in complicated UTI
Bacteriuria Pyuria Cleared Decreased Unchanged ﬁﬁi:;’;g:
Eliminated [ 11 2 5 18 ( 78%)
Decreased 0
Replaced 2 2( 9%)
Unchanged 1 2 3 (13%)
Efficacy on pyuria 14 (61%) 2 (9%) 7 (30%) 23 (100%)
- [C—1] Exceltent 11 (48%) _

[ ] Moderate 9 (39%) O aaa
| I Poor (including failure) 3 (13%)

Table 6. Overall clinical efficacy of temafloxacin classified by the type of infection

Group (II;Ieor'C;f] tpzij::tt:l) Excellent | Moderate | Poor e ﬁg:‘t,iiza;]ess
1st group (indwelling catheter) 0 —
o 2nd group (post prostatectomy) 0 —
MO;E::EZ?MI 3rd group (upper UTI) 0 —
4th group (lower UTI) 15 ( 65%) 8 5 2 87%
sub total 15 ( 65%) 8 5 2 87%
o 5th group (indwelling catheter) 2( 9%) 1 1
Pom z::lal 6th group (no indwelling catheter) 6 ( 26%) 2 4
sub total 8 ( 35%) 3 1
Total 23 (100%) 11 9 3 87%
Indwelling catheter (i(;'c;fl tpg;if:tt:l) Excellent | Moderate | Poor e ffg::i?:r?ess
Yes 2( 9%) 1 1
No 21 ( 91%) 10 9 2 90%
Total 23 (100%) 11 9 3 87%
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Table 7. Clinical efficacy rate of temafloxacin against complicated UTI classified by dose

Clinical efficacy

Dose No. of Efficacy
(mg x /day) cases excellent moderate poor rate (%)
150 x 2 12 7 3 2 .83

200x3 1 0 1 0
300x2 10 4 5 1 90
Table 8. Bacteriological response to temafloxacin in complicated UTI
. Eradicated . Strains appearing
Isolates No. of strains @) Persisted after treatment
S. aureus 2 2
GPC S. auricularis 1 1
Coagulase (—) staphylococcus 2 2
E. faecalis 5 4 1
sub total 10 9 (90%) 1
E. coli 8 8
K. pneumoniae 3 3
C. diversus 3 2 1 1
E. cloacae 1 1
GNR S. marcescens 1 1
P. rettgeri 1 1
P. mirabilis 1 1
P. aeruginosa 3 2 1
sub total 21 19 (90%) 2
Yeast 1
Total 31 28 (90%) 3 2

GPC: Gram-positive cocci  GNR: Gram-negative rods
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Table 9, Bacteriological response classified by MIC

. MIC (ug/ml) Inoculum size: 10 CFU/ml Total

Organisms 0.05 | 0.05 ] 0.10 [ 0.20 [ 0.39 | 0.78 | 1.56 | 3.13 | 6.25 | 12.5 | 25 | 50 | 100 | (%)

S. aureus 111 |11 2/2
S. auriculanis 11 11
Coagulase (—) staphylococcus 11 11 2/2
E. faecalis 11 | 2/2 11 0/1 4/5
E. coli 4/4 2/2 11 11 8/8
K. pneumoniae 2/2 11 3/3
C. diversus 2/2 0/1 2/3
E. cloacae 171 11
S. marcescens /1| 11
P. retigent 11 11
P. mirabilss 11 1/1
P. aeruginosa 1/1 | 111 0/1 2/3
’([;(;;lication rate %) 5/5 4/4 | 3/3 | 3/3 |34 |6/6 |11 |11 0/2| 2/2 2(89/03)1
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Clinical studies on temafloxacin in urinary tract infections
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Temafloxacin (TMFX), a new quinolone, was administered to 45 patients with acute uncompl;-
cated cystitis and complicated urinary tract infection (UTI), and the following results were
obtained.

1) After 3 days of treatment, excellent responses were observed in all 4 patients with acute
uncomplicated cystitis.

2) After 5 days' treatment of 23 patients with complicated UTI, excellent responses were
observed in 11 cases, moderate in 9 and poor in 3.

The overall clinical efficacy rate was 87%.

3) Bacteriologically, all 4 strains of Escherichia coli from acute uncomplicated cystitis and 28
of 31 strains from complicated UTI were eliminated after treatment.

4) No side effects were observed, but abnormal laboratory findings were observed in one
patient, who showed elevations of GOT, GPT, y-GTP and ALP.

These data suggested that TMFX was an excellent drug for acute uncomplicated cystitis and
complicated UTIL



