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Fig. 1. Dosage schedule.

Table 1. Departments of urology and doctors taking part in the study

Institution

Doctors

Kobe University, School of Medicine
Hyogo Prefectural Kakogawa Hospital
Miki City Hospital

Kobe National Hospital

Nishiwaki City Hospital

Kansai Rosai Hospital

Yodogawa Christian Hospital

Hyogo Prefectural Adult Disease Center
Kasai City Hospital

Kobe Shakai Hoken Central Hospital

Okayama University, School of Medicine
Okayama City Hospital

Okayama Red Cross Hospital

Kasaoka City Hospital

Tamano City Hospital

Tsuyama Central Hospital

Dojinkai Konko Hospital

Kagawa Prefectural Central Hospital
Tottori City Hospital

Himeji St. Maria Hospital

Kyushu University, Faculty of Medicine
Fukuoka City Hospital

Miyazaki Medical School

Miyazaki Prefectural Hospital

Saga Medical School

Chikuho Rosai Hospital

Sanshinkai Hara Hospital

Fukuoka University, Faculty of Medicine
Kyushu Kosei Nenkin Hospital

Kyushu Rosai Hospital

Shinnittetsu Yahata Hospital

Saiseikai Yahata Hospital

Moji Rosai Hospital

Sadao Kamidono, Soichi Arakawa, Shinsuke Takagi
Hideo Oshima

Hiroshi Okada

Keiichi Umezu, Yoko Inaba

Nobuo Kataoka

Kuhei Hirooka

Minoru Hazama, Atsushi Sengoku

Akio Fujii, Shigenori Miyazaki

Takehiro Izumi

Noboru Ito, Tomoyuki Okamoto, Hiroyuki Tanaka

Hiroyuki Omori, Hiromi Kumon, Satoshi Uno
Katsuichi Nanba

Katsuyoshi Kondo

Mikio Kishi

Yasuhiro Katayama

Teruaki Akaeda

Noritaka Ishito

Toshihiko Asahi

Shunji Hayata

Tosiki Yamamoto, Takafumi Akagi

Joichi Kumazawa, Tetsuro Matsumoto, Koichi Takahashi
Seiichi Nakamuta

Yukio Osada, Tetsuro Ofuji, Tatsunori Itoi, Kazutaka Uehara
Masaru Minoda, Kosuke Kimoto

Zenjiro Masaki, Koji Iguchi

Hiromi Kono

Sanshin Hara, Akio Yamaguchi, Kazuyuki Sagiyama, Yoji Yamada
Kazuhiro Oshima, Ryu Ishii, Hideki Nakamura

Tetsuo Omoto

Keniji Ito

Hiroyuki Nagayoshi, Haruka Hirano

Shinichi Sato, Misao Sakumoto

Hiroshi Kuramoto
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T/, BREFEMICEERRY IEOON o7
BIVEF SR S BB HRBE L 4 1o 7226 B <
150BI(LEES 160, HEFS160, CH48B)TH Y, F7/-E
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Table 2. Patients studied

' . Statistical
Patients Group L Group H Group C test (2)
Total number of patients 52 52 48
No. of patients excluded 5 ‘ 3 7
No. of drop-out patients 2 2 0 P=0.420
No. of patients evaluated for clinical efficacy 45 47 41
No. of patients evaluated for clinical adverse reaction 51 51 48 P=0.626
No. of patients evaluated for laboratory adverse reaction 42 46 44 P=0.250
No. of patients evaluated for clinical value 45 48 41 P=0.513
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i 5 1 (p=0.08 ) AFRD LN/ U HFE M DX (Table 5)
D & i A o 72(Table 4)o B 5T, BGHIORHTRER T ATMRXB L
R ORP IR L TEBHHTEM AL OFLXOMICHT DWW TR B RAIBEMICH B2 EY
D IED SN, BB TIEAHRITEE D, 3R SN o 72(Fig 2, 3)o
Enterococcus faecalis, Escherichia coli, Klebsiella pneu- 4, ERERZHHE
moniae, Pseudomonas aeruginosa’s £'0%% s hr: 1) BEERLE
Table 3. Reasons for exclusion and drop-out
Reason Group L Group H Group C
Post-prostatectomy 1 2 2
Indwelling catheter 1
) Bacteriuria negative 1 4
Exclusion Bacteriuria less than 10* CFU/ml 2 1
Infection of fungi 1
Sub total 5 3 7
Discontinuation due to patient’s desire 1
Discontinuation due to side effects 1
Drop-out No visit after first consultation 1 1
Sub total 2 2
Total 7 5 7
Table 4. Background characteristics of patients
No. of patients Statistical test
Item e
Group L Group H Group C X, Kruskal-Wallis
Male 25 27 26
Sex Female 20 20 15 P=0.745
20~29 1
30~39 1 2 2
A 40~49 4 5 3
o ge) 50 ~59 7 7 6 P=0.546
ears 60~ 69 9 13 13
70~179 15 15 17
80= 8 5
. . Pyelonephritis 4 6 7 _
Diagnosis Cystitis 4 a 34 P=0.525
Group 3 3 5 3
UTI group Group 4 24 35 23 P=0.087
Group 6 18 7 15
Chemotherapy just + 10 6 9 P=0.420
before treatment - 35 41 32 '
10* 7 5 3
Bacteriuria 10° 5 8 8 P-0.857
(CFU/ml) 108 14 11 11 ]
107 19 23 19
+ (5~9 WBCs/HPF) 2 5 2
R + (10~29 WBCs/HPF) 7 5 12
P=0.654
Pyuria W 19 17 12
RS 17 20 15
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OMNEESHE

UTIERD AR 28 |2 8 TR RS AIE LR e
BRAR LB TiasBlhER 226, HRB, M3
AT, BEHE689%, HEETIx47HIhELh2141,
Faoofl, EX6BI THEIIFS7.2% LHHOEFFERD
FHHBIE B - 7-(Fisher DEHFERH: | p=0.044),
1L, BEERRET CUTHRBREEYLS R A4
AAZD b2, UTIHRBRERICERRR) R %
Bt L7 TbbH, Table 7IS/RT M, Mantel-
Haenszel YREXHVTREFE L CoRM 2 LB L
LER AETEZVA, HEOFHEROF TG
f% & L72(p=0.085)s T 7=, CEETIZ41BIshERM 176,
H17H, EMTHIT, HHHES29% Th -7z, T2,
BABKDREHEDOIE L LARE IS 5508 &
BRICHTAHRIIOVTH, Wb 2HERMIC
HEERZOONLRH 5 72(Table 6)o UTHEBFRRER
MCBERSRELRE T 5L, EMBRE T, LE
74.1%, H#85.0%, CHF92.3%, /-, BMEHE Y
Tit, ThEN61.1%, 100%, 66.7%DHMETH
D, 2HEHEBICAEZRZDON L o725 DD
ThOHBENEWAIE LR L7z, (Table 7)o
QxHkEHE

FHERHER, LETIRED218, 1106, 2%
Hhehl, BT, H%HFT68.9%, HEE TIIEW
B, FHLTH, RFH26, EZHAFT, AHE
87.2% L MERSHIE L AKICHEOANRDOFIE
BllED o7, UTHRERERIZIABORY & H
ELOQBMEPERLA-ECS, AEEEEDOIL

Table 5. Organisms isolated from urine before treatment

(%) MIC of TMPX
100
80
60
40+
20 _'/5 —e—Group H
4
d —=0-=Group C
T T T T T T T T T
MIC
(ug/mb) [0.025 0.056 0. 0.2 039 078 1.5 313 625 125 25 50 100 >100

Fig. 2.

(%)

Sensitivity distribution of organisms isolated
from urine before treatment (TMFX).

MIC of OFLX
100
80 .

60
40—

p{fﬂ’ ---0--- Group L

201 y ’/{ —e—Group H

d,
—~=0-~Group C
T T T T T T
MIC
(ug/ml) |0.025 0.05 0.1 0.2 039 0.78 1.5 3.13 625 125 25 50 100 >100

Fig. 3.

Sensitivity distribution of organisms isolated
from urine before treatment (OFLX).

Statistical
Isolates Group L Group H Group C test (@)
S. aureus 1 3 L
S. epidermidis 3 2
GPC & faecalis 3 3
E. faecium 1 !
_ E. coli 13 16 :
Monomicrobial K. pneumoniae 4 2 2
infection K. oxytoca 2 1 P=0.447
GNR | C. freundii 1 !
S. marcescens 1 1
P. aeruginosa 3 5 2
Other GNRs 1 2 3
' 2 organisms 1 6 13
Polymicrobial infection
=3 organisms 7 1 2
" Total 45 47 41

GPC: gram-positive cocci, GNR: gram-negative rod
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Table 6. Relation between effects on pyuria and bacteriuria
Pyuria
o Cleared Decreased Unchanged Eﬁect. on
Bacteriuria | Treatment group bacteriuria
Group L 22 3 5 30 (66.7)
Eliminated Group H 21 5 10 36 (76.6)
Group C 17 7 8 32 (78.0)
Group L
Decreased Group H 2 2(4.3
Group C 1 1(2.4)
Group L 1 4 5111
Replaced Group H 2 1 1 4 (8.5
Group C 1 2 3(73
Group L 2 3 5 10 22.2)
Unchanged Group H 1 4 5 (10.6)
Group C 5 5(12.2)
Group L 25 (55.6) 6 (13.3) 14 (31.1) . 45
Effec:i;)“ Group H 25 (53.2) 7 (14.9) 15 (31.9) P;“f;‘ 47
P Group C 19 (46.3) 7(17.1) 15 (36.6) “a
Group L 22 (48.9) Statistical
Group H 21 44.7) test
Excellent Group C 17 (41.5) Overall efficacy
Wilcoxon Fisher
Group L 9 Group L 31/45 (68.9)
Group H 20 Group H 41/47 (87.2) P=0.563 P=0.044
Moderate Group C 17 Group C 34/41 (82.9)
Effect on pyuria P=0.855 P=1.000
Group L 14 Effect on bacteriuria — P=0.427
1| GrowH 6
Poor Group C 7
()%
Table 7. Overall clinical efficacy classified by type of infection
Type of Treatment | No. of patients Clinical efficacy Overal StatJ?thal test
infection group (percent of total) | Excell Mod P efficacy (Wll.COXOD)
xcellent oderate 00T | rate (%) Fisher
Group L 3(6.7 2 1 ] P=0.430
Group 3 | Group H 5 (10.6) 1 2 2 P=1.000
Mono- Group C 3(7.3) 3
microbial
infection Group L 24 (53.3) 13 5 6 75.0 ] P=0.650
Group4 | Group H 35 (74.5) 19 12 4 88.6 P=0.289
Group C 23 (56.1) 10 11 2 91.3
Group L 27 (60.0) 15 5 7 74.1 ] P=0.955
Sub total Group H 40 (85.1) 20 14 6 85.0 P=0.349
Group C 26 (63.4) 13 11 2 92.3
Poly- Group L 18 (40.0) 7 4 7 61.1 ] P=0.723
microbial Group 6 | Group H 7 (14.9) 1 6 P=0.133
infection Group C 15 (36.6) 4 6 5 66.7
Group L 45 (100) 22 9 14 68.9 ] P=0.753)
Total Group H 47 (100) 21 20 6 87.2 P=0.085”
Group C 41 (100) 17 17 7 82.9

1) Mantel-Extension,

2) Mantel-Haenszel
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#o 1z(Mantel-Haenszel: p=0.115), CEHTI2ZER)1551,
HRL7Hl, RRER5E, EBABIT, ARET8.0%
T# o 72(Table 8)o

2)

RIS

HAHEATAT B 13360 & 1 538 5 171864 DI

T 6 Bl B M 09 Rh 3 2 MR L 7zo LIS
VA WY U #1: 84.9% (62/73), HIE T 87.3%
(48/55)T, 2MRMMIHERER L, F4, CET
1389.7%(52/58) Tdh » 72(Table 9)o F 72, £ JH| It
TMIC & Wi 43D 6k % R L 722, —EDBIRI

Table 8. Clinical efficacy judged by doctor in charge

Statistical test
Treatment Total Excellent Good Fair Poor Efﬁf acy Wilcoxon
group rate* (%) Fisher
Group L 45 21 10 6 68.9 P=0.267
Group H 47 24 17 2 4 87.2 P=0.044
Group C 41 15 17 5 4 78.0
* no. of excellent + good/ Total
Table 9. Bacteriological response to the treatment
Group L Group H Group C
Isolates No. of | Eradicated . « | No. of | Eradicated . « | No. of | Eradicated . «
strain %) Persisted strain @) Persisted strain %) Persisted
S. aureus 7 5 2 7 6 1 5 5
S. eptdermidis 1 1 5 5 3 3
S. tyogenes 1 1
GPC S. agalactiae 1 1
E. faecalis 17 16 (94.1) 1 10 10 (100) 11 11 (100)
E. faecium 3 3 1 1 3 2 1
E. avium 1 1
E. durans 1 1
Sub total 31 28 (90.3) 3 24 23 (95.8) 1 22 21 (95.5) 1
E. coli 17 15 (88.2) 2 17 17 (100) 11 11 (100)
K. pneumoniae| 7 5 2 2 1 1 4 4
K. oxytoca 2 2 2 2
C. freundis 3 2 1 1 1 1 1
E. cloacae 3 2 1
E. aerogenes 1 1
S. marcescens 4 3 1 1 1 2 2
S. liquefaciens 2 2
GNR | S. fonticola 1 1
P. mirabilis 1 1 1 1
P. vulganis 1 1
M. morganis 1 1
P. aeruginosa 6 4 2 6 3 3 8 6 2
P. putida 1 1
P. fluorescens 1 1
P. stutzeri 1 1
X. maltophilia 1 1
Sub total 42 34 (81.0) 8 31 25 (80.6) 6 36 31 (88.9) 5
Total 73 62 (84.9) 11 55 48 (87.3) 7 58 52 (89.7) 6
Statistical test
(Fisher) GPC: P=0.624, GNR: P=1.000, Total: P=0.801

* regardless of bacterial count,

GPC: gram-positive cocci,

GNR: gram-negative rod
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78 & Ml o 72(Table 10-1~10-3)o

3) X5 MM

B HHBBHMIR IS DWW TIRLIETIX 4545 18 6l
(17.8%)T11%k, HBETIZ47BIRR45)(8.56%) T8k &,
Z O NPT SHBE D )7 2B - 724¢, 2 M
AEEIROONL o, T, CHTIZ4160%6
51(14.6 %) TORkATIHE S AL7z(Table 11)o

5. etk

1) HfEH

RIER IS DWW CIEHEE TR, W5, RRAIRS1
BlD3BI5.9%), CHETIEANT— - & L72160(2.1%)H¢
EooN, LETEROON D5, BITERA DS
RIS L T 2ARBMTAEZRBOON 20 -
7=(Table 12)o '

2) [RPRMRACME S LT

Heffl & DY ARED N URREBE DR B Lz,
LBECy-GTP LA 1BU(2.4%), HEETS-GPT LS4
#l, S-GOT, S-GPT, ALP, 7-GTPDLEA 1%, RaC,
Hb, HtDETF A 1BIOE 341(6.5%), CBETWBCHE
TFALBI, MR DHIE A BIDEL 260(4.5 %) A0
LnTzhs, VIR —BURTEBEOEH TH 17, 3
7o, ChOBRREMBOREEORBHEEIZY LT
2R THEZIZRD SN D 5 72 (Table 13),
B, RREIZBWTHE CRILERLHKD L8514
BIRR® S N7z hs, SREGERYAE TR ILE 3m ko
THh, LeMIIIFEZVEHE L,

6. HAE

FHBEICEHZHERMHER, THosar—-voF

Table 10-1. Bacteriological response classified by MIC

olates Treatment MIC (ug/ml) Inoculum size: 105 CFU/ml Not Total
group  10,025/0.05( 0.1 | 0.2 [0.39/0.781.56 |3.136.25{12.5| 25 | 50 {100 >100| done (%)
Group L 22101 11 01 1n 11 57

S. aureus Group H 1122111111 01|11 6/7
Group C 212 11 171 {11 5/5
Group L 11 1

S. epidermidis Group H 11 1/1 (1111 11 5/5
Group C 171 11 m 33
Group L 171 1n

S. pyogenes Group H
Group C
Group L

S. agalactiae Group H n 1n
Group C

GPC

Group L 3/3 {1111 22 0/1 16/17 (94.1)

E. faecalis Group H V17 |22 10/10 (100)
Group C 22 (77111 (11 11/11 (100)
Group L 11 212 33

E. faecium Group H 1/1 11
Group C 1mjin 0/1 213
Group L 171 n

| E. avium Group H

Group C
Group L 11 11

E. durans Group H
Group C
Group L 2121 011 | 6/6 |1212 212 |12 (11171 (22| 1/2 28/31 (90.3)

Sub total Group H 11313 11/1|2/2| 8/8 |2/2 1/2 2/2{111 2/2 | 23/24 (%.9)
Group C 2021171 11| 2/2 | 8/8{2/2]3/3|1/1 01 11 | 21/22 (%.9)

* no. of strains eradicated / no. of strains isolated
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Table 10-2. Bacteriological response classified by MIC
Treatment MIC (ug/ml) Inoculum size: 108 CFU/ml Not Total
Isolates
soate group  0,025(0.05( 0.1 | 0.2 {0.39/0.78|1.56 |3.13]6.25|12.5| 25 | 50 |100( >100| done (%)
) GrowpL | 1/1 |7/7|5/5 0/1{0/1 212 | 15/17 (88.2)
E. coli Group H 77156111 1122 11 17/17 (100)
Group C 212 |6/6 (1111 1/1 | 11/11 (100)
Group L mjinin|in 173 5/7
K. pneumoniae Group H 0/1(11 172
Group C 1122 1n 4/4
Group L
K. oxytoca Group H 212 212
Group C 212 22
Group L 171111 0/1 213
C. freundis Group H 01 0/1
Group C 0/1 0/1
Group L
E. cloacae Group H
Group C 11 171 0/1 2/3
GNR
Group L
E. aerogenes Group H
Group C 1/1 11
Group L 2/2 171 0/1 3/4
S. marcescens Group H 0/1 0/1
Group C 1111 212
Group L
S. liquefaciens Group H
Group C 11 ini 2/2
Group L
S. fonticola Group H 111 1/1
Group C
Group L n 1
P. mirabilis Group H
Group C 01 0/1
Group L 1n 11
P. vulgaris Group H
Group C
Group L
M. morganis Group H n n
Group C
Group L 171 |11 1/1{ 1/3 4/6
P. aeruginosa Group H 17111 011 11 0/2 3/6
Group C 2/2 1/112/3{ 1/2 6/8
Group L 11 1
P. fluorescens Group H
Group C

* 0. of strains eradicated / no. of strains isolated
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Table 10-3. Bacteriological response classified by MIC
ol Treatment MIC (ug/ml) Inoculum size: 106 CFU/ml Not Total
solates
group  10.025/0.05( 0.1 | 0.2 |0.39/0.78 1.56 |3.13|6.25(12.5| 25 | 50 |100| >100| done (%)
Group L 171 11
P. putida Group H
Group C
GNR Group L
P. sbutzeni Group H
Group C 171 mn
Group L 171 1
X. maltophilia Group H
Group C
GroupL | 1/1 |8/816/6(2/2 2/2|5/5|2/2 |1/1{1/1|1/3|0/1|0/1|2/3| 1/4 | 2/2 | 34/42 (81.0)
Sub total Group H 77 (8/811/11/1(2/2}3/3 0/1 [1/1|0/1]2/2{0/2| 0/2 25/31 (80.6)
Group C 2/2 11111 3/3 | 1/1 11 4/412/211/2(2/4) 2/4 | 2/2 | 31/36 (88.9)
Group L | 1/1 | 8/8|6/6 | 4/4 |2/3 [11/11|14/14 | 1/1 | 3/3 | 2/5 |1/2]1/2(4/5| 2/6 | 2/2 | 62/73 (84.9)
(100) | (100) [ (100) | (100) |(86.7){ (100) | (100) | (100) | (100) [(40.0) K50.00(50.0)(80.0){ (33.3) | (100)
Total Group H 70719/9 |4/4 [ 2/2 | 4/4 {111 2/2 | 0/1 | 2/3 |2/3(3/3(0/2] 0/2 | 2/2 | 48/55(87.3)
(Eradication rate %) (100} | (100) { (100) | (100) | (100) | (100) | (100) { (0.0) |(66.7) KB6.7)(100)| @) | (@ | (100)
Group C 2/2 \11N1|5/52/2 {1/1| 3/3 (8/8 |2/2 | 7/7 3/3|1/2]2/5] 2/4 | 3/3 | 52/58 (89.7)
(100) { (100) | (100) | (100) | (100) | (100) | (100) | (100) | (100) [(100) 50.0)}40,0) (50.0) | (100)
* no. of strains eradicated / no. of strains isolated
Table 11. Strains appearing after treatment
No. of strains*
Isolates
Group L Group H Group C
S. aureus 1 3
S. epidermidis 1 3
S. haemolyticus 1
GPC E. faecalis 2 1
A. viridans 1
GPR 1
Sub total 4 3 7
S. marcescens 1
P. aeruginosa 1 2
P. pseudoalcaligenes 1
P. alcaligenes 1
X. maltophilia 1
GNR A. calcoaceticus 1
A. odorans 1
Flavobacterium sp. 1
Sub total 6 2 2
Yeast 1
Total 11 5 9
Patients with strains appearing 8/45 (17.8) 447 (8.5) 6/41 (14.6)

after treatment (%)

Statistical analysis
(Fisher)

P=0.226

* regardless of bacterial count



Temafloxacin ¢ 75 8 J5i AR F B 8 € BUER(UTI)

yoL.41 S-5

589

HEALET74.1mm, HET81.0mm L HEEMF K &b o
5 Cho2BERMICAEZIIROONTY, $14,
CBETHB0OMMTH o7 2, TFUT AT — N
7)‘60mm.u_t@ﬁ)ﬁ$‘il.‘ﬁ'@73.3 %, HEET87.5% &
HEEEP o720, ChO2HERRMEICAETZ IR
bkdolze T, CHROERARIIISS TH- 1
(Table 14)o

LB, BARCOVWTOUTHRBRBRICL 2RO
Eh R RELZBEICOVTRET L 7oA, AEERR
B 5N H o 72(Mantel-Haenszel: P=0.237)o

I % %

19784 I norfloxacin S K S N TLAR, BEE T
D=2 —F /O VHIDRARMF SN TEL, =a—
¥/)u0vEREDORLVIE AR b7 4 LEIGEC
IWERTLAEHINTWAD, HHBRORKIZME
v, EEER L EORRMEER, KRBBIEL &
EREROBIERPMBE L 2> TETHY, ThHD
EROL L WERIOREFTZ I TV AT,

TMFXQIRIE W A X2 b 5 208 (7o HLELES
TEALTENY, T/, PEAEAEOBD T
BNz a=F /T L HP " Th B, ARHKI DR A P
B3H70% LW, TDOHMIEMEEXA b YD LM
HEE R I R L2 L4 e B R R 2 & AR &
N7z, WHRBFRFEUSIC 350F 2 R 55 T AR BUGR T 13 40k
PEPR BRESAE LX) B AR A81.8% & ML T~ &
WARON TV, 40, FOMHKBE MR+ 2H
BT, OFLX600mg/H % /g3 & L CTMFX300mg/
B 58 &£ TMFX600mg/ B 4% 5-1 o Wl Mt % 17 -
72

NERRHEICBIHREMRIEOHRHI, L
MT689%, HIET87.2% L HEED J5 25T W i Ia A5FE
b, 72, CHEOBEEN89%THAZ LH
5, LB TSR BSAIE IS L TETHRAR
RLTwaEEx N, HHHED»HE XD ETMFXD
I1HE G R IZ600mgAS R Y LEZ LN, & B,
OFLX DHIMEME R B eI (233 A AR, BAFEHE

Table 12. Clinical adverse reactions

Treatment Type of | Day of | Administration | Severity of Day of dis- | Relation | Incidence Statistical
Sex | Age . . Treatment test
group reaction | appearance | of test drug | reaction appearance | to the drug (%) (Fisher)
GrowpL | — | — — - - — - - 0/42 (0.0%)
F | 70 |headache| starting | discontinued none 2 possible
GroupH | M | 74 | wheals | starting | discontinued Minophagen 1 possible (53 /95(;) ) P=0.249
M | 65 |anorexia 1 continued none 7 probable
GroupC | M | 54 | vertigo 3 continued none 7 probable |1/48 (2.1%)
Table 13. Laboratory adverse reactions (blood test)
Treatment Sex | Age Item Relation Incidence Statistical test
group g to the drug (%) (Fisher)
Group L F 53 | v-GTP O 1t (@27-58) Probable 1/42 (2.4%)
M 61 |S-GPT O 1 @0-44) Probable
S-GOT U 1t (28—156—13) Possible
i S-GPT U 1t 48—125-36) Possible
GroupH | F | 30 |Al-Pase U t (1170-2552) Probable
v-GTP O t (166—301) Probable 3/46 (6.5%) P=0.618
RBC (x10% | (373—317) Probable
M 78 |Hb (g/d) I (12.4—10.5) Probable
Ht (%) | (39.0—31.6) Probable
—
F 70 | WBC { (3700—2500) Definite
Group [ T T 2/44 (4.5%)
_ M 61 | Platelets (x10% t (20.9—-41.2) Probable
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Table 14. Clinical value as assessed by doctor in charge
Treatment Scale (mm) Mean Stati.stic:d test
Total +S.D Wilcoxon
group 100~80 79 ~ 60 59 ~40 39~20 19~0 = Fisher ]
27 6 5 3 4
Group L 45 (60.0) (13.3) (11.1) 6.7 8.9 74.1
+30.0
33 (73.3) P=0.334
32 10 1 3 2 P=0.116
Group H 48 (66.7) (20.8) 2.1 6.3 4.2) 81.0
+23.2
42 (87.5)
25 11 3 0 2
Group C 41 (61.0) (26.8) (7.3) 4.9 80.0
+22.0
36 (87.8)
()%
DZHERRBRYTIE, £4T80.9%, UTHKBIKE X 13

HRICBITA3, 4B LU6HTIIBTS% LHMESIKT
Bh, T/, BETbN 7 fleroxaciné D _EEHRR
BTk, &K T777%, 3, 4B X U6 Ti384.3%
Thh, WIFNbSEOBKE ZITFAELRBETH S
ZehH, SRDIRFTHELN/IOFLXDAZER LI
IIRULEETHLEBbNRS, T2, THEHEIC
DWTH/IEBLHE L IFIZABEOREIBON TS
H, TMFXD1HZSEIZ600mghEL LEZ SNz,

MEFEWHRICEL T, THEOMERIILED
849%I23t L, HEETIZ87.3% L AEZIITED LN
Wb DDOHBENRETE» 72,

—7, BMERICE LTI, LETEZS LT, H
BETII3FIREDONLD, WIFhOEELLDIE R,
T7-, AERARBEEICOAEETRDO LN TV,
PRI EERELEICE LT, LETIX1IH, HEET
W3FROLNIA, WThLEEL DI R, T
7z, BRBRAEICLDAEEZERZODOR TR W, LD
&ML, TMFXDO1HXS5E%600mge LTHRE
HIIRRBER RV D EE 2 bhi,

BRI EB L URets b EICEBEICL VHE S
NARECELTE, 7HO0 725 —VOFEYES
JUERELOLBICHN, FEER LWL OO
TEL, T, CHLEBZIASDETH I EDD
TMFXD1 %5 E13600mgh B Y ¢ E 2 b/,

LEoin<, BHESRBEEEICET ATMFXOE
HEERAEI, 1H600mgASEH TH AT LATRM S
ni,

6)

7)

8)

ABEEF  £390 B RLEHEFELMAK
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(TA-167), D.HET, K5, 1991

ik B BEOHAEFREFZRIBWAEIL
s, FEL VKT L, Temafloxacin (TA-
167), I .W&YX - o4 - A3 - Hedt, K5,
1991

REBiF— | #3900 B FRLEEEFZESBAEX
S, FrES VRIY A, Temafloxacin (TA-
167), 1. Temafloxacin®#EE, K7, 1991
BORG, M HF s oo, T-3262R 0%
D ERIUED PR EENICET AR,
Chemotherapy 36 (S-9): 116~120, 1988
UTIFFSE & (0% KBIERK) | UTIRAFFEZE
(853> Chemotehrapy 34 : 408~441, 1986
BARLEBEFS | R/RE R REMON
EEBFEETIZ DWW T, Chemotherapy 29 * 76~
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HAKEH FROBE, —2—F/ 0y 5T
DHEREZDELT—(ZHF &%) p29l~
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Dose-finding study on temafloxacin in complicated urinary tract infections

Joichi Kumazawa and Tetsuro Matsumoto
Department of Urology, Kyushu University, Faculty of Medicine
3-1-1 Maidashi, Higashi-ku, Fukuoka 812, Japan

Sadao Kamidono and Soichi Arakawa
Department of Urology, Kobe University, School of Medicine

Hiroyuki Ohmori and Hiromi Kumon
Department of Urology, Okayama University, Medical School

Seiichi Nakamuta
Department of Urology, Fukuoka City Hospital

Ariaki Nagayama
Department of Microbiology, Fukuoka University, School of Medicine

Nobuya Ogawa
Department of Pharmacology, Ehime University, School of Medicine

A dose-finding study on temafloxacin (TMFX), new fluoroquinolone, was conducted in compli-
cated urinary tract infections without indwelling catheters and a history of prostatectomy, using
ofloxacin (OFLX) as a control drug. TMFX was orally administered at doses of 150 mg b.i.d.
(TMFX 300) and 300 mg b.i.d. (TMFX 600) for 5 days, while OFLX was given at a dose of 200 mg
t.i.d. The clinical efficacy of the drug was evaluated according to the criteria proposed by the
Japanese UTI Committee.

The total number of cases evaluable for clinical efficacy was 133 (TMFX 300 group: 45, TMFX
600 group: 47, OFLX 600 group: 41). There was no statistically significant difference in
background characteristics between the 3 groups.

The overall clinical efficacy rates were 68.9% and 87.2% in the TMFX 300 and 600 groups,
respectively, and there was no significant difference between these two groups. The efficacy rate
was 82.9% in the OFLX 600 group.

Regarding bacteriological efficacy, the eradication rates were 84.9% and 87.3% in the TMFX
300 and 600 groups, respectively, and there was no significant difference between these two
groups. The eradication rate in the OFLX group was 89.7%.

The incidences of adverse drug reactions (ADRs) were 5.9% and 2.1% in the TMFX 600 group
and OFLX 600 group, respectively. No ADR was observed in the TMFX 300 group. The incidence
of abnormal laboratory test findings was 2.4% in the TMFX 300 group, 6.5% in the TMFX 600
group and 4.5% in the OFLX 600 group. There were no significant differences in the incidences of
ADRs and abnormal laboratory test findings between the TMFX 300 and 600 groups, and no
Severe one was observed.

The mean values on the analog scale for usefulness were 74.1 mm and 81.0 mm in the TMFX

300 and 600 groups, respectively, and there was no significant difference in these two groups.
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The value for OFLX was 80.0 mm.

The overall clinical efficacy, bacteriological efficacy and usefulness of the TMFX 600 group
were superior to those of the TMFX 300 gfoup, while there was no significant difference between
the 2 groups. The rates and value in the TMFX 600 group were similar to those in OFLX 600

group. Therefore, the optimal dose of TMFX was considered to be 300 mg b.i.d. in complicated
UTL



