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Sitafloxacin structure.

Fig. 1.
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Dosage Contents
After After After
breakfast | lunch supper
STFX group STFX 50 mg X 2/day e U o o [ I
After After After
breakfast | lunch supper
LVFX group LVFX 100 mg X 3/day O n O n (O} |
Active tablet @ STFX 50 mg, W LVFX 100 mg
Placebo tablet O STFX 50 mg placebo, [] LVEX 100 mg placebo
Fig. 2. Test drug packaging.
Table 1. Observation and test schedule
Test schedule
Observation/Tests Before During End of
treatment treatment treatment
Patient background ([ J
Compliance with drug administration follow-up
Symptoms ([ J O ([
Adverse event any time
Pyuria ([ J O ([
Bacteriological tests ([ ] O (]
Laboratory tests ([ J O (]

@ required O as needed

U 2 W72 IR vk & 251k L 72

7. PASEH B X OBHY

FASTHH & AR 2 Table 1 128 L7z,

1) ERARIEIR

SR, RIS, FRIREOBISEYLHE L, Toiod
HIERIZB L T 250 RMAE L 72,

2) WSk

MV 22 A1 dip-slide 12 X 2 P & 90t L
720 FHFEMEHBERIC BV TRILL 2R E ) AV b E
THAEL, WHERNE L%, SPmmRameg ok
REFR R R B R B RE) ~a& AL, MW o5
HE - B L UNMIC JE 2 SEHE L 720 %8, MIC Jll 21X
H A LA s it g 912 fg vy, STFX 3 X O LVFX
? MIC Z I L7z,

3) AEHEGL

BRI G- MAAE D S 5T - kR E It L7
FTRTOUF L BVIEIR - BB 23R 2 A EHL
L, AERHRLD) LIHHE L OREHERIGETE %
WHREEIEHE LT ko 7ze HEFEPHIAL
B IENG, BHH, W, imEe L7z,

8. HIEHIEB XU Z i

) HREoHE

UTI SR APl A e (58 3 B " IC eV i & RRR R R %
FEahl, TAE#], TE o SEBERCHE L. 72, #F
IR =R R %2 08 L7z,

2) waEtoHE

GBI & 72 (3R BR - HEE G, RERIER G- B
BICHH L -AERLONE, BIH, BBROGEEEE
BeHRP, L, EBREERAT S L LIS, TokkEs
LUFHRGORE, EEEBIRBRELOREMEERZE
THSPCHRS D ], TZ5RB Y I, THRH L2 L
nwl, TEfRZVWS L], TBIRZE L] o 5 BRETH
E L7 THo2ICHRD Y 1, [Z5lRBY 1, TR
b Lhaw] LHEIh-HRE 2RI E LTI
o720 HRMAMEEZEE [PIRIEIC X 2 EPES)
BT HREIEH, BRRBRAAE SR O e Lt | 2 212
HE L7z

9. JEBIOELY v & Bk

FEBIRGET 2BV TR EZ B A EFZHMK L1
i LIER O % g Lizo SREFOILY) Hvy, B
RB L ORENOYEI L L1k, FEEEIT- 7,



84 H A& AL & % 5% & M Gk

I

APR. 2008

o

10. BEEHEHT

RPN RAERIZ, RERZEAY 17 DL RG-S,
UTO&RMFICHMLZVEZOER L Lz, OEKAR
GCP & I ([ RS A, GETFHE Loz &), @
SRV, @EPIEME R F 713 PR e, @OH
- HEER, OFHZIEEORS., ©ORESHARIED
HE L R AR TN, OG- B iGN R 25 101
CFU/mL #iiii, @A & HHOUREEA.

REMBHT S REMZ, RBRHEEZDHRED 1THDE
MR3E L, RERARERN F 72 13m0 R Rm 2S5 5 L
TR ZFER L BB OHEME Lz, 72720, EX
% GCP I, MEAVERE, BRyFIEEENL, 2o aTifiic
WEERITT EEZ SN LU (MoPiRSE, 7 =
SVEERRSR F 7 IO VRRIEA T O A NI EE
IR &) GBI L 72,

FZEHMH B ISR G ERIRI R OARFE L L, ARRD
7% (STFX-LVFX) Ol 90% 15 ¥ X [ o F BR A A%
-10% Ul Eo¥;4, STFX X LVEX IZHERIZE S 7%
Wk L7z $72, BT " BoE e v THRIERORE R 1L
BAAT, oW 95% FBEXE 2 RDz, B, £5
FRTAIH LTy Mg, Wilcoxon NEALFIMRE 2 1TV A
HAKHEWIH 15% CTHEH S NAAI1CE, B ELEH A
ELTORWI E FEE L) 2 CHEEEIE{LESY v
THMFEOEDOBEX M ZHEL, BHERETF VIR
BRI RITT B WE L7,

BIKEHEIE B &, MR SRR O RE, MEKROE
AL B L UIRROTEELS & L, W 95% FIHEXH %2
RKdszo BERIILERICIE 2 WRE F Wi,

LA E X, AHFFLEHR L AEHREBERL
L, T 95% fEHEX [ % sk 720 BE M BBy Bed %
A7z,

%8B, HEEDIVNIIFRERA b K OEA I,
22 NAR 2 T Fischer O EEMERFHRE L2 W,

I & S

1. FEGIRER

BEICHAANDO N2 264 BlDH & 2 BNLEED HIE
B kOB LB H o 2720 K85 ThH Y, STFX B :
133 6, LVFX & : 129 Bl 262 BlIIRERIE D G- S
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Mg @ p=0.002). F 72, HRIFEOZEOWH 90% 15 X
O TFRMEIX 64% TH Y, LVFX B35 STFX #D
AR R OIELHEAMGE S N7z BRIRICH T 23058
ZIEHAL3AS STEX B : 64.7%, LVFX # :61.2% T
D GEERNC I D N Ao 7288, MR RISHS B A0 %
(XL AT STFX B  90.2%, LVFX # @ 745% Td
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AR REOH R RO L Tz,
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Table 4 1/ L7z BEREMEREE 22 D4 %) 31X STFX #f ¢
95.5% (84/88), LVFX # : 835% (66/79) T& h, LVFX
TEICH L CSTFX HECTAHRICE o7 (W& 1 p=
0.011) . HHEVEE BB ROARIFIL STFX #  100% (14/
14), LVFX # : 789% (15/19) T& V), WikkEIZ#HFH#
M2 A AR SNl o 7295, STEX BEOARH A
LVFX # % ko 72, HRREEGH (52, 3, 4#) ©
A %) % 1L STFX # : 958% (69/72, 95%CI=88.3%,
991%), LVFX % : 852% (52/61, 95%CI=73.8%,
93.0%), BIEHIEAB (55 6 ) OAZIHIL STFX #f :
96.7% (29/30, 95%CI=828%, 99.1%), LVFX % :
784% (29/37, 95%CI=61.8%, 90.2%) TH VY, V»TFh
IZBWTH LVFX BEICH R T STRX BECTHEICE A -
720 MEFROIEFALRIIMBECTRIIEIETH - 724, MEHR
DREMALEIZ STFX B THEISE D - 720

F 7o, HAUEHE B 5 AREE, STFX B 1 95.1%
(97/102, 95%CI=2889%, 984%), LVFX # : 80.6%
(79/98, 95%CI1=714%, 879%)Td»V, LVFX #IZlt
NTSTFX B CHEICE» - 72 (B : p=0.002),

2) SRR R

J5C PR B 280 #k o> BRI MIC B3l 2% % Table 5 12 7R
L7z0 BB O IE STFX B 1 964% (132/137),
LVFX # : 86.0% (123/143) TH» Y, LVFX BEIZIHART
STFX # CTH I & » - 72 (Fischer o i i F 714
&1 p=0002), ERERREDOHEIRIZ, Enterococcus fae-
calis 3 STFX # : 100% (20/20), LVFX % : 87.0% (20/
23), E.coli »* STFX # : 97.3% (36/37), LVFX # :
96.8% (30/31), P.aeruginosa %% STFX #f : 85.7% (12/
14), LVFX # :583% (7/12) TH -7z,

etk MBI o R % Table 6 1278 L7z, STFX #
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Table 2. Patient profiles
Patients
Parameters Statistical test
STFX LVFX
1 hriti 14 19
Diagnosis pye one.p' s x%:p = 0281
cystitis 88 79
male 68 65
Gend Zp = 0959
ender female 34 33 AP
20—29 2 0
30—39 1
40—49 4 1 .
Fisher: p = 0.405
50—59 9 8
Age (yr) 6069 36 29
70—79 50 59
~64 29 19 b = 0134
65~ 73 79 P =0
G
roup 2 4 0
(post prostatectomy)
. Monomicrobial Group 3 12 10
Infection (upper UTI) .
. Fisher: p = 0.186
(UTI grouping) Group 4
56 51
(lower UTI)
G 6
Polymicrobial . ro.up 30 37
(no indwelling catheter)
S t - o8 6l Zp = 0514
mptom :p = 0.
ymp - 34 37 43P
Table 3. Overall clinical efficacy
Pyuri Effect
o yuria Cleared Decreased Unchanged ee . or.1
Bacteriuria bacteriuria
STFX 64 11 17 92 (90.2%)
Eliminated
LVFX 49 9 15 73 (74.5%)
STFX 1 1 2 ( 2.0%)
Decreased
LVFX 4 4 ( 4.1%)
STFX 2 2 1 5 ( 4.9%)
Replaced
LVFX 4 2 6 ( 6.1%)
STFX 3 3 ( 2.9%)
Unchanged
LVFX 3 2 10 15 (15.3%)
STFX 66 (64.7%) 14 (13.7%) 22 (21.6%) 102
Effect on pyuria
LVFX 60 (61.2%) 11 (11.2%) 27 (27.6%) 98
STFX 64 (62.7%) Overall efficacy
| Excellent
LVFX 49 (50.0%) STFX LVFX
STFX 34 (33.3%)
[ ]Moderate 98/102 81/98
LVFX 32 (32.7%)
(96.1%) (82.7%)
STFX 4 ( 3.9%)
[poor -
LVEX 17 (17.3%) 1% p = 0.002

TUE 102 50 8 Bl > & 8 ¥k, LVFX # T 98 1l 1 17
B2 23 RSB S 7z, HRIC 7 T AR TER O 3L
STFX BEAS 1 #RIH L, LVFX BETIE 21 B TH o 726
4. ZAEVEOFHb
HERLOBBFIESTFX # : 31.1% (38/122, 95%
CI=229%, 394%), LVFX & : 223% (27/121, 95%
CI=149%, 297%) TdH o7z, HEB I VOCHEEOHESR

Z6 LCHRBME T O THNIRRD e h o7z 7z,
BRI O 5 A3 1k & 7z 9E #0113 STEX #E « 3 41,
LVFX % : 461 TH - 72

RIEH O —8% Table 7 1R L7zo BIVEH OFEBEIE
STFX #f : 246% (30/122, 95%CI=169%, 32.2%),
LVFX # 1 116% (14/121, 95%CI=59%, 17.3%) T
bHolzo BIEHIEBIRORRM AL 130% TH Y, LVFX
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Table 4. Overall clinical efficacy classified by diagnosis or infection type

Treatment . Efficacy * (%) e
Parameters Patients Excellent  Moderate Poor o Statistical test
group [95% c1]
STFX 88 57 27 4 95.5 x?
. (88.8-98.7] p = 0011
cystitis
LVFX 79 42 24 13 83.5
[73.5-90.9]
Diagnosis
STFX 14 7 7 0 100 Fisher
. [76.8—100.0] p = 0.119
pyelonephritis
LVFX 19 7 8 4 78.9
[54.4-93.9]
Group 2 STFX 4 0 4 0 100
(Post- prostatectomy) LVFX 0 0 0 0
STFX 12 7 5 0 100 Fisher
Group 3 [73.5-100] p = 0195
(upper UTI) LVFX 10 6 2 2 80.0
[44.4-97.5]
STFX 56 39 14 3 94.6 Fisher
Group 4 [85.1-98.9] p = 0.188
Infection (lower UTT) LVFX 51 30 14 7 86.3
(UTI grouping) [73.7-94.3]
STFX 72 46 23 3 95.8 x*
88.3—99.1 = 0.034
Subtotal [ ] P
LVFX 61 36 16 9 85.2
[73.8-93.0]
STFX 30 18 11 1 96.7 Fisher
Group 6 [82.8-99.9] p = 0.035
(no indwelling catheter) LVFX 37 13 16 8 78.4
[61.8-90.2]
STFX 102 64 34 4 96.1 x?
90.3—-98.9 = 0.002
Total [ ] P
LVFX 98 49 32 17 82.7
(73.7-89.6]

HICHANCSTFX B CTHEICE P> 2 (*E p=
0.008)s STFX HETOFELEIEM (2 L 172D & N7z FE]
fERD) &, THIAS82% (10/122), FIEEIHAS25% (3/
122), FAVHUR, ALT #h0, AST ¥hn, sV 27U+ K
BN, WFRRERESSINASE M E N 1.6% (2/122) Th - 720
LVFX H#ToOFELEEMIE, LIES®E, TH, BAPUX
MWENZEN1T7% (2/121) TH o 720 EREEITVIT DR
EEZIHEETHY, EELZEMEHEIRED N2 -
720 BB, AEHGLOH B STFX #HTIERKNRGE 115,
YRR 2 1, fEAL 1 HF, TR S R, BAPUR L MR, i by
)&y FEIN AR, M pRFERIN 1 £, BX T LVFX
HECTITESRAR M, ARAE 14, WREEE 114 LE
B 2 1, TR AR, 0 B L, TR 1A, BRI
14, @14, ALT 314, ik 7 B a1
e, ME ES 1, I Y 7)Y NESm 2 4, R
7 N RERTE 1R EEE & O IR BEES TG E S .
m £ =

HEAMIZ B W TIEEE I E. coli @ ciprofloxacin 12%F 3 5
BEZMEPMLTLTBY, FRHAKRIIBWTD IR EGE
DFEHRE DAL A FEE 72 25 2 LB TPRENDLZ L H

5, TFkZRIER AL LT, RSN LTHaE
PR CE ZRIIMAEORBILETH L LEZ LN
720 ALAEPAFE ST 2 KR IIPUR S T2 I IR S K e
WS &R S TR SN TWAD, STFX ZEICEH, S
PEl S, RESBYGEO IS LT HEN BRI
BT END, JREBEGUEICH T 5 STFX ORERRNAL
BEANT 2T 5 BT, REEIYEDBEIZIH
NTW5D LVFX #xf gk e LT - HE MR E I L
720

WA ERZ R oA %=1k, STFX # 961%, LVFX
BER27% TH Y, STFX BT 134% Hdro 720 MEEOH
MEOZEOTM 90%CL O FRRAEIX 64% TH o722 &
A5, STFX X LVFX ISR AFRZ R IZBVTH L 2w
CEDMRGE S NTze F 72 BB OKER, WEEOARHIC
BEELRENED LN (p=0.002),

N TIH ST B BEHETE R B G 2 0 5 &
L7 EERILEABIC BT 5 LVEX O 4 HR A5
DEMFIL86.7% B L83T7% " TH Y, F 72 Y4agHsy
2B B R EERR D LVFX 2§ 5 Bt 0-Ai i34
M FEHE L 72O L P L Tz 2 & s, Shlo
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Table 5. Bacteriological response by MIC
MIC (ug/mL)
Treatment
Isolates not Total (%)
group = 0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 125 =
done
STFX 11/11 1/1 8/8 14/14 6/6 3/3 2/2 4/4 1/1 50/50 (100)
GPB subtotal =ttt oSS ooSSooSooooooosoossooooooos
LVFX 2/2 2/3 2/2  18/18 11/11 1/1 1/1 1/1 4/10 42/49 (85.7)
STFX -
[ 2 i e
LVFX 1/1 1/1
STFX 2/2 1/1 1/1 4/4
StaphylocoCCus SP. T7TTTT T oSS SSSoSSTooSSoooooooosooosooooseo
LVFX 1/1 1/1 1/1 3/3
STFX 1/1 1/1 2/2
StaphylocOCCUS QUIremS =77~ 7 77 TSI oo oTIoTIooIooIiooiomooiooiooooos
LVFX 1/1 1/1 1/1 1/1 0/2 4/6 (66.7)
o wed, STFX 1/1 1/1
Staphylococcus IugaUunensis ~== ===~ === === 77T oo ooooooooooooooooooooooooooooooooo
Py & LVFX -
STFX 3/3 4/4 7/7 (100)
Staphylococcus epidermiais ~== === 77777 77T TS oToooITIoSIooioooToomooiooooooos
LVFX 2/2 1/1 3/3
Staphylococcus CSTEX e
saprophyticus LVFX 1/1 1/1
Staphylococcus S M L USSR 7/7(100)
haemolyticus LVFX 2/2  0/1 1/1 3/4
i b STFX 1/1 1/1
Sta, OCOCCUS XYl0SIS =777 77777777 7o T TS oSS ooooooooosoooosooososoooes
P v STFX -
STFX 1/1 1/1
StreptocoCCUS SP. 7T oo Iooloooooooooooooooooooooooooooooooooo
LVFX 0/1 0/1
STFX 1/1 1/1
StreptocoCCUS QgalaCtiqe ===~ 7 77T TS oTo oo ITIoSIooTiooTomooiooooooos
LVFX 1/1 1/1
STFX 1/1 1/1 2/2
ERterocoCCUS SP. 77T TS TooooooooTSTosoooooooooooooooo
LVFX 1/1 1/1
STFX 4/4 7/7 3/3 1/1 2/2 3/3 20/20 (100)
EnterocoCCus faecalis === 77T TTT Tt oSS oSS oToooSSoTooosSssosioooos
LVFX 13/13  6/6 1/4 20/23 (87.0)
STFX 1/1 1/1 2/2
ERLeroCOCCUS f@eCilm =777 7T oIS oTooSoooooIoooTooomoooiooioooeos
LVFX 1/1 1/1
STFX 1/1 1/1
ERLerocoCCus Qi —  ~7 7 7T oSS oSS onoooSoSoSooooSssoosioooos
LVFX 1/1 1/1
STFX 1/1 1/1

Enterococcus durans

GPR

GNB subtotal

GNR

Escherichia coli

Citrobacter sp.

Citrobacter freundii

LVFX 1/1 2/2 0/1 3/4

STFX 9/9 9/9 (100)
Klebsiella pneumioni@e === 77777777777 TT T oo oTo oSS oToooSooSooososoooooosooos

LVFX 5/5 1/1 6/6 (100)

(Continued)
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Table 5. (Continued)

MIC (ug/mL)

Treatment

Isolates not Total (%)
group = 0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 125 =25 q
one
STFX 4/4 4/4
Klebsiella 0xyloca =777 77T TS oTo IS ooToooTooToooTomoooiooooooos
LVFX 4/4 1/1 5/5 (100)
STFX 1/1 1/1
Enterobacter cloac@e -7 mmmmm oo ooooooooooosooooooooooooooooooos
LVFX 0/1 1/1 1/2
STFX 4/4 1/1 5/5 (100)
Enterobacter erogenes =7 7T TTTT TSI oo IooIoTooooIoonooToomooosooiooos
LVFX 1/1 0/1 1/2
STFX 1/1 1/1
Y2272 2 o
LVFX -
STFX 1/1 1/2 0/1 2/2  4/6(66.7)
Serratiu MArCEeSCENS === 77T oo ooooooooooooooooooooooooooooooooooo
LVFX 2/2 1/1 0/3 3/6 (50.0)
STFX -
Proteus mirabilis —~  TTTTTTT Tt oSS ooooooooIToooooooooooosoooooo
LVFX 2/2 2/2
STFX -
Proteus penmeri Tt T oooooooooooooooToooooooooooooooooooo
LVFX 1/1 1/1
STFX 1/1 1/1 2/2
Proteus VIIGaris 77T ST oTo IS oToToooIIooTooTooooosooioooos
LVFX 1/1 1/1 2/2
STFX -
Morganella mOrganii 77 77T TS oToo oo TooTooonIooisooosootooos
LVFX /1 2/2 /1 11 5/5 (100)
STFX -
Providencia reffgeri — TTTTTTTTTTTT TS oTo o ooTooITooTooTomooooooooeos
LVFX 1/1 1/1
STFX -
Providencia StUartii =~ =777 TS o oooooSToooooo—ooooooooooooo
LVFX 1/1 1/1
STFX 1/1 1/1
Hafnia lvei Tttt oo oooooooooooooooooso—oooooooooos
LVFX -
STFX 1/1 1/1
GNF-GNR oo o oo
LVFX 1/1 2/2 1/1 4/4
STFX 1/1 1/1 3/3 2/2 1/1 2/4 2/2 12/14 (85.7)
PSeudomonas Qe igiOSa == 77T ST oTo o ooToooITooiooTomoooisooooooos
LVFX 5/6 /1 11 0/4 7/12 (58.3)
STFX 1/1 1/1
Pseudomonas pulica =777 TTTT T TS oToIoooToooIoonooTomoooiooioooeos
LVFX 1/1 1/1
STFX -
Acinetobacter DaumaNIiL === 7777777 T oo oo oSS ooooooooooooes
LVFX 2/2 2/2
STFX -
Alcaligenes faecalis —  -777 77T TTT T oooooooooosoooosoooooooooooooooooeo
LVFX 1/1 1/1 0/1 2/3
STFX 1/1 1/1
Alcaligenes XyloSOXIQanS ===~ 7777 =TT oToooooITooIooonTooisooooooosooos
LVFX -
57/57 5/5 13/13 18/18 11/11 9/9 7/9 4/6 132/137
STFX / / / / / / / 4/4 / 2/2 0/1 2/2 /
Total (100)  (100) (100) (100) (100) (100) (77.8) (66.7) (96.4)
10 7 1 ettt
LVEX 6/6 32/32 14/14 9/10 / 24/25 14/14  6/7 5/5 4/6 6/21 123/143
(100)  (100) (100) (90.0) (96.0) (100) (85.7) (100) (66.7) (28.6) (86.0)
LVFX BOERMHTRIIZ Y 2 Bf L £ 2 bz, BT o B B GBI T O R E 13 STFX #E 95.8% (69/

INFETICHHEEN TS LVFX, sparfloxacin, to-  72), LVFX # 85.2% (52/61), M H &4HITid STFX
sufloxacin @ HHH G L OEBEH BT 52 H6% B 96.7% (29/30), LVFX B 784% (29/37) TH b, »
(3 68.8~81.7% B L 1°507~61.8% TH O BFED  THICBWTLSTFXHOARRIILVFX B XV &
Za—F /0 RPWEOBBMWNEGICH T 2 6%%F <, STEX IBEERBGBIC I\ T R & Gepl & [H
(&, B GICN T 2 BRI AR Y, —T, Rl BREOBVWAMEEZRT I LAMRINIZ, Tz, EH
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Table 6. Strains appearing after treatment
Strains
Isolates Statistical test
STFX LVEX
GPB subtotal 1 21
Staphylococcus sp. 0 3
Staphylococcus aureus 1 1
Staphylococcus epidermidis 0 8 Fischer
Staphylococcus haemolyticus 0 5 p = 0273
Staphylococcus caprae 0 1
Enterococcus faecalis 0 2
GPR 0 1
GNB subtotal 2 1
Citrobacter freundii 1 0 Fischer
Pseudomonas aeruginosa 0 1 p = 1.000
Xanthomonas maltophilia 1 0
Yeast 5 1
Total 8 23
Table 7. Adverse reactions
Treatment group STEX LVFX
Patients evaluated for safety 122 121
Patients with adverse reaction 30 (24.6) 14 (11.6)
95% CI (16.9, 32.2) (5.9,17.3)
Events 37 19
No. of No. of
Soc¥ PTY

patients (%) patients (%)

Metabolism and nutrition

disorders Decreased appetite 0 1(0.8)
X Headache 1(0.8) 0
Nervous system disorders .
Drowsiness 1 (0.8) 0
Eye disorders Eyelid oedema 1(0.8) 0
Cardiac disorders Palpitations 0 1(0.8)
Abdominal distension 1(0.8) 0
Abdominal pain 0 1(0.8)
Abdominal pain upper 3 (2.5) 2 (1.7)
Cheilitis 1(0.8) 0
Gastroinstestinal disorders C(.)nstxp ation 1(08) 1(08)
Diarrhoea 10 (8.2) 2 (1.7)
Dyspepsia 1(0.8) 0
Stomach discomfort 2 (1.6) 2 (1.7)
Stomatitis 1(0.8) 0
Vomiting 0 1(0.8)
Skin and subcutaneous tissue X
. Pruritus 0 1(0.8)
disorders
Alanine aminotransferase increased 2 (1.6) 1(0.8)
Aspartate aminotransferase increased 2 (1.6) 0
Blood creatine phosphokinase increased 1 (0.8) 1(0.8)
Blood lactate dehydrogenase increased 1(0.8) 0
Blood triglycerides increased 2 (1.6) 1(0.8)
Investigations Eosinophil count increased 2 (1.6) 1(0.8)
Monocyte count increased 0 1(0.8)
Neutrophil count decreased 1(0.8) 0
Neutrophil count increased 0 1(0.8)
White blood cell count decreased 1(0.8) 0
Platelet count increased 1(0.8) 1(0.8)

2 MedDRA/J V.9.0
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MV iwd oo, STRX OFMMER LTI 24
BERIE 100% (14/14) TH o720 THHD T LA 5 STFX
VAR B e R0 M T T S 0 MR Tk D BRI IR B
EAYEICH L CO RO RPIfEcE 2 8HTHL L
IR E N7z,

MR R EICBWTIE, STEX 34FI2 7 5 2Pk
W69 P IA5R <, E. faecalis 20 ¥ % & ¢ 50 #R5X
THAWE R L7Z20 Wt L, LVFX # T3 E. faecalis %5 23
Feeb 3 RAERE L, 77 2Bk O 3R 13 85.7 % (42/49)
TH Y, STFX #ETHEIZHE D - 72 (Fischer O E %
A D p=0006), 7T AR CIIAEEIALNE
Ao 725, P.aeruginosa @ H % ¥ 1& STFX # %8 LVFX
HEAEL B> TWz,

F 72, LVFX #Tld MIC 75 6.25 pg/mL LLF O JE K 1#
T EEH974% (113/116) TH - 7201Zx L, MIC
3125 pg/mL PL b o 5K & o 3 2k 513 37.0% (10/
27) THY, MICAS125 ug/mL P EIZ7% % & HEHFN
KT 5MM%ERLZ. —F, STFX B Tid MIC 4350
pg/mL D 1RRIZE L L e dh o728 B 0134 HkD
MIC 13 125 ug/mL BLFIZH A L, ZDHERFEIL 97.0%
(130/134) TH Y, MIC O EFITHED HEROW S H 7%
KTIEASN D272,

VM o5 B33 STFX # 246% (30/122), LVFX
T 11.6% (14/121) T, FBFEOMM 1L 130% TH D,
LVFX BEIZHAT STRX BECHEICRE D - 72 (P HE -
p=0008), 1l % DOEIVEHFEBFRORER 213 FH 2 B €
WERD 3% LINTH - 7285, THORBEOBEM 212
65% TV, FITEHEBROBER T TS TR OFBE
OFMZEZ KL TWEH EEZ bz, THROBEREFEIZ
STFX #D 10 4k I bR, LVFXHo 2441
ZAIHEETH Y, STFX BECHEL OV FHRIATH
T AHMHMIFED SN olze T2, STEX BIZBITS
ZOMOEIERIE, 312 FEERSEOHLIHERTH ),
LVFX B EHML TV ShE5DZ 25, STFX
WX AEEHORRIE LVFX IZHARTE L, FFICTFH
DEJUHEBET HULENDL SO0, HEELET S
ERFICERRIICIE L 22 b O TE W EEZ b/,

BUTE I PE PR B8 REGE DI S LT 2 #8119
WL, BHREE L THWHE TR O 5N 5 E. faecalis
B L O P. aeruginosa JEFK L CTHPICRIT 5 L 13T
W72\ STFX 13 E. faecalis 3 & U P. aeruginosa |2k L
TENTBRMEZRT I EARBEIN, ¥72, LVFX
RRZ VRS & 2 IR B RGIE (S0 L C b BAT 22 B AR #h
ZRL72Z DS, H3EZHY R E. faecalis B 5\
P. aeruginosa JEH S FEDL N B BHERMMDO =2 —F /0 v
SPGB R IA T 5 L b b BEOEHEIC
BT STFX OFERFIFICH VWL EbN S,

D EoiEs» S, STFX D 1E50mgl H 2 Bl 5-1%
BN RS SR DBIBRICHHTH B L ZE 2 b,

E
RGO EMIZHEL, S22 n /2 FitlEdoEnR
FAREMOGETREH 2L E T BRI
BARE] (ALBRER K ZE AR b)), BT —5
(R R E R AT R RO BE ), A (B
Wikt), REFIEEE GREMED), MER RS,
SR, LR CRECRFAE MR ), NEF<fI
— (RERESERRZWERE), & EHE, AR
CREIEFRBE), fIEW GRROMRSLAF b, R —
(EZEBRESE 7 —), AR R ORER B EA
EwkE), PEEG (FAEESEBEE), EAR®RK (4R
REFEAFBHERBE), BAIERE GRS HISmEE)
o FH e —BF (IR ER R R AR R be), IR (B R
BRI b R Re), R ERIfR CRIE T Romibe), MH%A:
(EMHLkE), BAMC Ghargvkkt), ks (e
PRBR A i be), KR (WAL Reke), KB
Mo (SLH L7 VG ) , P ) A A (G g vl S v o )
FUILEE, Ry — BB R VA SR BE ), HRIE80G, RS
Bn (RS EEEE), MRdi— (R,
SPRE IR (RE R R AE TS A e, FH 2R (S I
SEINENRRE), BEREE GBI B SRR RE), ARAE, ok
e (AR =AM RYRRE), FEHRE (RS I 7
b)), SLmedEsE (BILAR T2 be), ARBOME (EtlH g
Wikt), VAR (SERTFRk), Bz ORER
T - BEURRED), HEIRRE R R RFEEFBIEbL)
WA HE (RS IumlE), FIUE (RS R EER
MEdEk), AN (BEEE R gsiske), 8% (+
SAREWBE), RESCY (R IuEe),  BETACHR
(RN R R Z R B R BE ) , A (MR] 57 S be)
KEFawk LIV AR EE), ZHE (LI liszEE
Wt vy —), GHRER Ous 5mke), IEfkA (5
=AEWke), HEHIER OuNRFZEESSRMIERPE), F0
JE5] (ESmbe N ER - & —), Zegin A (S 500
Wike), B R— (ERFERRZEAFHE R,
Bz, REREL (BN B RS REE TR M s o Bt
(HRBRERF ORI L %)
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Comparative study on sitafloxacin and levofloxacin in
complicated urinary tract infections

Yukimichi Kawada’, Satoshi Ishihara”, Takashi Matsui”, Masaya Tsugawa”,
Tetsuro Matsumoto”, Kunitomo Watanabe® and Mitsuyoshi Nakashima”

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

? Department of Urology, Kizawa Memorial Hospital

¥ Department of Urology, Kobe Red Cross Hospital

» Department of Urology, Okayama Citizens’ Hospital

¥ Department of Urology, University of Occupational and Environmental Health
% Division of Anaerobe Research, Life Science Research Center, Gifu University

” Hamamatsu Institute of Clinical Pharmacology and Therapeutics

The clinical efficacy and safety of sitafloxacin(STFX), a fluoroquinolone compound, in complicated urinary
tract infections(UTI) was investigated in a randomized double-blind comparative study using levofloxacin
(LVFX) as a control.

Patients with complicated UTI without indwelling catheters were treated orally 7 days with 50 mg b.i.d. of
STFX or 100 mg t.i.d. of LVFX. Clinical efficacy was evaluated based on criteria for evaluation of clinical effi-
cacy of antimicrobial agents on urinary tract infection (third edition).

Patients evaluated numbered 200. Overall clinical efficacy was 96.1% (98,/102) in the STFX group and
82.7% (81/98) in the LVFX group. The difference in efficacy was 13.4% and the minimum 90% confidence in-
terval was 6.4%. The noninferiority of STFX efficacy was evaluated against that of LVFX. Strains isolated
before dosing numbered 280. Overall microbiological eradication was 96.4% (132/137) in the STFX group
and 86.0% (123/143) in the LVFX group. Eradication in the STFX group was significantly higher than that in
the LVFX group.

The incidence of adverse reactions was 24.6% (30/122) in the STFX group and 11.6% (14/121) in the
LVFX group. The incidence in the STFX group was significantly higher than that in the LVFX group. (y*
test: p =0.008). The most common adverse reaction was diarrhea in both groups. All symptoms were mild or
moderate.

Results suggest that 50 mg b.i.d. of STFX is effective and without significant safety problems in the treat-
ment of complicated UTL



