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Table 1. In vitro antibacterial activity of temafloxacin against clinical isolates -

Test organism Antibiotic MIC (ug/ml)
(no. of strain) range 50% 90%
temafloxacin 0.10 ~ 100 6.25 12.5
S. aureus norfloxacin 0.78 ~>100 100 >100
(25) ofloxacin 0.20 ~>100 25.0 50.0
enoxacin 0.39 ~>100 50.0 50.0
temafloxacin 0.78 ~ 50.0 1.56 12.5
E. faecalis norfloxacin 1.56 ~ 50.0 6.25 25.5
(24) ofloxacin 0.78 ~ 50.0 3.13 25.0
enoxacin 3.13 ~ 25.0 1.56 25.0
temafloxacin 0.025~ 6.25 0.05 0.39
E. coli norfloxacin 0.025~ 125 0.10 0.78
(25) ofloxacin 0.025~  6.25 0.05 0.78
enoxacin 0.05 ~ 50.0 0.10 3.13
temafloxacin 0.05 ~ 25.0 0.10 3.13
K. pneumoniae norfloxacin 0.05 ~ 50.0 0.10 6.25
(25) ofloxacin 0.05 ~ 25.0 0.10 1.56
enoxacin 0.10 ~ 50.0 0.20 12.5
temafloxacin 0.10 ~>100 1.56 >100
S. marcescens norfloxacin 0.05 ~>100 6.25 >100
24) ofloxacin 0.10 ~>100 3.13 100
enoxacin 0.10 ~>100 3.13 >100
temafloxacin 0.39 ~>100 6.25 >100
P. aeruginosa norfloxacin 0.78 ~>100 6.25 100
(25) ofloxacin 0.78 ~ 100 12.5 100
enoxacin 0.39 ~>100 6.25 >100
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Table 2. Clinical summary of acute uncomplicated cystitis patients treated with temafloxacin

Caelt Treatment Symptom | Pyuria Bacteriuria (before/after) Evaluation .
aselAge . . ide
. () Sex|Diagnosis| dose  |duration| / before before species count |[MIC (mcg/ml) UTE | doctor [effects Remarks
(mg x times)| (days) |\ after ) |\ after P (CFU/m))| 10° CFU/ml
: 6
1 {8[F| AUC | 150x2 3 % % E'_COI' 12 §0;025 excellent[excellent| —
: 6
2|2|F| AUC | 150x2 3 % % E'_wh 1_0 §0;025 excellent |excellent] —
3|1|F| AUC | 150x2 | 3 s = - - | good | -
412 (F|AUC | 10x2 | 3 | —— | = ~ | good | -
N : 8 _
ST7|F| AUC | 300x2 5 = (Ko — 1_0 — —  lexcellent| -

AUC: acute uncomplicated cystitis
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Table 3. Clinical summary of complicated UTI patients treated with temafloxacin
- Treatment Pyuria Bacteriuria (before/after) Evaluation
Case|Age Diagnosis Side
Sex - — [Catheter dose |duration| / before count |MIC (meg/mi) Remarks
no. underlying condition ou —_— i
v e FP g times) (daye) after> speces | Crym)| 108 CUjl | U7 | doctor | e
: 6
15| p | —L — loa| moxz | 5 | 2 | Lol | IO OB ebent fexcelent
renal stone - - -
CCP + E. aerogenes | 10° 50
2|60M renal stone - |G3| 0x2 5 - E. aerogenes | 10° 50 poor | poor |~
CCP H E. coli 10 0.39
3|5(F Tenal stone — | G3| 150x2 5 " — moderate | good | —
Ccp " ] ] _
4 |41 | F | renal stone — |G3| 300x2 5 p = — = - good | -
ureteral stone -
; 7
5 (48 |F cep ~ les| moxe | 5 | 2 | L |10 303 | excellent [excellent] —
renal stone - - - -
659 |F CeP ~ loa| moxz | 5 | 2 |[Kpreumonize) 10° ~— | excellent Jexcellent| -
renal stone - - - -
CCP + E. coli 105 0.05
TI5|F ureteral stricture | G3| 130x2 5 + GPR 108 - poor | good | —
: 5
gl F|—SE | _ |ca| wmoxz | 5 | 2 | Lo | 1O 005 f o etent fexcelent
VUR - - - -
: 7
9|7 (F L — | G4 150x2 5 = E. col 10 0.05 excellent |excellent
neurogenic bladder - - -
CCC # - - - . .
1040/ F neurogenic bladder | G4 | 3002 L - - far - enptin
cee # | S. agalactize | 10° 0.78
11 |13|F n—eurogenic vadder | G4 | 150x2 5 — — — — excellent | good
" 7
26 |F|—2C | _ lca| moxz | 5 | —— |Cofrwndi | 10 000 | ocellnt [excellent] —
neurogenic bladder - - -
—CCC__ S 108 -
13 78| F |newogenicbladder| — |G4| 1.50x2 | 5 | —— |- excellent excellent| -
BPH - - -
cec " K. pneumoniae| 107 0.20 -
14 62| M | - G-6| 150x2 5 " E. cloacae | 107 0.10 |moderate| good | -
cce + | S. agalactize | 108 -
15178 |M BPH — | G4 150x3 5 |5 sidermidis | 107 — excellent |excellent
__ e o CNS <108 50 |
1634 F bladder tumor - | G4 10x2 5 + - _ Z - fir
- ; .
17 |66 | F ﬁm — | G4 | 150x2 5 % E‘_wh 12 0'_10 excellent |excellent
ccC + E. faecalis 108 1.56 .
18 59 (M prostatic cancer | G4 | 150x2 5 + E. faecalis | 102 - modentls| it

CCP: chronic complicated pyelonephritis
GPR: gram-positive rods

VUR: vesicoureteral reflux

CCC: chronic complicated cystitis

BPH: benign prostatic hypertrophy
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Table 4. Overall clinical efficacy of temafloxacin in complicated UTI

T Pyuria Cleared Decreased Unchanged Effect. on
Bacteriuria bacteriuria
Eliminated 10 1 1 12 (80%)
Decreased 1 1( 7%)
Replaced 1 1( 7%)
Unchanged 1 1 ( 7%)
Effect on pyuria 11 (73%) 1 (7%) 3 (20%) ])atlell'l; total
@ Excellent 10 (67%)

overall efficacy rate
[ Moderate 8 13/15 (87%)
| | Poor (including failure) 2
Bacteriological response
Total no- of Eradicated Persisted*
strains
15 12 (80%) 3

* regardless of bacterial count

Table 5. Overall clinical efficacy of temafloxacin classified by the type of infection

Group (;Zégrfxtpsff:ttjl) Excellent | moderate | Poor efﬁ(z::;aite
group 1 (indwelling catheter) 0 ( 0%)
. group 2 (post-prostatectomy) 0 ( 0%)
M°;‘;::§;‘;bm group 3 (upper UT) 7 47%) 4 1 2 1%
group 4 (lower UTT) 7 (47%) 6 1 0 100%
sub-total 14 (93%) 10 2 2 86%
o group 5 (indwelling catheter) 0 ( 0%)
Poilnyzal::gg:ld group 6 (no indwelling catheter) 1( 7%) 0 1 0 100%
sub-total 1 ( 7%) 0 1 0 100%
Total 15 (100%) 10 3 2 87%
ncter | Gereent of otay | Breclent | Moderate | Poor | (O
Yes 0 0( 0%)
No 15 15 (100%) 10 3 2 87%
Total 15 15 (100%) 10 3 2 87%
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Table 6. Bacteriological response to temafloxacin in complicated UTI

Isolate No. of strains Eradicated (%) Persisted*
S. aureus 1 1 (100%) 0
CNS 1 1 (100%) 0
S. agalactiae 2 2 (100%) 0
E. faecalis 1 0( 0%) 1
E. col 7 7 (100%) 0
K. pneumoniae 2 2 (100%) 0
E. cloacae 1 1 (100%) 0
E. aerogenes 1 0( 0%) 1
C. freundii 1 1 (100%) 0
Total 17 15 ( 88%) 2

CNS: coagulase-negative staphylococci  *regardless of bacterial count
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Fundamental and clinical studies on temafloxacin in urinary tract infections

Masaya Oshi and Yoshio Aso
Department of Urology, Faculty of Medicine, University of Tokyo
7-3-1 Hongo, Bunkyo-ku, Tokyo, 113, Japan

Yoshikazu Hirano, Takashi Tominaga and Youji Nishimura
Department of Urology, Mitsui Memorial Hospital

Temafloxacin (TMFX), a new quinolone antimicrobial agent, was evaluated in terms of its MIC:
values against clinical isolates and for clinical efficacy in patients with urinary tract infections
(UTI). The MIC values for 148 strains consisting of 6 species isolated from patients with UTI were
compared against those of norfloxacin (NFLX), ofloxacin (OFLX) and enoxacin (ENX).

Against Staphylococcus aureus and Enterococcus faecalis, the antibacterial activities of TMFX
were superior to those of the comparative drugs.

Against Escherichia coli, Klebsiella pneumoniae, Serratia marcescens and Pseudomonas aeruginosa,
antibacterial activities of TMFX were comparable to those of the other drugs tested.

The clinical efficacy of TMFX was evaluated for a total of 24 patients, 5 with acute
umcomplicated cystitis (AUC), 1 with gonorrheal urethritis and 18 with complicated UTI but no
indwelling catheter. Efficacy was judged according to the criteria of the Japanese UTI commitee.

The clinical efficacy rate in the 2 evaluable cases with AUC was 100%.

The clinical response in the 15 evaluable cases with complicated UTI was excellent in 10 and
moderate in 3, the efficacy rate being 87%.

As a side effect of TMFX, erruption was observed in one of the 24 cases, but disappeared upon
discontinuation of TMFX. Abnormal laboratory findings were not observed in any of the 24 cases.

We conclude that TMFX is a useful drug in the treatment of urinary tract infections.



