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Fig. 1.

Sitafloxacin structure.
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Table 1.

Observation and test schedule

Test schedule

During therapy

Observation period

Observation/Tests
5 to 9 days after end 4 to 6 weeks after
Before treatment End of treatment
of treatment end of treatment

Informed consent ( any time
Patient background ([ any time
Compliance of drug admini- P
stration
Symptoms o o o O
Adverse event any time
Pyuria ( ( ] O
No. of bacteria in urine (] [
Bacteriological tests ( ( ([ J O
Clinical laboratory tests { ] o O O
@: required
O: as needed
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Table 2. Patient evaluation
Group L H
Overall safety 130 126
Efficacy (End of treatment) 100 96
Efficacy (5 to 9 days after end of treatment) 96 93
Efficacy (4 to 6 weeks after end of treatment) 45 56
Table 3. Patient profiles
L H
Parameters
n = 100 n = 96
pyelonephritis 18 (18.0) 14 (14.6)
Diagnosis
cystitis 82 (82.0) 82 (85.4)
male 50 (50.0) 47 (49.0)
Gender
female 50 (50.0) 49 (51.0)
Age (yr) mean * SD 68+10 69+11
Weight (kg) mean + SD 56.9+9.4 56.6 +9.3
No 33 (33.0) 27 (28.1)
Symptoms
Yes 67 (67.0) 69 (71.9)
G-2 0 (0) 1(1.0)
G-3 12 (12.0) 11 (11.5)
UTI group
G4 46 (46.0) 45 (46.9)
G-6 42 (42.0) 39 (40.6)
No 15 (15.0) 12 (12.5)
Concomitant drug
Yes 85 (85.0) 84 (87.5)

Table 4. Overall clinical efficacy (end of treatment)

Pyuri Effect
L yura Cleared Decreased Unchanged ee .on.
Bacteriuria bacteriuria
L 47 15 26 88 (88.0%)
Eliminated
H 52 15 21 88 (91.7%)
L 1 1 2 ( 2.0%)
Decreased
H 1 2 3( 3.1%)
L 1 1 2 ( 2.0%)
Replaced
H 1 1 1 3( 3.1%)
L 2 6 8 ( 8.0%)
Unchanged
H 2 2 ( 2.1%)
L 51 (51.0%) 15 (15.0%) 34 (34.0%) 100 (100%)
Effect on pyuria
H 54 (56.3%) 16 (16.7%) 26 (27.1%) 96 (100%)
L 47 (47.0%) Overall efficacy
=1 Excellent
H 52 (54.2%) L H
L 44 (44.0%)
[ 1Moderate
H 41 (42.7%) 91/100 93/96
L 9 ( 9.0%) (91.0%) (96.9%)
[—1Poor
H 3 ( 3.1%)

5L B 83.3% (5/6), HE :100% (10/10) TH - 726 cal outcome @ cure %1% L #F : 484% (31/64), H ¥ :

2) RS E 456% (31/68) TH o720
microbiological outcome @ eradication X L#E : 3) EEHE

56.3% (54/96), H# :634% (59/93) Td > 7o clini- & H) 2 D microbiological outcome @ eradication
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Table 5. Bacteriological response by MIC

Dose MIC (ug/mL)
Isolates
group =< 0.025 0.05 0.1 0.2 039 078 156 3.13 625 =125 Total (%)
L 16/16 5/5  24/24 21/21 1/1 3/3 5/6 75/76 (98.7)
GPB subtotal =~ oo ooooooiooooooooooooooooooooooos
H 6/6 5/5 19/19 23/23 4/4 3/3 4/5 2/2 66/67 (98.5)
L 9/9 3/3 1/1 13/13 (100)
CN S T oooooooooooooooooosoooooo
H 2/2 1/1 2/2 1/1 6/6 (100)
L 4/4 1/1 1/1 6/6 (100)
StaphylocOCCUS @UIensS =777 77T TSI ooIoooooIIooIoooooooiooioooooos
H 1/1 1/1 0/1 2/3
i L 1/1 1/1
Staphylococcuis Capitis =7 T T T TooooooooTooooooooooooisooooooooooos
H 1/1 1/1 2/2
L -
StaphylocoCCus CORMIL =777 77777777 T TS IoooIooTIooTooisoTooonooioonooos
H 1/1 1/1 2/2
L 3/3 1/1 1/1 1/1 6/6 (100)
Staphylococcus epidermidis ===~ === 777 T TS IoooooITooIoosoooooiooiooooos
H 2/2 2/2 4/4
L 1/1 1/1
Micrococcus SPP.  TTTTTTTTTTTTTT T oo ooooTTooooooooooooooooooooos
H -
s L 3/3 3/3
LreplOCOCCUS SPP. 77T TSI S Sooonooooomoooomooooes
H 1/1 1/1
L 2/2 2/2 4/4
StreptocoCCUS QgalACtiqe === 77777 7T TSI oIoooooTIooIooioooooioooiooioos
H 3/3 1/1 1/1 1/1 6/6 (100)
L -
StreptococCus SAlIVATIS 77777777 oSS oTooSSTooSSooosiooossososoooos
H 1/1 1/1
L 1/1 1/1
Streptococcus Mitls 77T oooCooTooooooiooooooooioooooooooooooos
H -
L 1/1 1/1 2/2
StreptocOCCUS DOVIS 77T oSS IoooooTIooTooooooiosioooooos
H 1/1 1/1
L 1/1 1/1
Streptococcus CONSLellAtS === 777777777 TS oToooSTooSSooosiooooooooososooos
H -
L 1/1 1/1
ERLEroCOCCUS SPP. 77T oo oioooooooooooooooooosoooooooooos
H -
L 15/15 16/16 3/4 34/35 (97.1)
EnterocoCCus fAecalis 7777 TTTTTTTT T oT oo IToonooToIooToonooiooooooooooos
H 14/14 18/18 4/4 2/2 38/38 (100)
L 1/1 1/1
ENteroCOCCUS @VILIT =777 77 TS oo TSSSoooosooososoosossooooes
H 1/1 1/1
L -
EnterocoCCus Gallimarumy === 777777t oT oSS ITooIooIIooIooiooiooiosiooooos
H 1/1 1/1
L -
Lactobacillus lactis =~ =777 777 7777 oo ooooooooooooooooooosoosoooooooooooooooos
H 1/1 1/1
L 1/1 1/1
Arococcus VIridams 77T ooooooooooooooooosoooooooooooooo
H -
L 45/45 6/6 6/6 3/3 0/1 7/9 3/7 0/2 70/79 (88.6)
GNB subtotal =~ = oo oooo oo oooooooooooooooooooooooooooooooos
H 37/37 5/5 10/10  2/2 2/2  12/13  3/6 3/3 2/2 76/80 (95.0)
L 1/1 1/1
Acinetobacter calcoACetiCUS ~==== === 777777777 oo ooooooooooooooooooooooooooooooooooo
H _
L -
Enterobacteriaceae -ttt TTmTTTommmo oo eSS oooSTooSSooosioooooososoooos
H 1/1 0/1 1/2
L 22/22 3/3 3/3 0/1 4/5 1/4 0/1 33/39 (84.6)
Escherichia coli =7 7Tt oooooooooooooooososooooos
H 22/22 3/3 3/3 1/1 1/1 8/9 3/5 1/1 42/45 (93.3)

(Continued)
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Table 5. (Continued)
Dose MIC (ug/mL)
Isolates
group = 0.025 0.05 0.1 0.2 039 078 156 313 625 =125 Total (%)
L 2/2 1/1 1/1 1/1 5/5 (100)
Citrobacter freundil =777 77T TS SToSIooToIooIooiooiooioooooioos
H
L 1/1 1/1 2/2
Citrobacter kOSeri =77 oSS oooSSooooooooosooosooooooos
H 1/1 1/1
L 1/1 1/1
Klebsiella Spp. 77T oTooooTooIoooIooIooiooiooioooiooooos
H
L 12/12 12/12 (100)
Klebsiella pneumioni@e === 7777777777 oSS SooooSSooSToooSooooosososooooooos
H 8/8 1/1 9/9 (100)
L 2/2 2/2
Klebsiella oxytoca 7777 77Tt TSI oSS SSooSISooooSooossosoioosoeos
H 3/3 3/3
L 1/1 1/1 2/2
Enterobacter cloacae =77 mmm T T T T T oo oo oooooooooooossoosooooooos
H 1/1 1/1 2/2
L 1/1 1/1 2/2
Enterobacter QeTOg IS T TS oTooSoooonoooooooooeeo
H
L 1/1 1/1
SerratiQ MArceSCems 77T TS o ooo oo oTITooooooooooooosoooooooooooos
H
L 1/1 1/1 0/1 2/3
Proteus mirabilis =~ Tttt oo oooooooooSosoooooooosssososooooos
H 2/2 2/2
L
Morganella mOrganii =777 77T TSI oooooIooITooIooiooioooooossonoooes
H 1/1 2/2 1/1 4/4
Haemophilus ] L vy
parainfluenzae H
L 1/1 1/1
Pseudomonas SPP. 77T oo oSS IooIoTooIooiooiooooooooooos
H 1/1 1/1
L 1/1 2/2 1/1 1/2 5/6 (83.3)
Pseudomonas @eriginoSa =777 TS ITooTooIooooooiooioiooooootos
H 6/6 1/1 1/1 2/2 10/10 (100)
L
Pseudomonas pulid@ 7777 TTTTTT TSI o SooToSSooSToooooooossosooooooos
H 1/1 1/1
L 0/1 0/1
Alcaligenes faecalis ~ ~77777TTTTTTTT T TS oTooTIoooIooITooIooiosiooiooooooooes
H
61/61 11/11 30/30 24/24 10/12  8/13 145/155
L 1/2 0/2
Total (100)  (100) (100) (100) (83.3) (61.5) (93.5)
otal =~ Tttt oo oT oSS Tooooooooooooooooooooooooooooo
H 43/43 10/10 29/29 25/25 6/6 15/16 7/11  5/5 2/2 142/147
(100)  (100) (100) (100) (100) (93.8) (63.6) (100) (96.6)

GPB: Gram-positive bacteria
GNB: Gram-negative bacteria

XL B 578% (26/45), H# :57.1% (32/56) TH -
72 microbiological failure DR T, FERDOFEFEL N
VTORFETIE [Relapse] &7%:5 226109 5 8 23,
PFGE ®#E# 25 [Reinfection | (2438 & 1172, clinical
outcome @ cure ¥ (L B : 548% (17/31), H # :
535% (23/43) TH o7z

4. FEMEOFHb

FERGOREHEFRIZL - 369% (48/130, 95%Cl=
286%, 452%), H# : 34.1% (43/126, 95%CI=25.8%,
424%) THY, EHR2AEFHGE, LEHTIIRBEZED 1

B, H#ETIIFERGEDHE TH - MERT - 448
P1ENCRO SNz, EEGHEFLEZRCCEE LN
EENTAEFRRB LUOWTHNIED SN AaD o7z F
72, RIEORG PP IESNESIT LA 66, HE : 9
BTHY, HETIETRIZL 2%G- LA 3BICED S
n7z,

KRIE L DR EBRDGETE RVES (BITEH) % Ta-
ble 6 127" L 720 FIMEM O FEBLFIX LB - 246% (32/
130), H# :24.6% (31/126) TH -7z LETOELH
M (2 DL ERRD S N Z-BITER) &, THIAT69% (9/
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Table 6. Adverse reactions
Dose group L H
Patients evaluated for safety 130 126
Patients with adverse reactions 32 (24.6) 31 (24.6)
95% CI (17.2, 32.0) (17.1, 32.1)
Events 47 43
SOCY PT? Patients (%) Patients (%)
Dizziness 0 2 (1.6)
D i 1(0.8 0
Nervous system disorders ysgeusia 08)
Headache 2 (1.5) 4(3.2)
Hypoaesthesia 1(0.8) 0
Eye disorders Vision blurred 1(0.8) 0
Abdominal distension 1(0.8) 0
Abdominal pain 0 1(0.8)
Abdominal pain upper 0 1(0.8)
Cheilitis 2 (1.5) 0
Constipation 0 1(0.8)
Diarrhoea 9 (6.9) 13 (10.3)
D i 0 1(0.8
Gastroinstestinal disorders yspepsia (08)
Faeces hard 1(0.8) 0
Flatulence 2 (1.5) 0
Frequent bowel movements 1(0.8) 1(0.8)
Gastrisis 0 1(0.8)
Nausea 2 (1.5) 2 (1.6)
Stomach discomfort 0 3(24)
Hypoaesthesia oral 1 (0.8) 0
D ti 1 (0.8 0
Skin and subcutaneous tissue rug, eruption (08)
. Pruritus 1(0.8) 1(0.8)
disorders
Rash 2 (1.5) 2(1.6)
General disorders and ad- Feeling abnormal 0 1(0.8)
ministration site cnditions Thirst 2 (1.5) 0
Alanine aminotransferase increased 3(2.3) 1(0.8)
Aspartate aminotransferase increased 2 (1.5) 2 (1.6)
Blood creatine phosphokinase increased 3(2.3) 1(0.8)
Blood glucose decreased 2 (1.5) 0
. Blood lactate dehydrogenase increased 0 2 (1.6)
Investigations . .
Blood potassium increased 1(0.8) 0
Eosinophil count increased 3(2.3) 1(0.8)
y-glutamyltransferase increased 2 (1.5) 0
Neutrophil count increased 0 2 (1.6)
Protein urine present 1(0.8) 0

9 MedDRA/J V9.0

130), ALT ¥4, CK 3#hnds L OFEEREE sz h 2
n23% (3/130), V%, WMy, M., AST Hm, y-
GTP #ins L i 7 F YK T 22 h2h 15% (2/
130) TH - 720 HETOEZEIVEMIETHIA 10.3% (13/
126), HAPLEAS 24% (3/126), M., AST 841, LDH
BB X OB I E N FN 1.6% (2/126) TH -
7o ERAEFEIIWINOBEF 3P EETHY, HEL
BIERNZZRD SN o 726
nm. # =

1998 4E 74 & 2000 412 2>V ) T HEMEVE R BRI GRE 120 L
TEM L 2R AERIZ BT 5 STFX 50 mgx 2/ H D5
MTROAERHIZ96.1% (98/102), JFKH O IKFIZ
96.4% (132/137) T 1, 50 mgx 2/ H T4 7% B R 5

PR TEL EEZ LN, LAL, REBEGYED EE
JEHRETd 5 E. coli D3 7 0 ¥ TPEALASIT AR 2 802 2
LTBY, HAREWNIZBI S LVEX 1234 % &z
2000 £ 91.9% & B L T, 2004 41213 81.2% F TIK
TL, MICod 05ug/mL %5 8ug/mLiZ EH L Tw
58, 2D L) BRIRWOE L EMZEL, STFX OHHENM:
PREGBAE IR § B HRR R 2 HHET A2 L2 HIY
2, UTI ZERDEFAMHHE (55 4 BB 2 32) YISk U R 3 %)
g, BMEHHES X OCHBEHEIIBIT2ER)% 50
mgx2/H& 100 mgx2/H T L7,

B EC BT 2 HFIE, LEETIO®% THD
T R BRERF RS SNz, FNHOWEREZX, 7J A
FrtE i ClEmif 58 e b 95% DLk B, 75 A EMH
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TIELHTRRMET L7ze LEETO E. coli DHFFITH
B (933%) LI L, 846% IIETFLTRBY, I 4k
TR O RFILTIL E. coli DIHFHRET AR L7Zd D
ERbNsz, STFX @ MIC 702 pg/mL LL T4 §
HHRIE, L#E, HEEEBITTRTHEELAZ. —T, MIC
A30.39~6.25 ug/mL (25345 % E. coli DIHIRFRE, Mad
AW o0 LET455% (5/11), H#T81.3%
(13/16) THH, HEEOWHERFAN L #EE LI - 72,

LVFX ® MIC %% 0.06 ug/mL (CLSI ) UL F T % E.
coli 46 BRIZBWVWTC, DNA Vv A L—AB I PR YV X
F—EIVOFX /0 VigtEiREHBTT 3 / REHZ 1
IBIETEENPRD SN GyrA @ Ser83 B L U
ParCO 2 A T7 I/ WASER L 724R1C1E, BEfFD
Za—F /0 Y RYIEEICHT B KT ERD 1/
4~1/32 1K F L722%, STFX K3 2 &P 13 B A
ERIBETH 5720 51T, GyrA BL U ParC @ 3 AT
DETT7 I Vs, BfEO=2—F 0 REUH
D MIC 28 2~>128 ug/mL IZ5 AT 5 EEF /7 a v
it ¥ E. coli \2 xf L C, STFX @ MIC i3 05~8 pg/mL
WA L7z L7es>C, STRX WM ffo=a2—F /1
VERPIEE L ML TT I BERIC X it b o R EE
BFRWwEEZ oz, LAL, KBEBRIZBWTRD LN
7oRER v VEHEE. coli 27 R, EFIKE O 89% %
DL LMD, F 0 Vit E coli 12 X 2 BHEEIR H
JRYYEDHERIT D 72> TId, E. coli DMEERIFH & S5
5L Z i3 472012100 mgx2/H 053 %
BT 20LENHLEEZ D,

IR E B L R E 2B 5 microbiologi-
cal outcome @ eradication 1%, Wj$%5-H & b FHIFER)
HEDHEREHRTREMKTL, HFREDOATIIHE
MEPE R YSE 2 BIWIC T v b e — VT 5 2 &I HE
THbHIEhEDbN, 72, clinical outcome D FHMiIZ
B W TIlZ, microbiological outcome & clinical outcome
PLFLLMAELTE ST, HOHREERDHER LD
BB LR ERYD 5 L 1ZF VD572, clinical outcome
WY 7201203, EAYE BRI HIET 2 EIR
% WD B DD B 05, FEEERESLEIHEICHKT 2
FERE OHERNIIHREETH Y, BREEROEHZENE L
TeERADPPEH SN TV EHAE D% <, clinical outcome
DHEE VS ZFIRBELDDIZL TS, 2D L) RIK
LT T clinical outcome ZYIE T 5 FHFE IOV TIEIHE
DOEWDDH D L Bbhiz,

72, WBHCHEIZ BT B microbiological failure @ 43
UL, UTIHERDEHEANE (55 4 BT ER) i3 AR
%€ ? microbiological failure % [Relapse | 3 & UF [Rein-
fection] 2T 5] LBESINTED, ERITIHEHEH
TE W D 5 WE R 258 G- B kAT & W — W OB A1 [Re-
lapsel), F7: 5 WA OYA 13 Reinfection] & 77 L T &
2o L22L, ZORETIIES-FMGH & F—OREzRH

5B OMICHEY: L7246 T [Relapse] 533N b
7o, ARBECCIEBEH 2 R IS BT & Rl — O il
A HES N2 3AZIE PFGE 2% i L, DNA L X)LVT
DFERZ MK L THE LIz, ZORR, B5-HGH & [
— WA HES T, 2D PFGE OfEH [HRE] &% &
NERNIZ8HBITH Y, PFGEZEE L2 LIk D
[Reinfection| & 73S N5 REFEFO—IBHHER TIX
[Relapse] LI N TV EEMEDH 5 = & £ &
N7z ZOZ & D5 EEH%E D microbiological failure
O, WL L2 TIREIC S e WA
&Y, PFGE Z MR L7z ERHHTH 5 2 & AR
iz,

—7, BWERZRBISIEMm G L b 246% L AT
HY, HEORERD L B TEERT 2 @I
Do ol ROFEBEOFED - IEINEH IEHiZ 5
HEHIZTHTH o722 LE TIE MedDRA IZHEI L
THE LTHER LIRS L 56 HEETIR 13 H DS
L 9BBMETH o7z LL, TNOWEEZEDT
WORBIRPHRMETRREL, BEREORGPILE LT
ELZATHAHBETIHICRD N2 e, #etk
100 mgx2/HIZFFICTHROBBICRET 2 LUTDH
bEEZ LN,

E.coli ®F 7 1 YIPHALIC X 2 G 3FOK T I L0
HML7ZEETE Ao 72b 00, 1998 412 F i L 72 iR
REROARIFE (961%) L HARRRET LTV, Ll
% H%% E. faecalis, P.aeruginosa 7 & E. coli % B { IR D
FEFEREISHTARRIIETLTBES T, BETDH 50
mgx2/HT91.0% OFERFEZRFFL TWD L 25 hER
iz,

Db XD, BHEERISIRGSE 09 5 BRI & %
50mgx2/HET 5 ELIIRYTHLEEZ LN, 72
ZL, EREEOM1E% 5D 5% 7 a Vi E. coli 12
FFL T 100 mgx2/HDJA550mgx2/H & b & ffEHE
BRIRPRFETE D720, Ecoli lCXDREGERVEL
ZHE LT VAR RO = 2 —F ) 1 v RYTHIEAZER)
L7 VER] 72 &% 2 1 Vi E. coli D& G A% < Beb
N, ELRBRRHZLEL T 5541213 100 mgx2/H % 3#
WL, THOBEIUCTHTER L OHET 5T LHE
FLweEZONMT,

%B, E.coli DKZVEBANIOVTIEESHLIEMT S
EEBIT, Fou vt Lo S SR B EENTRD L
WEIE, BARHERARORELZZET 2LEND S
tEzbhb,

@O

KIBBOFEMITEEL, B 72720 72 F ek O R R
BEERMOGETCEH A LEST G o

POEW REIRZAFHRRRE), WARER (BIRRFEES:
TR E R bE), IR RS (A E R, A IEE (A
NIVESZH YRR ), e =0 (RESE T o be ), M TR (I
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BRZEEEI R, AN O Rwke), 7
HENR L (A E iR A NG BE ), A RS ORIRGE29BE),

BEAHEA (BT AR AR ), A H 32 OB AR s Be)
Vit —5 CKRBGR+590be), B (Rl KBRS
MEmbe), P GENF ) A S #uEke), HR—HE (Bl
P T RGR ), DHEE R BBt v gL be),

BT (AT RFR), 2R (R
WIERS), WZZE b Rk, Ik (Rebh
Rowke), R (WL vuiEbe), B G H
LR, ENEA (R Rwke), S asE
(ESLIR B R IR~ 7 —), iR (Milk+
FHIBE), FEARTENE (1R R AR NGB, 524
BOFBZ ) = 7)), ZHaB M (R BT LA B RER),
ERAER (RBRTT - BUBRR), BHIER (LBKF
Wikt), EAEIESE (MR KB, EBUA (ZRE7
Jugbe), BENKER (BAITKZER SRR, BHE
w(FMEHY Y5 —), BiEHE— (ERBAKEWHEE),

PRAEG WREFICES 7V =y 7)), EEE—IF G
PREGEFRZ AR REPEERe), PEATECR (VAR ZFRHE )
AL (F B R RE) , ZHE (LN L = v & —),
i FH 3% — B (AL LT ARG ), U ARl (RN
IERREWBE), BAEZ, B CGulkeERE:), 1
RN UR=A500), IEFEd OmErisbe), Fem (5
Baiibe), BV CORa RSk, NI CH (B
BRFEZE - MR B, DRI ONEE - W
REskt 7z =v 7)
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Dose-comparative study of sitafloxacin in complicated urinary tract infections

Yukimichi Kawada”, Mitsuru Yasuda®, Kazushi Tanaka”, Koichi Monden”,
Soichiro Akasaka”, Toshihisa Egashira”, Mitsuo Kaku” and Seiji Hori"

Y Gifu University School of Medicine, 1-1 Yanagido, Gifu, Japan

? Department of Urology, Gifu University Graduate School of Medicine

¥ Department of Urology, Kobe University Graduate School of Medicine

Y Department of Urology, Okayama University Graduate School of Medicine, Dentistry and Pharmaceutical Sciences

¥ Department of Urology, University of Occupational and Environmental Health

9 Department of Urology, Kyushu University School of Medicine

” Field of Infection Control and Laboratory Diagnostics, Internal Medicine, Tohoku University Graduate School of
Medicine

9 Department of Pharmacology, Jikei University School of Medicine

The clinically recommended dose of sitafloxacin(STFX), a fluoroquinolone compound, in complicated uri-
nary tract infections(UTI) was investigated in a randomized double-blind study.

Patients with complicated UTI without indwelling catheters were treated for 7 days with either 50 mg b.i.
d. (group L) or 100 mg b.i.d.(group H) of oral STFX. Clinical efficacy was evaluated based on criteria for
evaluation of clinical efficacy of antimicrobial agents on urinary tract infection (draft, fourth edition).

Patients numbered 196 and overall clinical efficacy at the end of treatment was 91.0% (91/100) in group L
and 96.9% (93/96) in group H. Strains isolated before dosing numbered 302 and overall microbiological eradi-
cation was 93.5% (145/155) in group L and 96.6% (142/147) in group H. Eradication for microbiological out-
come at 5 to 9 days after the end of treatment was 56.3% (54/96) in group L and 63.4% (59/93) in group H.
Eradication for microbiological outcome at 4 to 6 weeks after the end of treatment was 57.8% (26/45) in
group L and 57.1% (32/56) in group H. The incidence of adverse reactions was 24.6% (32/130) in group L and
24.6% (31/126) in group H. The most common adverse reaction was diarrhea, with an incidence slightly
higher in group H than group L. All symptoms were mild or moderate.

Results suggest that 50 mg b.i.d. of STFX is a reasonable recommended dose with good clinical efficacy
and tolerability in the treatment of complicated UTL



