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FLLHRINI-FH+ 7 » v#] T-3262 (tosufloxacin tosilate) o, HWHMERBBEFIE TN T2
HEEYEENCIET 5 B8y T, norfloxacin(NFLX) ¥ #HB¥E & L EEREBE YT/
T-3262 {218 150mg % 1 H 3[8, NFLX (3 1[E 200mg % 1 A 4B, \¥hi 5 AMEOH

5 Uik, UTI KBHaFmERECR » TRRDR X HE LI,

T-3262 58 129 4], NFLX #E80 124 fleowTHERGRESVHE Lo, AEOTE
AR SEE»RZD it »Teo BABHEL T-3262 #EPT 79.1% &, NFLX $45F kit
5 66.1% LY EBRE, ST, ¥i, WMEBEAEDL T-3262 EF TiL 218 Bk 90.8% &,
NFLX $5Bickits 197 o 82.7% kv ARECE, Shid? s sBHEoNscRcEL

THEERZDbhiclch tEL LRI,

ElfEA o REmE L, T-3262 HL5RT 0.6%, NFLX 5HC 1.3% &, LbEXRTHY,

R REORE BRI L TOEREIELRD L 21,
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T-3262 (tosufloxacin tosilate) 1 HIL{LETRFS
WRFCHMRBEIALFLVEY Fyaar i vRROAR
P, Figl cFR LA MaRiiko, 7
5 A, BEHOLWThE LI A-THHEVHENAR
2 AkED, REERED RENKE LT HED B
Escherichia coli, Klebsiella, Serratia, Pseudomo-
nas aeruginosa, Enterococcus faecalis 7 ¥, Kif§
SORBEABCHLTEROFT* /s vALHESEL
RERD EOHEFEELT TR, Bery 2BERc
THREANHBL TS AREFORYPLELLNT
IR 58)0

—%, AHEAES%, E:LTHI VIR,
8ErME Co RPEINKIR 30~40% L MEIh T
67)0
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ORBERHFESHh, XK, —HERRBRCBIT22E
#iRETD, UTI EHFMEBO £ACAH LT
W RBIERIE 446 OIHREFYRR 75.1%, MEFE
RIRhEIL 664 Kkh 84.0% LBEXNRTW3Y,

¢ T-3262 oML RBEIECHT5HHEY
EBAOC AT 5 BN, norfloxacin (NFLX) % W&
ELLE—EEFRECIAHERX T
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1. HNBEEER IVEELRE

S RERBRBCEREKEYF T 5 MM R R GE
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F
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o
(+)-7-(3-amino-1-pyrrolidinyl)-6-fluoro-1- (2, 4-difluoro-
phenyl)-1, 4-dihydro-4-oxo-1, 8-naphthyridine-3- carbox-
ylic acid p-toluenesulfonate hydrate
C1oH1sF3NOp- CHg03S - H:0
MW 594. 56

Fig.1. Chemical structure of T-3262
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Table 1, Patients studied
Patient T- 3262 NFLX x? test
Total number of patients 155 156
No. of patients excluded 20 24
No. of drop-out patients 6 8 NS
No. of patients evaluated for clinical efficacy 129 124
No. of patients evaluated for global safety 127 125 NS
No. of patients evaluated for clinical efficacy 110 101 NS
Table 2. Reasons for exclusion and drop-out
Reason T-3262 NFLX x? test
Pyuria less than 5 WBCs/hpf 1 1
Negative urine culture 6 7
Bacteriuria less than 10* bacteria/ml 5 5 NS
Exclusion Infection due to fungi 8 10
Pretreatment with NFLX 0 1
sub-total 20 24 NS
Discontinued due to side effect 1
Insufficient examination 4 2 NS
Drop-out Violation of protocol 2 5
sub-total 6 8 NS
Total 26 32 NS
L EpE, MANN-WHITNEY OUBREEYH VR, = BER2ER BERREO FERERERIATL

DHE, ERECHAUCKRRYEAL, ERE S UT
YHEBARBEEL,
1. R |
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R RSBAART L R TH o 2 Elichic » Tii bl
mHloSERBRRL, FRAMex L T-3262 (2535
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101.2%, #®&TH# 101.0% Thh, BWH & bR
FT5LDTH-Tz, ¥ic placebo §2i3A B LEEK L&
BIFETHY, AHEELIRERL I EGH LT
W LAER IR,

2. BEHESAHR

EFoRENTiebhic ERI £4C 311 fiTh s
#3, Tablel o X5 B/t LHEIRAERN 4 4,
Biv% LB I NIEFD 14 FlHD, thbdBe T-
3262 #L5BED 129 |2, NFLX #5H0 124 flico
WTERRTFO B3 E L0 BRGRD HER Fiobh
foo

EVEERITe &£ 59 BYaEx T-3262 @458 127 M,
NFLX #5800 125 g, ¥chmfde, BERDRE:
ToRBHERLSED WwThd, ¥l TFhindEe
Eirdvots 100 Sy T-3262 #r&5N0 110 4,
NFLX 8580 101 flcounwTREIhi,

MRS RO HELL BA R BE k- Bhi
Table2 o X 51, BIEME LTRREREALRD
%<, DWTHEERG, BETEALLENREh T
REES & LTIFEORENHEORICER L
TULRRWER®, SIS BRI hinh - oiEfE
ENEN e,

3. ¥RAET

FHEOERAF LB LicHy—E L Table3 i
RLER, WThoBRFroOWTLEEMcEREEYR
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Mixetko 11.1% L7, FLAREAIH 2B %
BT,
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VOL. 37 NO. § T-3262 » norfloxacin/MMHEN: IR 5% MR 651
Table 3. Baékéround characteristica
No. of patients
Item Category 2? test
T-3262 NFLX
male 82 85
S S
ex female 47 39 N
~29 4 3
30~39 3 4
40~49 8 9
Age . s
50~59 20 15 NS
(years)
T 6069 32 35
70~79 46 4
80~ 16 14
group 1 6 5
monomicrobial group 2 5 NS
Type of infection infection group 3 11 18
(UTI grouping) group 4 49 49
polymicrobial group 5 8 9 NS
infection group 6 50 38
+ 0
+ 9
Grade of i NS
rade of pyuria + 32 34
H# 31 43
with 56 59
t NS
Symptom without 73 65
out-patient 88 85
Stat NS
us in-patient 41 39

ARLLEEO MR SIKIChic > T3, £o%
“Cit E.faecalis, E.coli, P.aeruginosa Iz ¥ hi %
(B ORIz,

FREwrx+5 T-3262 & NFLX o MIC i T-
3262 BrERED BRI hic 218 B 209 Bk, NFLX
BEEN LSRN 197 #ih D 185 i OWTHE
Thi#, Fig.3 0k 5k T-3262 © MIC 44 (A:
C), NFLX o MIC #%# (B: D) ouLwFhicEL T
ARAZ B A EELED R >0

Thifte b 4E, ABkEoNE &8 R%Eo
HiE, BEAE 0T BB L2 TFh b R
KEXBDHT, ZhdoERE» SHEIHILTHE LK
ThY, Licdi-oTHBOLKIERITESF EELLR
2

4 SEEEHT5 MIC

RHS B fid, HENORFL ISR,
MIC REEahi: 394 Hiexphd5 T-3262, NFLX,

OFLX o MIC %i#$5% &, Fig.d noldicehkd
LT T-3262 o MIC R HRizT<¢hTh, FHL
T NFLX 23 2.4 %, OFLX i1 1.6 & N3
BHbohte, ThrETERBELZK LK TS L Table5 o
Iy, wiho BHEc LT T-3262 © MIC A
NFLX, OFLX I b3 <¢hTuwicdd, oM
75 ABHEESVTERTH 70

5. BEIRHE

D ReRKHR

UTI W MEERCH - T HE L BABEERSR I
Table6 DX 51z, T-3262 HERD 129 fTi3 B
64 § (49.6%), A %h 38 B (29.5%), &% 27 4
(20.9%), NFLX $## 58 o 124 4] Ci1 E %) 52 4l
(41.9%), H%h 30 5l (24.2%), &%) 42 4 (33.9%)
E, %, B%) £%03REHECRARMcEEE
RRDIch I, B D cEHE CUTHEDR)
Tt T-3262 5 HORHEMN 79.1% &, NFLX #



CHEMOTHERAPY

652 MAY 1989
Table 4, Organiems fsolated from urine
. T=-3262 NFLX
Isolated organism No. of strains (%) No. of strains (%) 2? test
S, aureus 6 ( 2.8) 4 (2.0
S. epidermidis 12 ( 5.5) 6( 3.0
Staphylococcus spp. 13 ( 6.0) 9 ( 4.6)
GPB E. faecalis 30 (13.8) 24 (12.2) NS

Streptococcus spp. 1(0.5) 3(1.5)
other GPB 13 ( 5.9 5( 2.5)

sub-total 75 (34.4) 51 (25.9)
E, coli 32 (14.7) 32 (16.2)
Citrobacter spp. 4(1.8) 7 ( 3.6)
K. pneumoniae 11 ( 5.0) 12 ( 6.1)
Klebsiella spp. 3(1.4) 3( 1.5)
Entevobacler spp. 10 ( 4.6) 7 ( 3.6)
S. marcescens 13 ( 6.0) 13 ( 6.6)
Serratia spp. 3(1.4) 1 (0.5) NS
P. mirabilis 7 ( 3.2) 4 (2.0
P. vulgaris 2(0.9) 1(0.5
M. movganis 0(0 ) 2( 1.0)

GNR Providencia spp. 0(0) 3(1.5) NS

P. aeruginosa 25 (11.5) 25 (12.7)
Pseudomonas spp. 12 ( 5.5) 6 (3.0
X. maltophilia 4(1.8) 3(1.5)
Flavobacterium spp. 1(0.5) 6 ( 3.0
Acinetobacter spp. 8(3.7) 5 ( 2.5)
Alcaligenes spp. 4(1.8) 9 ( 4.6)
Achromobacter spp. 1(0.5) 0(0 )
NF-GNR 2(0.9) 3(1.5
other GNR 1(0.5) 4( 2.0)

sub-total 143 (65.6) 146 (74.1)
Total 218 (100) 197 (100)

GPB . Gram-positive bacteria
GNR . Gram-negative rods

NF-GNR : glucose non-fermenting Gram-negative rods

580D 66.1% LhERBRT T, “hi UTI
REFBHE LR LicEs, #2RUAcizvThi
T-3262 BEHOFHRINEL, B 6 Wik Tit
FEENBEDDh, TODEBEBERRNLE (B
+HOE) LLTHHEEEYTR LY,
BREERGDEHEORIE: LABRYE - AERYE
& BRIz Table7 IR Licdy, BRBR ClamEmSic
Ex@DAEVb 00, FMERGRIT T-3262 HEBck
WCHERTh T,

2) WBEBUEREIHE LicERSE

BEREYE R ThEME ORRECHE LICERSR
12, Table8 01X 5 cHBMIZAEREELBEDId T,
3) EReRTaRR

R E LfEflicistd 58 « ofER o3 5 3%
Table9 Dk 5Kk, R¥iskUCHEREH LTRHEEMN
EXEDhdh oo, BEREeY TR T-3262 %
EREBWTERLE M o1,

1) HEEHHE

FIEZE%E 12 Table10 0 X 5, T-3262 H5H
DHEEE NS 218 b 198 # (90.8%), NFLX #
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(%)
100
& 80F
8
g
]
& 60F %
E /' ——— T-3262(A)
:"‘2 / seeenmes NFLX (B)
g 4o s T-2262(C)
E )
O D /./ ——- NFLX (D)
/- ¢ U test
/B AIC NS
20r / B:DNS
y A':D P<0.05
0 H i 1 1 1 1 1 1 ] 1 1 1
SA50.05 0.2 0.78 3.13 12.5 50
Treamest foc 0.025 0.1 0.3 1.5 6.25 25 2100|Total
mop | o (ug/ml)

T[T ® 23133128 913 7 8 6 619 4 |
NFLX(B) | 0 3 15 26 14 20 15 10 11 13 21 14 18 29
ek RO 215 W 191314 2 610 320 6 |
NFLX(D) [0 22123111510 9 716 20 8 10 33

Fig. 3. MIC distributions for clinical isolates

ERNLAMI NI 197 #h 163 B (82.7%) 24k
L, T-3262 BEFHIBWCHRCHVHREARLE
bh'ﬂ:o

hiEiEgc g Licls, T-3262 HEFk)
% E.faecalis DJELEMN 96.7% &, NFLX #E5ERK
Bit3 75.0% CHREBREL, ¥75 ABEES
the LToNELRY T-3262 HEB s THRE?
okl 77 ABEEONARCH L TIERHcEY
BdlEh ot

MIC »ESFA%R & OBIfRI Table1l /RLA
B, T-3262 &2k, MIC 3% 6.25 pug/ml LI FCit
174 #h 169 BRAE& L, HERKIR 97.1% LB,
MIC 23 12.5 pg/ml ) kicie s & 57.1% (35 kb 20
B LHAERETL, ZoMeFEE (p<0.01) 2%
Bdbhiz, —F, NFLX 58z, MIC 28 3.13
pg/ml LIF ik 95.9% (98 kb 94 8 EBWHAR
¥R, MIC 22 6.25 pg/ml w7 52 70.1%
(87 #%e 61 #) LMEAENETL, R2h ZoMIH
B2 (p<0.0D) 2T DRI,

5 BEEHTEH

BEEF e R B LicHE L Tablel12 00 X 5
o, T-3262 #58Ci3 129 4Icb 34 £ (26.4%) » 5.
48 ¥, NFLX $&58Ci2 124 fish 47 §1.(37.9%) »»
b 60 BN MES hicht, BEBHBMEYEDIER
DRECE LCHEBMCEREXRED b o1,

L LHBME MR CIr AR 2083450, T-

(%)
100

oo
[=]
T

Cumulative percentage
[=2]
o
T

40+ 4',- """ NFLX (B)
/ ~==OFLX (C)

4 U test
A:B p<0.01
20 A:C p<0.01
B:C p<0.01

4
0 J—jl b U S S Y T JOUN A S S

) [s00.06 0.2 078 313 125 50
0.05 0.1 0.3 1.5 6.25 25 2100

T-3262 (A) 1562 4528 51472227 91416 93910 | 3%

Total

NFLX (B) 5 3649 25 35 25 19 18 29 41 22 28 62 | 394
OFLX (C) 7 34 49 43 26 27 36 46 29 20 28 18 31 394
Fig. 4. MICs of T-3262, NFLX and OFLX for

clinical isolates
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B - EAEER i SRR LIEREE L f 2 » 7= T-
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%) BB bhiy, REHEARECML TR
e EBERRD Lol TORFUR Tablels DX
51z, WEEbc GOT, GPT oRERTkTH D, *
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Table 7. Relation between effect on pyuria and bacteriuria
Pyuria Effect on
‘ Bacteriuria Treatment Cleared Decreased Unchanged bacteriuria
(%)
group
L. T-3262 64 7 19 90 (69.8)
Eliminated NFLX 52 9 12 73 (58.9)
T-3262 2 1 3 6(4.7)
Decreased NFLX 2 2(1.6)
T-3262 3 3 12 18 (14.0)
Replaced NFLX 3 4 13 20 (16.1)
T-3262 1 2 12 15 (11.6)
Unchanged NFLX 5 6 18 29 (23.4)
’ ia (%) T-3262 70 (54.3) 13 (10.1) 46 (35.7) 129
Effect on pyuria (7 NFLX 60 (48.3) 19 (15.3) 45 (3.3) 12
Excellent T-3262 64 (49.6)
xcellen
NFLX 52 (41.9) U test
M T-3262 38 (29.5) Effect on bacteriuria : p<0.05
oderate NFLX 30 (24.2) Effect on pywria NS
P T-3262 27 (20.9)
oor NFLX 42 (33.9)
Table 8. Clinical assessment by doctor in charge
Treatment No. of . Efficacy
t
group patients Excellent Good Fair Poor rate (%) U test
T-3262 129 63 37 15 14 77.5
NS
NFLX 124 50 36 15 23 69.4
Table 9. Effect on subjective symptoms
Treatment No. of Resolved Improved
Symptom group patients (%) (cum. %) Unchanged U test
8 0
T-3262
10 (80) (80) 2
Fever : NS
NFLX 10 9 L 0
(90) (100)
21 9
T-3262 46
(46) (65) 16
Urinary frequency - NS
NFLX 46 15 9 22
(33) (52)
29 2
T-3262 2
3 (o) (o) 1
Pain on micturition p<0.05
‘ NFLX 40 2 5 8
(68) (80)
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Table 12. Strains appearing after treatment

No. of strains (%)
Isolated organism 22 test
T-3262 NFLX
S. aureus 2 (3.3
S. epidermidis 1(2.1) 2(3.3)
Coag. (—) S. aureus 3 (5.0
S. cohnii 1(1.7)
S. haemolyticus 2(4.2) 3 (5.0
GPB Staphylococcus spp. 5 (10.4) 6 (10.0) p<0.05
E. faecalis 2(4.2) 5 ( 8.3)
E. faecium 1(2.1
Enterococcus spp. 1(1.7)
oter GPB 1(2.D 5(8.3)
sub-total 12 (25.0) 28 (46.7)
E. coli 1(2.1 1(1.7)
S. marcescens 3(6.3) 2 (3.3)
S. liquefaciens 3 (5.0)
M. morganit 1(2.1) NS
P. aeruginosa 3(6.3) 3(5.0)
P. putida 2(4.2)
P. fluorescens 1(2.1)
P. cepacia 2 (3.3
P, acidovorans 1(2.1)
GNR X. maltophilia 1(1.7) NS
F. odoratum 2 (4.2)
F. indologenes 1(2.1)
A. calcoaceticus 1(2.1) 3 (5.0
A. faecalis 3(6.3) 2(3.3)
A. xylosoxidans 1(2.1) 1(1.7)
A. dentrificans 1(2.1) 1(1.7)
NF-GNR 1(2.1) 1(1.7)
other GNR 3 (5.0)
sub-total 22 (45.8) 23 (38.3)
Yeast 14 (29.2) 9 (15.0) NS
Total 48 (100) 60 (100)
Patient with strains appearing 34/129 47/124
after treatment (%) (26.4%) (37.9%) NS
GPB . Gram-positive bacteria
GNR . Gram-negative rods

NF-GNR : glucose non-fermenting Gram-negative rods

7. HRE LERREOEFERB D2\ TORNHTETH L
BRPHR L ZL2E YRR L CHRRANENEAR L fikH&RE L
ELcH, HARIAFREYHE LEAD S B, UTI ZORER, T-3262 580 110 4, NFLX ®5¥
UG R & AR REOHESRTRETH Y, Ly 0 101 iz onTRENIhics, Fig.b 0k
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Table 13. Clinical adverse reactions
Treatment Type of Date of e Severity of Relation Incidence | FisHER's
group Sex | Age reaction | appearance Administration reaction | to the drug (%) test
T-3262 F 51 diarrhoea 2nd day continued + definite ((1)/'23/:)
pruritus | starting day | discontinued +# possible
F | 76 foremmemmmecrmendie e NS
NFLX rash 2nd day | discontinued H ossible 2/156
P (1.3%)
M | 69 fever 3rd day continued + possible
(%)
100-1
© mmeeNFLX T e
g
g
&
v 50
2 e t-test
g Trea;glent Mean+ SD (Asp wel?hsmﬂwd)
e T-3262 ¢
g (110) 77.5+25.0 2<0.05
o NFLX  lgg 9430.3 ’
(101) i '
/ () :no. of patients
T T 1 T 1 T U 1 T 1
100 90 80 70 60 50 40 30 20 10 0

Score

Fig. 5. Clinical values

T-3262 5B LTHERREVWTRENFEL LM, =
WY EECRT L PHEE T-3262 B 5H Tk 77.5%
25,0, NFLX # 58 Cix 68.2+30.3 TH -7,

I11. # %®

1 FRESE#ECwT5 MIC ot

SEAOKBHCREMORF L ) FREE I BEOER
it 20 B ks X0, REBEERIECFRRLIVBS
TMEEROSHIEEDRLALNRGERA Wi EELTLE
wWEEbhD, DEEES LTECERTH- LEHER
ADBLIT, BLSECRHLhic E.coli Th 15%
CBE ot Eio P.aeruginosa H 12%, S.mar-
cescens H 6% Wb bHh, ILICHED 7 Vv IR
75 AlaMEEE (NF-GNR) L2k b HEESHT i
B, STHIZABIEMI W 1B BESERTWICZ &0
Bl tBbhis,

SRS O NEEE DK 394 B>\« T T-3262,
NFLX, OFLX » MIC pifiE S hi-di, hieks
LT&i=4g4, T-3262 o MIC 3 NFLX, OFLX @
WFhE b T<EhTnie, ¥ BERA BRI
b, BEAV oEBErx LT T-3262 o MIC

NFLX, OFLX o&h X b dF<h Tk, oA
T 7 T ABEEE IS TERTH -1

thbol e bREBRE ST 5 T-3262 OHE
M, 77 sBtEcx LT NFLX, OFLX X h#
PF<h, 77 ABERCH LTRBELArT TR T
BEWS T ENTELD,

2. BERHRIOWT

4EELRT: T-3262 HEHOKBREEDRIL 79.1%
&, NFLX @58 kils 66.1% ORBRLIIVE R
B ot ChE TRBEIR T35 NFLX of#
MRBRRRAE I 5 BBIRER & LTI, NFLX AR
Eo—REERAR © £EEHHKY C 381 flhEHR
69.6%, R UL HLERBRS st s 128 fish 71.1%,
¥7-, B NFLX %%E3 & LT ciprofloxacin &
HEEO 21T > 18R 5 A BYIE 7% 34 Gl 67.6
%, 7BHHTETD 121 Fif 66.9%, NY-198 &
OREBFRBRVOBED 127 FlH 59.1%7 kbbb, TR
BFOHERLELEL DR B D—H LB T2 s
2, CheoR&E»NWThd UTI EAFHEALC X b
HEXNLDTHHZLEERT S L, SEBLAL
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Table 15. Patients with laboratory adverse reactions
Treatment
Age Sex Ttems and changes of ahnormal values
group
68 M BUN (18.8 — 28.5)
29 M S-GPT (58 — 130)
75 M Eosinophils (1% — 9%)
S-GOT (53 — 92)
65 F
S-GPT (42 — 60)
S-GOT (35 — 47 — 28°)
69 M
S-GPT (30 — 51 — 27°)
T-3262
S-GOT (31 — 40 — 23°)
74 F S-GPT (32 — 45 — 27°*)
Total bilirubin (0.4 — 1.2 — 0.7%)
5 F S-GOT (167 — 241 — 147*)
S-GPT (155 — 226 — 150°)
S-GOT (129 — 164)
52 F S-GPT (143 — 169)
Al-P (200 — 301)
72 F Eosinophils (3% — 13%)
73 M S-GPT (13 — 41)
63 M S-Cr (1.2 — 1.5)
74 F S-GOT (35 — 43)
NFLX
S-GOT (22 — 373 — 276°)
S-GPT (22 — 568 — 528°%)
69 M
AIFP (135 — 367 — 403*)
7~GTP (35 — 133)
66 M Eosinophils (5% — 18 %)
* : follow-up results,
Table 16. Global safety
Treatment No. of Almost Somewhat . Safety rating
group patients Safe safe problematic Problematic (%) U test
T-3262 127 122 2 3 0 124/121
(97.6%)
NS
NFLX 125 119 4 2 0 123/125
(98.4%)

NFLX ofi@izigZyhboTch-TcbELbh%,
4@Eo T-3262 o % UTI EREHE clE3
3, AT -—TAEEH BIF+ESH X 14 H

th 57.1% L APHRIZLRES, 7 —-FAFFHEH
Cik 115 fich 8L.7% L& <, ERFCHEEME °
A7 —FAEEBREMYHRE LEBEET AR
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HREYFTLOLEL LRI,

¥7:, UTI SRR A O R %Y LB LB
&, 27— FAEROWMBMERH TH B 6 Hick
WIEERERTDbANA, oM TCREBERRD 1
##4s LT E.faecalis in&d 77 ARIEEN ST 3
CIMBNZEND, TSRS ABMRCHLT
NFLX X b\l 2iE -0 T-3262 B R
Ihicb 0 L BEIND,

SEORMICIIABREFANY 18 FTh Tk,
T-3262 ORPYRENFRIEN & ABSER & THRLTARS
k, SAES 88 Bl HRE 86.4% XL, ARE
fl 4l ek T3 EYRL 63.4% LHEBWIEL (p<
0.01), EPHTHLFANRAREANLRE LI BE
D X EDRBARELTTCAREYRELTRTL0
tEZLRI, TOXSEARFHICHESLT, &E
EOHF kB LELOTH B, TOEBIIARESNC
AH LB RRERECIIY T - 7L HERESA OB
EXE- &, EEE L LT S marcescens, P.aerugi-
nosa, NF-GNR 7t K OHENE L, EECARESN
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We carried out a double-blind comparison of T-3262 (tosufloxacin tosilate), a new pyridonecarboxylic
acid, and norfloxacin in the treatment of complicated urinary tract infections.

Patients received either 150 mg t.i.d. of T-3262 or 200 mg q.i.d. of norfloxacin orally for 5 days.
All patients had pyuria of at least 5 WBCs per high power field, bacteriuria of at least 104 bacteria
per ml of urine and identifiable underlying urinary tract disease. The overall clinical efficacy of the
treatment was evaluated using the criteria proposed by the Japanese UTI Committee as excellent,
moderate or poor based on the combination of changes in pyuria and bacteriuria.

Of the 253 patients evaluated for clinical efficacy, 129 patients received T-3262 and 124 received
norfloxacin. No significant difference in background characteristics was observed between the two
treatment groups. Excellent and moderate responses were obtained in 79.1% of the patients receiving
T-3262 and in 66.1% of the patients receiving norfloxacin. This difference was statistically signifi-
cant (p<0.05). The overall bacteriological eradication rates obtained were 90.8% of 218 strains in
the T-3262 group and 82.7% of 197 strains in the norfloxacin group. This difference was also statis-
tically significant (p<0.05). A significantly higher eradication rate for E.faecalis was obtained in
the T-3262 group (p<O0. 05).

Clinical adverse reactions were observed in one patient (0.6%) in the T-3262 group and in two
patients (1.3%) in the norfloxacin group. No significant differences in the incidence of both clinical
and laboratory adverse reactions were observed between the two treatment groups.

From the results obtained in this study, we concluded that T-3262 was as well tolerated as and
more effective than norfloxacin in the treatment of complicated urinary tract infections.



