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Table 1. Clinical summary of UTI cases treated with temafloxacin (uncomplicated UTI)
;—A . Treatment Symptoms| Pyuria Bacteriuria (beforglafter) Evaluation Side Abnormal
l:xose (5) Sex|Diagnosis| dose  |duration <before> <before> swecies count | MIC (ug/ml) UTI ldoctorletfects labon:atory
b (mg x time) | (day) |\ after after P (CFU/ml){10° CFU/ml findings
S. saprophyticus |  10° 0.39
acute +H H CNS 10¢ 6.25 _ _
1|83 F cystitis 150x2 5 - + Corynebacterium 50 good | (=) =)
sp.
acute + + E. coli 107 0.05 lexcel-|excel-
2|50|F cystitis 150x2 3 - - - lent | lent =) =)
acute - + +# E. coli 10° 0.10 excel-
3|62 F cystitis 1502 8 - - Candida sp. 10 good e | )|
acute + + E. coli 107 0.05 excel-
|6 F cystitis 1602 7 - - - lent ) =)
: acute + H E. cols 107 0.05 [excel-|excel-
|®|F cystitis 1502 3 - - - I lent | lent St

CNS: coagulase-negative Staphylococcus  *: did not satisfy the criteria of the Japanese UTI Committee

Table 2-1. Clinical summary of UTI cases treated with temafloxacin (complicated UTI)

el Diagnosis - Treatment Pyuria Bacteriuria (before/after) Evaluation S Abnormal
wselAgel. | == ide
® (;Sex Underlying ~ [Catheter o dose |duration| / before . count |MIC (ugfml) UTI Ldoctor lefects laboratory
' condition (mgxtime)| (day) | \ after SPECES | CFU/m) [ 10° CFU/mI octor findings
CCC : 6
U let|F —neurogenic - lea! 10x2 5 + E. faecalis 10 0.78  |excel- [excel- (=) =)
bladder - lent | lent
CCC .
—_— + P. aeruginosa | 10° 25
2 |T2{M| neurogenic - | G4 | 150x2 5 - = poor | poor | (=) (-)
bladder * P. aeruginosa | 10 100
- CCC .
—_— # E. cols 106 0.05 | mod- |excel-
3 75| F| newogenic | - |G4| 150x2 | 5 (=) (=)
bladder CNS 103 50 erate | lent
: CCC - - K. pneumoniae | 10° 0.10 mod-
4 |87(F | neurogenic - | G4 | 150x2 5 " E. faecalis 10 25 erate good | (=) (=)
bladder Candida albicans| 10°
CCC : 6
5 56 M _——neurogenic = loa! 10¢2 5 +H E. coli 10' 0.10  |excel- [excel -) =)
bladder - - lent | lent
CCP
T rateral 5
6 |53 M It. :tr:;:ra] _ 63 | 150x2 5 4):# Streptoglc)m D) 10 0.78 good | (=) (=)
hydronephrosis
CCC -+ E. coli 107 <0.025 | mod- |excel-
7 _ | . = - -
&M BPH G4 | 150x2 5 * - erate | lent ) )

CCC: chronic complicated cystitis, ~ CCP: chronic complicated pyelonephritis, ~ BPH: benign prostatic hypertrophy,
CNS: coagulase-negative Staphylococcus ~ ND: not done *: did ot satisfy the criteria of the Japanese UTI Committee
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Table 2-2. Clinical summary of UTI cases treated with temafloxacin (complicated UTI)
iaomogi Treatment ; Bacteriuria (before/after) Evaluation
Case|Age m UTl Pyura Side Abnora
. | ©) Sex| Underlying  (Catheter group|  dose [duration <.b_°f.'1e.> svecies count [MIC Gugim)| .o doctor|efects Iaboratory
condition (mgxtime)| (day) |\ alter pe (CRU/ml)| 108 CFU/ml g fndings
CCP
. rt. ureteral _ : - - -
Blar| " 3| 150x2 | 5 - - bir [ (<) | (-)
hydronephrosis
S-GOT 22-29
S-GPT 17-28
o o M| —2—| - e8| w2 | 5 [—= s | <1® |07 good | (<) [ALP 3504570
LDH 301-462
1-GTP 56229
CCC ..
—_— ks C. freundii 107 100
10 {70 | F | neurogenic - G4 | 150x2 5 - - poor | poor | (-) (-)
bladder # C. freundis 10 100
CCC
BPH s
11| 77 | M | biadder stone G4 | 1s0x2 | 5 |—% SIH, b L L | P
+ - erate
urethral
stricture
CCC . 6
12 |63 | M | wrethed Gaf 1802 | 5 |—= PE'f‘”“."‘;';a igs 0 | )| )
stricture - e
CCcC # E. coli 107 0.05 |excel- |excel
13)18|M —mE | " G4 | 150x2 5 — — lent | lent =) (-)
CCp S. saprophyticus | 10° 039 | S-GOT 1534
——| _ ’ + S. agalactize | 107 0.78 " | good | (=) |S-GPT 10-87
W4 F el G6 | 180x2 15\ | Flavobaceriom | 18| 100 | ALP 53257
sp. 7-GTP 21165
CCC ' Corynebacterium
15 |82 [ F | bladder G4 | 150%x2 | 5 " sp. 10° 6.25 | poor | poor | (<) )
cancer - E. faecium 103 100
ccp . ,
16 le6 I m cce 63| 300x2 5 C. diversus 10 0.05 |excel- |excel- =) =)
_ - - lent | lent
BPH
PPl H - ]
17* ({70 | M —BE | " G2 | 300x2 5 m poor | (=) (=)
CccC +# E. coli 107 0.05 |excel- |excel- S-GOT 27-58
18165\ M| —gpg—| - |G4|%0x2 | 5\ — . fent | lent | ) |SGPT 22082
__cc " A. calcoaceticus | 108 0.10 mod-
19 |90 |M|™ BPH + |65 30x2 | 5 E. foecalis | 105 | 156 god [ () | (=)
++ erate
bladder stone _

CCC: chronic complicated cystitis,
CNS: coagulase-negative Staphylococcus  ND: not done

CCP: chronic complicated pyelonephritis,

*: did not satisfy the criteria of the Japanese UTI Committee

BPH: benign prostatic hypertrophy,

PPI: post-prostatectomy infection v
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Escherichia coli D A IR RE TH ) Tk L7z,
E5HMBLEIX1HIC BV TEE 1 B(Candida) HTRED
bz BRI REE T, 12WH1 78k 2300
Hh, Citrobacter freundii 18k & Pseudomonas aeruginosa
IARAF L, THKHI288.2% Td o 72(Table 5)o #
5B E X Table 61C7RTo FHIC & 5 BMELRRI
EREZO LN oz, BRREMBE X260
GOT, GPT, ALP, 7-GTP® LH(5 H1HIILDHS +
)L 15II2GOT, GPTO LR %7,

A, T4 13REREIE24 B2 B TMFX O B
KERE 24T o 720 BMMERBRBYEEICHB VT, UTI
FYTMEETLAADUL, EHRENETLHEY

METH o7z0 F7oBMEVERMISSIEICBWTI,
UTIEA) 2 1T R0.0%, IREEME TT73.7% DA|
BMERL, REZEMETH 720 UTIBERDHEA M
WAL ZSEBI OMIR S0 U L, MR BR Bk e
WCBWTIBRBRRDIEK, BMEEIR BRI 12 B8V T
1, 17BRAFISEBRATH A LI A 488.2% Tdh o720 [
HBSERRIVE R 12RR D S N o 72 2f, BRI O YR
fHABBR LN/ VIR FRIED LMD SR
oA, HICBTAROLDTIE S d o7 BEE D,
AHNEAE O D RBERGEIGMIE & LT, AR
TE&LHHLBbNS

Table 3. Overall clinical efficacy of temafloxacin in complicated UTI

. yuria Cleared Decreased Unchanged Effect‘ on
Bacteriuria bacteriuria
Eliminated | 5 | 2 1 8 (53.3%)
Decreased
Replaced 2 2 1 5 (33.3%)
Unchanged 2 2 (13.3%)
Effect on pyuria 7 (46.7%) 4 (26.7%) 4 (26.7%) patielt total
|:|] Excellent 5 (33.3%)
overall efficacy rate
:] Moderate » 7 (46.7%) 12/15 (80.0%)
] Poor (including failure) 3 (20.0%)
Table 4. Overall clinical efficacy of temafloxacin classified by the type of infection
No. of cases Overall
Group (shared rate) Excellent | Moderate | Poor efficacy rate
group 1 (indwelling catheter) ( %) ( %)
group 2 (post-prostatectomy) ( %) ( %)
Moromicrobi
°;‘;§:§;‘;b‘al group 3 (upper UTD) 1 ( 6.7%) 1 11 (100%)
group 4 (lower UTI) 12 (80.0%) 4 5 3 9/12 (75.0%)
Sub total 13 (86.7%) 5 5 3 |10/13 (76.9%)
P group 5 (indwelling catheter) 1(6.7%) 1 1/1 (100%)
'olymicrobi
hff?g::m group 6 (no indwelling catheter) 1( 6.7%) 1 1/1 (100%)
Sub total 2 (13.3%) 2 2/2  (100%)
Total 15 (100%) 5 7 3 |12/15 (80.0%)
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Table 5. Bacteriological response to temafloxacin in complicated UTI
Isolates No. of strains Eradicated (%) Persisted*
E. faecalis 2 2/2
E. faecium 1 171
S. saprophyticus 1 11
S. agalactiae 1 11
Corynebacterium sp. 1 11
CNS 1 1
A. calcoaceticus 1 11
C. freundii 1 0/1 1
C. diversus 1 11
E. coli 5 5/5
K. pneumoniae 1 11
P. aeruginosa 1 0/1 1
Total 17 15 (88.2%) 2
*Persisted: regardless of bacterial count
Table 6. Strains* appearing after temafloxacin treatment in complicated UTI
Isolates No. of strains (%)

E. faecalis 1/6

E. faecium 1/6

CNS 1/6

P. aeruginosa 1/6

Flavobacterium sp. 1/6

Candida 1/6

Total 6/6
*: regardless of bacterial count

X 13 Temafloxacin(TA-167), K%, 1991

1) #ZH B, REBig— | 39 B A{LEHEESE 2) UTIFRSUCE | KBRIEFK) | UTIERDSRliEE
STHHBAXBER FED VKRI Y L, (583hK)o Chemotherapy 34 : 408~441, 1986
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We performed a clinical evaluation of temafloxacin (TMFX) in urinary tract infections (UTI).
TMFX was administered to 5 patients with uncomplicated urinary tract infections at a daily dose
of 300 mg for 3~7 days, and to 19 patients with complicated urinary tract infections at a daily
dose of 300 or 600 mg for 5 days.
~ According to the criteria of the Japanese UTI Committee (3rd. Ed), the efficacy rate was 100% in
uncomplicated urinary tract infections and 80% in complicated urinary tract infections.
.-No serious side effects were observed. Laboratory abnormalities consisted of elevation of GOT
and GPT in one case, elevation of GOT, GPT, ALP, LDH and y-GTP in one case, and elevation of
GOT, GPT, ALP and y-GTP in one case.



