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Sitafloxacin (STFX) O TSk AR T 2 HREEZH S 2032 HNT, Atk
PEBEE 2% 56 K112k L STFX % 1101 100 mg, 1 F 2 18], 3 HRI#%5- L, JREESHEGE 2 BT 2 R R
LMD ODTA FF4 VHE TR (2011) ICHELTEOAMEZHE Lz ZOE, STFX #5477
% 4~9 HEOME RN R A %) 44 B, HE% 12 40 (RAEHE 6 191, 1H2SAR 6 B1) THEDIL 786% TH -
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BICILHI R 2R S A %h 23 B, %D 9 ) (i & ] — R FE 4 B, RN L REEES #1) TH Y AR
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JULY 2014

R, 4%&IE STFX O & ) RIS OFMIEZ G § 2 L8P H L LE R LN,

Key words: sitafloxacin, uncomplicated cystitis, clinical efficacy

2k O B WAL IS IE 921X Escherichia coli, X\»"C Entero-
coccus faecalis % EEIRINE & % JREIEGHE O RN ER
T, HARRBYHEF S/ H A bR LS4 (BUF JAID/JSC) @
JRYSETRIEN A F 2011 Ti3 REC 2 Wl A2 A L, 85—
121 levofloxacin (LVFX), ciprofloxacin (CPFX) % L T nor-
floxacin (NFLX) @ 3 ©® fluoroquinolone 523 A5HE3E X T
wzY UL, SRR L0 RERING TH 5 E. coli
® fluoroquinolone &3 & M PEALIZIE 4 ITH#IT L DD
Y, BEROHEIATHLN TV KB —X A V2T
\&, E.coli ® LVFX (2% % &2 513 1994 4 Tid 97.9%
THo72b D"H 2004 4E 1213 81.2% 712, 2009 4E 1213 70.7%
WKETETLTHYY, SPE MR £ 0% —RIRFEL LT
OHWALAE P INT VWS,

—7, sitafloxacin (STFX) i — =R &I B W TAl
W, DAETIF20084FE6 HIZEfianzmgdbihLw
fluoroquinolone R¥HE TH 1), SMEHMMERE 2 S50 S h
7z E. coli D& ESE 2009~2010 4FE D EEH — <A T~ A
TH 980% LEVHESHE LN TWEY, Lo L, STFX 1

MRS EIRBLTEY, BWRNEOEREIRI N T2 2
EIDREAHTH 5, 22 TEHADbIDbILE, 2013 SEBAEIC
BT % STFX O &M M I 1003 2 B30 % 1 & A
\29 % HWT, ko2t stk si2x L STFX 100 mg
Z1H2m, 3HE&ES LZOEMELRETHE LI, K
KT 1233 2 SR 3O MIC % #l%E L7z,
L &R & FE

1. x4

2012 4 5 H~2013 4£ 1 A IS W s B SRR RS 5 fif
L v 7 — R, BAKRZ Y=y 7B L OHREHR
B2 R 3 AL RIS M s BE A R 2 B & 278 L - etk o 2tk
HRPERE R EE T, ERIEREILIT O 7 HE 2723
bk L7z,
O BEIFREOERD 20 U Lo Th b &
@HEREIR E UTHERTE, REYAK, BUR, FERRIER

EDBEMERIAEIRD D 5
@ R IEA T 5 fi/hpf DL EOJRIR
@OH IR T 10' CFU/mL DL EOMI# R
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H D
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L4Vl O FEAG A R B 7 KB
(®Fluoroquinolone 2T LV F—DRED H % B
DEEOLHEREREE, HHEEEDD 2 BH
@ EEL LoOBERKERED D L EH (ML Crfili 2
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ANFEE BLIEREEE (MIC) I % Fhi L7z Mead 8411,
STFX, LVFX, cefcapene (CFPN), cefdinir (CFDN)
D 4%)E L, CLSI T breakpoint AEH 5N T Wi W
STFX, CFPN ® breakpoint (¥ D3 ® CPFX, CFDN
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T STFX 23 He ke & g S 7z F R 2 A SRR L
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KA H R EREA R MM ERRICL ) FA -
ARGR S RT3 23-129 (6590)), UMIN CTR IZ3A5%
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REOHN, Hik FMSNEREEHEERELIIONT
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BRI FERE S N7z,

L & ES

MR & %o 7EBNZ 56 BT, € DL 31 KA S 86
W CF¥Y 67 %) ThHolzo TNHLOHRISSEESN
7o, E. coli 44 #%, E. faecalis 16 ¥k, Proteus mirabilis
3 #k, Klebsiella oxytoca, Citrobacter freundii 3 X UF Staphy-
lococcus saprophyticus H34 2 ¥k, Klebsiella pneumoniae,
Citrobacter koseri, Enterobacter cloacae, Proteus vulgaris,
Streptococcus agalactine < L T fil @ coagulase-negative
staphylococcus 284 1 ¥k D & FF 75 % Td - 72 (Table
Do % B, E.colidd B 5Pk (114%) 7% 5 B 45 5%
JEERH B-lactamase (extended-spectrum fB-lactamase ;
ESBL) %A LTz,
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Table 1. Isolated strains and their eradication rates by STFX
. Total number of Number of Number of Eradication rate
Isolated strains . . . . .
isolate eradicated strains persisted strains by STFX (%)
E. coli 44 39 5 88.6
K oxytoca 2 2 0 100
K. pneumoniae 1 1 0 100
C. freundii 2 2 0 100
Gram C. koseri 1 1 0 100
negatives | p cloacae 1 1 0 100
P. mirabilis 3 3 0 100
P. vulgaris 1 1 0 100
Total 55 50 5 90.9
E. faecalis 16 15 1 93.8
8. saprophyticus 2 2 0 100
Gram Other CNS 1 0 100
positives S. agalactiae 1 1 0 100
Total 20 19 1 95
All isolates 75 69 6 92
Table 2. Bacteriological failure after administration of STFX
Isolated strains from Bacterial MICs of Bacterial
Age . . ) . Secondary
# urine before count STFX Symptom Pyuria Persistent strain count
(yrs) . . treatment
administration of STFX | (CFU/mL) | (ug/mL) (CFU/mL)
1 78 E. coli 107 <0.06 disappeared persisted E. coli 107 CFPN
2 45 E. coli 107 <0.06 disappeared | diappeared E. coli 10° none
3 49 E. coli 107 <0.06 disappeared persisted S. agalactiae™ 10* none
4 81 E. coli 10° 1 disappeared | diappeared E. coli 107 none
5 75 E. coli 100 <0.06 disappeared persisted o-Streptococcus™ 10* none
6 69 E. coli 107 <0.06
£ fazjallis 107 _0.12 disappeared | diappeared E. faecalis 10° none
7 75 C. koseri 107 <0.06 disappeared | diappeared K. oxytoca™ 10 none
8 84 C. dii 10° <0.06
E.ﬁzeelzz lilsl 107 - 095 disappeared | diappeared | Corynebacterium™ 10° none
9 58 P. mirabilis 107 <0.06
K. oxytoca 107 <0.06 disappeared | diappeared E. coli* 10* none
E. faecalis 107 0.12
10| 66 E. coli 107 1 ) ) )
. persisted persisted E. coli 106 FRPM
E. faecalis 107 0.12
11 75 E. coli 10° 1 disappeared | diappeared | «-Streptococcus™ 10* none
12 78 E. coli 107 2 persisted persisted E. coli 107 FRPM

*; replaced strain

(RifFHE 6 B, HIZCH 6 B1) T, HAIFIE 786% Th-o 7
(Tables 1, 2)o MIBARIRRMERB 12 BlDO—Ei% Ta-
ble 2 \Z7R 9o e W AKX E. coli 5 ¥k & E. faecalis 1 #& T
oz, fEMEMKD D H, Table2 HOIERFI 1, 2, 4 B X
10 D E. coli 4 ¥k & HiE 1 6 D E. faecalis 1 ¥R (2 X § %
STFX @ MIC i& STFX @ breakpoint T & % 1 ug/mL
DTFTHho72i2b b oL Tz, £z, WK
BRI a-Streptococcus 2 #%, S. agalactiae, K. oxytoca, Co-
rynebacterium, E.coli B34 1k TH o720 TS 12610
95 10 BIOBRRIERIZTHE L TB Y, BRI H R B
54 B, MBI 2 BITHIERIL 964% TH o720

2. HIEHE

TFHEABETH > 72 32 1T I, MW ENRIRILA

Rl 23 B, ) 9 B G & Wl — WAL 3 B, BT
L JRHE 6 B1) (Table 3) TH Y, AR 71.9% Th -
720 PEFERFIZIHRHEN & W — WD TEES N2b 0,
ESBL £ 4 E. coli %5 2 %%, ESBL 3E 4 E. coli 231 #E T
Hotzo —J, FFERHCHBES NN & F7e 5 Wk
& L T3 E. faecalis 7% 2 #%, K. pneumoniae, Enterobacter
aerogenes, S.agalactiae, ESBL JE A E. coli B34 1 ¥R T
o 720 HFEHIER O ERRARIIARBI 30 1, MR 2
BT, HRIFIT938% Th -7

3. JPEERIARITN 3 B K AEHUR 3 O SEBRE N LR )

GrHEE N2 TS BRSOV T, T RIS K R B 3 o
MIC 5745, MICx, MICy, 35 & 0 CLSI D387 break-
point (230 { B2 % Table 4 127”7,
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Table 3. Summary of all recurrent cases
Isolated strains from Bacterial MIC of WBC counts in . Bacterial »
Age . . i Isolated strains Additional
# urine before count STFX Symptom urinary sediment count
(yrs) o . at reccurence treatment
administration of STFX | (CFU/mL) | (ug/mL) (/HPF) (CFU/mL)
1 77 E. coli 107 <0.06 none 10-19 K. pneumoniae 10° none
2 32 E. cloacae 107 <0.06 miction pain many E. aerogenes 100 LVFX
3 64 ESBL-producing E. coli 10° 1 lower abdomi- ESBL-producing .
. ) 30—49 ) 10° STFX
E. faecalis 106 0.12 nal pain E. coli
4 67 E. coli 107 1 . -
, none 1-4 S. agalactiae 10° none
E. faecalis 107 0.12
5 78 ESBL-producing E. coli 107 1 ESBL-producing
) none many . 10* FRPM
E. faecalis 107 2 E. coli
6 81 E. coli 107 0.25 none many E. coli 10* none
7 70 K. oxytoca 107 <0.06 none 0-1 E. faecalis 107 none
8 75 ESBL-producing E. coli 107 <0.06 none 0-1 E. coli 10* none
9 33 E. coli 107 <0.06 none 0-1 E. faecalis 10* none

SHE XN W O STRX 23§ 2 &2 MR
933% TH Y, EVBEZMRERLL, $72, STFX D
MICs 13 =<0.06 ug/mL, MICyi¥ 1 ug/mL Td -7z, E.
coli 44 ¥k STFX 1253 % B2 PE 1 90.0%, MICsH=
006 ug/mL, MICy1pg/mL THo7z2D2kf L, LVFX
g B %S M B 13 75.0%, MICs 13 =<0.06 pug/mL,
MICy % 16 ug/mL TH Y, E.coli ® LVFX IZxF 3 5 it
PALZ 588720 72, E.coli44 ¥k, ESBL BEAMATS
BB S 7228, EN 6o STRX A 5 &z
100% T, MICs3=<1pug/mL, Z LT MICy!Z 1 ug/mL
& 4l 438 S 7z ESBL FEZE E. coli ® STFX 25§ 5
&2 I RIFCdH > 720 — 4, E. faecalis 16 ¥k ® STFX
XS B A2 PERR1E 93.8% T, MICyi3=012 ug/mL,
MICy 13 0.25 ug/mL T&H - 72Dk L LVFX 123§ %
J& 2 M 2132 938% T, MICxi¥=<1pug/mL, MICy i 2
pg/mL & I SMEEANIA LR 2R L7z,

4. EIfEH

KDL & 7% > 72 4FI2 STFX ORIVEH D 5B
D Ao 720

m. = =

SR HAEERE I 2 R REASED AT O RO H D 5
NIERTH D, TORKNKICIEE coli I DEZ L, &
FCEAMUERESL R F /0 s R#Ed L 0IEHKOL
T 2 ARBECEGIHERICNT DI DS holz,
BAECTH T4 =) =7 7 %47 ) R Tl Hl
PEBEIE % % 163 B BRI SEHI &M E. coli 2 B L, W
PRCIEIR % 386 72 BRI IR OB M 2 fTbFIc 2 h b
OMHEEEHRGT L EFAFNIITLNR TV D HE,
HAREGSE S 2/ H A b4 (JAID/JSC) kg
FETRIEA A F 2011 TIZ AP HAPEREIE 26120 5 45—
BPIRIIEEER & L TE. coli 7213 T3 % < E. faecalis
LHEELF /vy R¥ETHHLVFX, CPFX, €L T
NFLX 25fdg s, S @PEEE LCid¥® 7 v Vigk E
coli ZH5E L&+ 7 = LRI TH % CFPN & CFDN

D2HIDBHERINT VD, LA LEE, bAEETIEENE
AR R 508 SN 5 E coli ® LVFX IZXT 5
MR 123% £ LA L, Nz TESBL 4 E. coli
H5% BEFTHMLooH5 I MELH YO, 4 F
TT T4 =7 7 TIHbNTEREEREZ B 72
PRALFRE TIRBE ISV B R AN k% b
BT AL oTETVSE, 2DL) HRIRITT,
JRIBIEYSEIHEIS DB 5 5 /0 v RED T ElithE
D F L\ STFX 25BN i T A Bt s e 2 123 L |
TEEOEN 2 HREEZ RS> TV AP EHLPICTHI L
25 B OIRBEBEIGEEHROIFRE P2 H) A TEET
BHHEEZ KW o7, STFX @@EEHEIZ1
B 50mg, 1 H2MF7/2& 10 100 mg, 1 H 1 BINRTH
%A%, ARIF7ETld JAID/JSC EHETRFE 7 4 R BT
% 2N HAERE I 22 1203 % 85— BINFE T DH % fluoro-
quinolone RFEDHEIZBEEYIM TH A3 HME L, FD
ORI TH L LVFX OHfERES &A1 H 500 mg
THHZ ENOLARREETHO STFX @ 1 M¥xS5 213 mH
BETH5H100mg #ixE L7

AR BT B S AR 21233 5 STFX 1 1]
100 mg, 1 H 2 1], 3 H#E#&GHOHFRETEHETH S
HHCH E R OM R AR R AT 786% & TR LD LR K
Motz TORKE U THRREZRAENZ5 6 (89%) &
FhigE% 3 ehozdb 0D, WA T H
(125%) &% o7 EBBHREEZ bz, 72721,
IS OMBEFEMERE 12 5105 5 10 B (83%) Tik
BRAIEIR A AL L, 780 (58%) TIZNRIRASH R L Tz,
72, MW EFEEERIE] 12 F5 5 o8 S 7z 17 b 16
PRICH$ % STEX @ MIC 1Z 1 ug/mL L FIZd b
53, INBHDH B E coli 4 FRTRTHFRAEL T/ &
L TIN5 4k 3RIE 65 LA LD B 2 O 0B &
NHDTHo7z Lo T, IS DOERE T
TERNZ B EAME T U STEX 0 % 18 1L o i 18 380 52 B [
(tna) DRBIE, t,DHEEBIUEZ )T IV ADKTH
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Table 4. MICs of each antimicrobials against urinary isolates before the treatment with STFX

Susceptibility rat
Strains Antimicrobials Range of MICs MICso MICoo useep (1 (71) Ty rate
0
STFX <0.06-4 <0.06 1 90.9
L LVFX <0.06-64 <0.06 16 75.0
E. coli(n=44) CFPN <0.06-128 05 16 84.1
CFDN <0.06->128 0.25 128 84.1
STFX <0.06-1 1 1 100
ESBL-producing LVFX <0.06-16 8 16 20.0
E. coli (n=5) CFPN 2-128 64 128 0
CFDN 2->128 128 128 0
STFX <0.06-4 <0.06 16 89.7
ESBL-nonproducing LVFX <0.06-64 <0.06 16 82.1
E. coli (n = 39) CFPN <0.06-32 05 1 84.9
CFDN <0.06-128 0.25 128 94.9
STFX <0.06 <0.06 <0.06 100
K oxptoca(a=1) LVFX <0.06 <0.06 <0.06 100
- Xyt CFPN 0.12-0.5 0.12 05 100
CFDN <0.06 <0.06 <0.06 100
STFX <0.06 <0.06 <0.06 100
K. pneumoniae LVFX <0.06 <0.06 <0.06 100
(n=1) CFPN 0.25 0.25 0.25 100
CFDN 0.12 0.12 0.12 100
STFX <0.06-0.12 <0.06 0.12 100
P mirabils (1=3) LVEX <0.06-0.5 <0.06 05 100
‘ CFPN <0.06 <0.06 <0.06 100
CFDN <0.06 <0.06 <0.06 100
STFX <0.06 <0.06 <0.06 100
L LVFX <0.06 <0.06 <0.06 100
C. freundii (n=2) CFPN 05 05 05 100
CFDN 05 05 05 100
STFX <0.06 <0.06 <0.06 100
¢ koseri(n=1) LVFX <0.06 <0.06 <0.06 100
- fosert CFPN 1 1 1 100
CEDN 0.12 0.12 0.12 100
STFX <0.06 <0.06 <0.06 100
£ cloacae(a=1) LVFX <0.06 <0.06 <0.06 100
- croacae i CFPN 1 1 1 100
CFDN 64 64 64 0
STFX <0.06 <0.06 <0.06 100
P valgaris(a=1) LVFX <0.06 <0.06 <0.06 100
- vagart CFPN 1 1 1 100
CFDN 64 64 64 0
STFX <0.06-2 0.12 0.25 93.8
LVEX <0.06-64 1 2 93.8
E is(n=16 =
Jaecalis (n=16) CFPN 64->128 >128 >128 0
CFDN 2-8 4 8 0
STFX <0.06 <0.06 <0.06 100
S. saprophyticus LVFX 0.5 0.5 0.5 100
(n=2) CFPN 1-2 1 2 100
CFDN 0.25 0.25 0.25 100
STFX <0.06 <0.06 <0.06 100
. agalactiae (n = 1) LVFX 05 05 05 100
- agatactiae CFPN <0.06 <0.06 <0.06 100
CEDN <0.06 <0.06 <0.06 100
STFX <0.06 <0.06 <0.06 100
LVFX 0.12 0.12 0.12 100
Other CNS (n=1
er CNS (n=1) CFPN 1 <0.06 <0.06 100
CFDN 0.12 0.12 0.12 100
STFX <0.06-4 <0.06 1 93.3
LVFX <0.06-64 0.12 16 787
All strains (n =75 =
strains (n =75) CFPN <0.06->128 05 >128 68.0
CFDN <0.06->128 05 64 65.3
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HEZ > TW2EEE, 5 WIS COWRIGEDIKT &
Vo 2R D F 2 5N SR ORBOBITIME
I VT FZUEIZTTIE R eGFR b ZEL, WHETH
T Cmax OWELR EHATI LENDH L &bz,
RAERTHEES N2 E coli 1233 5 STEX OHLW N
X LVFX, CFDN, CFPN X DI Tw/zs, M5
2 & D HE S NTZARHFIBHFERE D E. coli W23 % MICy 1
01~02ug/mL TH Y, ZOBRMARLNIZL G SN
722010 4E D T MR 7% $ 45 T D E. coli IZ K 5 % MICy
012 ug/mL & Z ORI TIXFARREOPLRE I IZMERE S
T/, RRABRICBIT 2 STFEXDE coli i2HK T 5
MICwix 1 pg/mL & EHLTWw/zZ &5, E. coli I2h}
% STFX OHRH T IIR 4 T LT 2 W REME DR
SNz, 7272 L, ARRBRTRRD 6 17z ESBL J#E4: E. coli
5 M STFX 1249 % 213 100% TH ), STFX
B BERVPBRR SN, bbhs 3 Tl L7z
ESBL i £ E.coli 41 % @ STFX I %} § 2 &= Pk 5 b
100% TH o722 &H 569, BT STFX iE ESBL
A E. coli IZHEVAEREDSD B L E 2 iz, —Ji, E. fae-
calis \IZx1 9 5 STFX ORI, BFFKICHRE S iz
MICy 0.2 pg/mL*"" 3 & UF 2010 4E D17 B #% P A R 12 3R
8 N 72 MICy 0.25 pg/mL & [Al Kk 12 A 5B T D MICy
12025 ug/mL TH Y, E. faecalis |2k LT STFX ofFEh
VW EMER I TV L& bz,
MEX Y, BiKES T STFX i JAID/JSC BEYETRHE A
4 FITORIRIETH B LVFX X b 28RO
EHEEE LTERL TS EE R SNzds, SR E. coli ®
STFX 126§ 2L D #ELTA R E E N, STFX OHLR
HOWRZFIEMEBEHL T ZENFHEETHL LM
bhize 7z, SPEHMMEEI R TIZ T DOBEKNEO %5
THb% < &5 E. coli DERRHMALTRO N5
BUE, WBHRIAHTR OB ERA 21T VIR R E O E &
SEHNRZ M2 W] 5 2202 LT L T & ARG R I
WCROPLRH Z EIRT HBFICUHTH D LEZ BN,
FIFAHKHCHE  BETXE bR L,
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Clinical efficacy of sitafloxacin, 200 mg daily for 3 days, against female patients
with acute uncomplicated patients; A multi-center trial

Kan Suzuki’, Haruhisa Koide", Shinichiro Kira”, Jun Moritake”,
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In order to clarify the clinical efficacy of sitafloxacin (STFX) against the female patients with acute un-
complicated cystitis (AUC), we tried 3-day regimen of STFX, 200 mg daily, against 56 female patients with
AUC. The clinical efficacy of STFX for AUC was evaluated according to the Japanese guidelines of clinical
trial for genitourinary tract infections (1* Ed, 2011).

As a result, the bacteriological outcome 4-9 days after administration of STFX was 78.6% with eradication
in 44 cases, and failure in 12 cases (6 cases with persistence and 6 cases with replaced). Also, the clinical out-
come was 96.4% (54 cases with cure, 2 cases with failure). Among 32 cases that were available for recurrent
evaluation, bacteriological response rate was 71.9% (23 cases with eradication, positive in 9 cases (relapse in
5 cases and reinfection in 4 cases), and the clinical response rate was 93.8% (30 cases with cure and 2 cases
with failure). Thirty-nine of 44 (88.6 %) isolated strains of Escherichia coli were eradicated, and MICs and MIC
of STFX were lower than 0.06 4 g/mL and 1 ug/mL, respectively. Against 4 strains in 6 persisted strains of
E. coli, the MICs of STFX was 1 ug/mL or lower. Sixteen strains of Enterococcus faecalis were isolated, and
their sensitivity rate, MICy» and MICy of STFX were 93.8%, 0.12 1 g/mL and 0.25 u g/mL, respectively. From
these results, the efficacy of STFX against the female patients with AUC due to E. coli was moderately low
in this study. Therefore, the longer regimen of STFX might be necessary for AUC.



