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=2 —% /1 Y RILRFE TH 5 sitafloxacin (STFX) DB F-IFMAVERE S § 2 HMIEDS X
iz ial L7z STFX O - H&EIZ 1 50mg 1 H 2101 7 HE#ERS- & Lz BRRRIRIX
UTT ARG EESE (55 4 UEER) BHICHE L THE L 720

WA R R DOH R,

ZfRT88.6% (31/35) TH DV, HGHITHIN SNIIREMARIC X ) 3B Sh

TeRBANOERFIL, 77 IV THIRELRT 85.2% (23/27), k27 T I T 7 WIE Mycoplasma genitalium
PEIRIEH T 100% (7/7) TH Y, M. genitalium PEIRBEHRD 1 BUIERTH o 720 WA OF IR,
Chlamydia trachomatis T 96.0% (24/25), Ureaplasma urealyticum T 889% (8/9), Ureaplasma paroum
T100% (7/7) TH Y, M. genitalium & 3 ¥ 2 HRANH R L7z BIERIX 27.3% (12/44) 12%HBIL, &
LEWERIE T CTH o 720 BIVEHOEIEEILX, WINDEED L VIFHEETH - 7

DbofE L v, STEX ZIEMETERE LKD)

HCAHHGEHTH D LEZ LN,
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Sitafloxacin (STFX) (35—t (B B— =30k
REM) ICBWTHAREN =2 —F /) 0 Y RIEHTH 5,
STFX (Fig.1) 1, RSB X0 77 2ABtkw, 7
T LBURP LA AT I AVE, 7IIVTRICETRE
MREWHH AR PVERL, kD=2 —F /0 v RAH
XY ROBR I 2 R” 3 STFX % fEHEH N 53 14 2 Bl
B L7356, Mg hiEE s 1 R SICREREE 20, 50
B L1100 mg H GBI 5 Cow lTZFNEH 051 3 L 7100
pg/mL Thorzo T72, tinldTNEN 462 5 X 1502 ki
ThHY, %51% 4B KHF TILHGEDOR 70% HRE LKL
L CRPICHRIE S e, 24tk TRz 227 03%
REVWHDOD, Za—% 0y RPREETHIEE % 5 WM
HAEH, MBEE~OEHE, I, QT/QTc MMER % &0
BH)AZIIPENZ EAVREINT WS,

PRAEJT MR NE & R MK &, IR TR Chila-
mydia trachomatis % WRFEARE 32 27 5 I T 7 HIRIE LA
LTHY, HAMEEZ-TWEY T2, #izIEmE kI
77 IV T HIRBROFENIEEARE L T Mycoplasma geni-
talium 735 ENT 5" STFX & C. trachomatis <2 M. geni-
talium &\ 5 72 IEEIFIEARIITT LT MBI ) & BT
b7, REROEFICBTHHAESHES N HEE,

Sitafloxacin structure.

Fig. 1.

Neisseria gonorrhoeae D = 2. — % J 1 ¥ PR IITH 3 2 itk
{LAEIITHEA TV B Z & A 57, REBRTIIH TIEMRETER
BRISTREBE L72e $72, M. genitalium % C. trachomatis
EMSFICERBEAE LTEMEERET 22 L2 HNO—
DL L, FMBEIRERE 7 T 3 VT HIRESR, M. genitalium
HIRESE, FET T I V7Y M. genitalium VIR I8 5212 77 H
L., BREDS L OREMEHGE L7,

LB, RGBT 9 F4 A 1 H X Y iEfT Sh7lEEMD
ERRRBR O FEEOIEHE (GCP) ] 2T L TEM L7,

I B LI FR A 1-1
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I. WRBLUVAZE YR Gz B0 ) 1R 1 8 (50 mg)
1. "% Z1H2ME, 8, ZIZ&EOKS L.

200545 H2*5 2006 45 4 12, REERICEBmML 727
ik % 525 L7z M M IR R BT, RSN &
PNz BEE TR E L

FRIRIEHEIL, i 20 DL T UTT 3D 3R 269 (46 4
BT 2 ) SR ICHE L, oI T &t Ziiz g &
L7zo REIR @ BBERFICIRE W 2 LT 5 2,
FRIBERFICHH LT TH, MBICL Y IRES
W EPERL T A PRI TYS, @HIMEK
¥ REA I T O 1,000 fEOHERICBNT, 3HEL EO
FHT5 A EoHMERDSFRO S s, GOEY © T
S e LT, BRI LR F 7213 E 5 W R AR AR %
et L, SEMT CREREASHMIRNICHFEEL TniRnT
EWERINTWS, €512, [EHEH DS B
g (G#TH1~28) $TOMIEEREEEIEL,
BRI 2 S W 2 (B G-HT#H 4~6 ) FTo
FHIPER WA #E T, MEREEITH)HAICIEa vy F—2a%
Tz L7

F 72, DUT OBRIEIEICEE 4§ 2 BT 2 5 st
L7ze Q=a—F /0y ZRWHEISER T2 L E 25N
BINHPADORE (LB TEORBE, KB, AE) T F 74
I %V —RIERBEHOMEE AT 288, @QTA»A
e EORBIEB T 3 FOBARE AT A BE, @b
SERED EOERREEESEO SN BE (s L7 F
VA 2mg/dL ML EE AR LT %), @EEDLHERE
B (OAEREIE R ER &) 2580 b b B,
OEWMIER L ET 5D, H5HWIIERZ LD Ik AR
DR b B BHE, ©OMBRBMATH I N. gonorrhoeae DHF
RO ONLEHE, O=2—F /0 RIHEIZIES
PEEA SR VIHERIC X 2B G9E (R - 7 A4 v R &G
iE, MEEE) 2SR LN BB, @B F T ETHEOM
B - AHEEZ AT 588 (2 M a— VAROHR
AR, SRMoRERBEET LEE, S2FEBE R
D5 HEATHER 5 &), QFEABIU BN B 5 B W
B (Fu— Uiy, BENRRER, Befiy
L), OIRBREERES-PIATT 28 H LA IR E RO IHHE %
ZUF - BE, ORERUNDERD 2D azithromycin
(AZM) ASTRERSEY: 5-BAAATT 4 H LIS Sz B,
@ STFX OEBROSBIEE A7 % B8, G@FE, M
HOIEFDBEBRICSI L TV A4, RGO [F &S
e C YA 0L GHT H 25 30 Hd B\ i1
D5 LI ARV ZEEL TR vwES
(F721%, ZONEPAHLLEAIZ0 HZFEH L Tnik
W), WARGERO FE RS O BRE, IREBIKES
DEB L UOZ0OFKE BFOM, HEBEFETENE 721
BB R G ASASE 2 &I L 7z B

2. HBH5HEB L OG-

15EHICSTFX #50mg & H T 574 VAT —T 4

BSHEH TN OG5 TEhaho 2/, BB X
UMBERI OG- & Uiz, 72720, B2 o5 TaLho
7oA F3ERT O 1 M5 & L7z, 50
FHIE LCT7HMEL, REHOEET6 HM & o7z
WAL 6 HEb5 & L7z,

3. FhHkEEHE

WOEHB TS T 5 HEIE LSS EER 0L
BENORBEERG 2L, MMoBEEEICEET 5%
&, BAIF L CHEYZLE LR 2L L Lz, OBH
FRIIMBBEOREOFZEXY 2 5% (BifEE L L)
POHIEOB LA D - 72856, @K - i oS
RO LMD, HDEVIFELL 7272 0EEEOEHE
L L7, OAFEREPRD LN, BHRERS
WEBEDSIFFE L R SR L7236, OPFHZEIE 3% 2
BE LA OWRINRETH 5 2 LV L725E,
EFFIEMED S EBET 5, L AXBRFLHEICIKR L <
WHZEAHHL, YFBEHEORREVZLVR, HbHW
R ENEE AT CTH 5 LHW L 725E, @I 2
L7 F =D 2mg/dL UL ETH 5 Z LAV L 723
E, ®F oM, HERFATEM F 221X A5 B
e Gk & ASad 2 & OHI L 72856

4. BIGEHT R

RERESEGHT - PRI o EEEZ RS L%
G, TOROHEREZ S - TBIRE#T L,

5. PRHZEIE3EH]

RS ORGHE L, RS, fhobiEsE, bt
EENEBIVCRBEEATOAL K, 7V veErsa 7y,
TIVNVETa 72y 7FEFAMBLIT N7 O
EHEG, TVIZO L 2T AHIEER, ~742T Y
DR, A v T NG $RK), -7 a 7)) V8], granu-
locyte colony stimulating factor (G-CSF) #%], macro-
phage colony stimulating factor (M-CSF) ## o4t %
2R L7z,

6. REEEHRGHT - R OPIRIE OB S-HIFR

BHEOMBEIAR T TH o 1256, T 510
HHTHGZPIE L2 E%2RE, BEESEK SR TR
LI HEE T, ViWE (&5k5) oG TRERE
DB T2

7. AR H B X OHHY (Table 1)

D fER - AR

PRI, PHREATE, JRERER, RESWYOR
B L OHRIZOWTHEZR L 72,

2) JREA I T IMEREL

PREA I T H A IMERE 2 il & 0 EHA L 72,

3) AWk

PRIERGNE 1 B2 F 72 V3 IR A8 730 ) D SV 45 FE Mt PR
BMTEBL. T/, KUY AT —EHEE (PCR)



132 H A& b % &k 52 & M 6 APR. 2008
Table 1. Observation and test schedule
Testing
Observation/Tests Before End of 1-2 weeks 4=6 weeks
treatment treatment after end of after end of
treatment treatment
Informed consent o any time
Patient background [ J any time
Compliance with drug administration o
Sexual intercourse o o O
Symptoms o o ([ O
Urethral discharge o o o O
Adverse event any time
WBC in smear [ J o [ O
Microscopic P
examination®
Microbiological tests PCR assay” °® °® ° O
EIAY [ ] [ ] ® O
Clinical laboratory tests o o O O

@ required O as needed
3 N. gonorrhoeae

b N. gonorrhoeae, C. trachomatis, M. genitalium, M. hominis, U. urealyticum, U. parvum

°) C. trachomatis

Table 2. Evaluation for criteria overall clinical efficacy
in nongonococcal-chlamydial urethritis and
M. genitalium-positive nongonococcal urethritis

Microbiological WBC in smear
outcome Cleared Unchanged

Eradication Excellent Moderate

Persistence Poor Poor

BLORERGENEE (EIA %) &, WS =210%
= =2 (Bl 222 74 v 2kAath) ©F
il 7z0

BB BHAATHIC, REA X 7 £ 72135 W AR
ROFEMNZ LY N. gonorrhoeae Wi L7zo 72, M55
R E Y ILL 729K % H T, N. gonorrhoeae %
PCR#: (23 2/PCR#) 12L&V, C. trachomatis % PCR
# (@ ¥ 2/PCR#) & EIA# (IDEIA) 2 XV, M
genitalium, Mycoplasma hominis, Ureaplasma urealyticum
B X O Ureaplasma paroum ® # % % PCR % (PCR-
microtiterplate hybridization assay) 2 & h ¥z L7z,

4) AHEEZL

BEREPG MG R SR T - kR 3 H ETI2A
U729 RTOUE L RiER - Bl 721358 m e AE
HRL Lo AEHREPHEBLL 725G 1TIINE, 3E8LH,
JLiE, R R AR L 72,

8 Mk L UznlkiE

D BREoHE

UTT AR FEHELR 4 W (RES) JBHE° 129 LTl

Table 3. Evaluation for criteria overall clinical efficacy
in M. genitalium-negative nongonococcal-
nonchlamydial urethritis

WBC in smear

Clinical outcome

Cleared Unchanged
Cure Excellent Poor
Failure Moderate Poor

RN E (BeGRT - ke, BIEER I E (BGHT
% 1~2H) B I ORIEHE BG5ETH4~6H) 217>
7oo EHRIHMENHEL L, TioL#IIH-TH
k% HE L7z

1) BEEBIRR

79 IV THIRERB X U M. genitalium T IR & % T
1, BIIEERHE B L ORI E IS BT B A IR AR
(Table 2) % microbiological outcome & JRE A I 7HH
MERFLOIEROMATITE Y, [FRh), TH%], TER]
D 3 BRI E L7z,

H7 7 IV T M. genitalium VEIRE K TIX, WIS
B, BUIEERDHE B L ORECH B BT R A TR
%5 (Table 3) % clinical outcome & JRiE A I 7 I
BEOMBOMEEIZLY, [FR], [Hx], [Elo
3 BB E L7z,

(2) Microbiological outcome

77 IV THRBERDB L U M. genitalium PR B KT
X, BUEERHE B X OEEH E 28T % microbiologi-
cal outcome %, PCR :42 & V) iRERERE G- PIAA T IS B
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&7z C. trachomatis F 721& M. genitalium DI R\ HD
&, [Eradication] ¥ 7z1% [Persistence] &% L 7z
[Eradication iZ, PCR 12 & 1) {RERZEFL 5 BIAATT (2 MR
&7z C. trachomatis ¥ 7213 M. genitalium 2516 BREEP G-
BRI S NG o 72E (REEEDFEGNE M4
Wskih e { T o 125A) & L7z, [Persistence i3
PCREEIC & Y iR G- BT ISl S L7z C tra-
chomatis % 7213 M. genitalium 725 TG ERFEIL - 112 b iy
Shizga L L,

(3) Clinical outcome

WA H E, RWIEERH e B L ONRECHE IS BT 5
clinical outcome % JRE KR DREIR DB L O FRE W
BOWRIIIED X, [Curel 7213 Failure] & H5E L 720
[Cure i, BBEERS-FMETHITIZFRD S N7z I PER E
RITHRT BAEIRB & OIRE W AV E IR 123X CTHH
RLHAE L Lz, [Failure 13, OWRBESEP: 5 FAGwHT 2
5 OIEME IR E RN HRT BIERD 5 VIR E W
PHERIZRRD SN2 h, £7203 7 iERHED &
NG, QOEBBEER 5# T % 5 HER £ TlThodt
HEIRLG SN EE L

(4) JREA I 7 PR MERENI R 5 A5

WISERDE E, FRWIEERH e B X ONRECHE IS BT 5
REA I T HAMERBOHER Z [IEFEL] $7203 (1%
EHE L7z

(5)  FEEARR D I

BRI E - WRECH R R BRI O =R 2 A
L7zo 72720, MoPiREE %25 LI REsliLBRv 72,

HB, TERT - BIEEIrSBRGRTH1I~2HF T,
BIUOBLERTHI-2HEIPOHGHRTHI~6HT T
2, PLRALFREEDIEIT S 72 B, clinical outcome
% [Failure ], microbiological outcome % [Persistence ],
PREA I THAMEBRRZAZ], BEBRRRZ IR
& LTHEE L2,

2) REMEOHE

BB £ 72 R B HIEERE, RIS

Iﬂbﬁﬁ%%%&@lﬁ%, FBH, WE, weaEtitTs
BT, HEKEEY [PIREIZ X 2RBIERNIZ BT 2H
YER, ERRMRAMESRE ¥ e Rt R P2 BZ 1T,
(s |, THEEE o 3B THE L, BEBEEONE
BIfRIE TS 2CBED D [ L5 Y I BE D 2
bLNn][IZLALHERLITEERZL] ©5 &L
JOTBEA] CTHEL, [1ZEACREZ L I B# 2
Ll DANoHELEZRIER & LTI - 72

9. JEBIDOIY P

FEGI DI P ik, FEBIRE 2BV TREGHEZR R
KVEFHEME L OWFEIC LY JuE Lz,

10. FCEHEAT

R PESENT O G L R i FEMHIEIRERTH B Z LA
R AN, W5-FERICHEBEEEL 11 MELERIEL, ko

FAFICH L 2 WEBFOER L L. OFE K% GCP #E X
(MERIER, BT oK, ZHPHAES) . @
FRINFLUE 2 S0 & 72 X B A IR ek O B - I RE
@OFEHE LI O ©FAERIR R 5K 8 2 6B i
A - BIEA R T . ©H 1k HEAE & S,

REMFN N RERZ, BEEIDLRED 1THDE
BEENTBEDOERE Lz, 27251, ER% GCP # X
DBFEBRAL, MHEHE 2T 2k & L

FZEEMME B %, BRI BT B RE IR R
DEMHE Lz, BIREHIEB X, 79 IV THRER
B X U M. genitalium PERE RO BN HE BT 5
microbiological outcome ® eradication & & L7z, Z®
DB RMPECE T 5FHME B L, R, %I
¥ E B X R E 2 BT B clinical outcome D
cure |, JREA I 7THAIMERB O EEILE, B
E B L ORI E RO E AR D K= 2 6 N C. tra-
chomatis ARG F (PCR #:3 X ' EIA #) & clinical out-
come DRIRE L7z ARV B QAT IZ, FZEHf
THHB X ORRKREMEE SOV T HEEEB X020
M 95% EEXE (CD #H/M L7,

FEMEFHGEH OMTE, AERLRBARLAERE
Bl o JHE g B L 02 oWl 95%Cl & Kb 7z,

I & R

1. SEBIRERL

BERICHAANSNIZ A5 BD S 5, 44 FITEERIED
Beh- &Nz, B5 3N hh oz L PNXEBRSICHE L
725 OO, WHEEEE G HEEN W & 2 #in L7z

BRI AN, s L ORISR EIC B
WT 3B BITH o720 NMRAFES 9 BIOWERIZ, tFRIME
B2s6 6, MRBEMBOAEAT2 H, *FGhbg s L IRIER K
NEDOFEMED 1 BITH o720 WERHE DN G AR
27 BT o720 WBHHENARME o728 BIONR
1, BREERDH e R AT TARAT - BRIk AY 2 B, FRE
AP E DIRE PR S A5 13, P47 A& A 3 5, 3k
B 32 FITH - 72,

RAEVENT S RERIL, E
HoT2

2 %%JBE‘

RN REM DB FE H % Table 4 12, WEAE
DWR% Table5 12, BREEPDOWR%Z Tab1e6 IRl
720

FEMRPEIR B2 35 BIOWFUZ, 7 T 3 V7 HIRE %D
27 B, M. genitalium VEIREHRDI 1B, FE2 7 I T 73k
M. genitalium PEWRERH 7 BITDH > 720

Bt & N7z 2 AR DRI AR & FEFIEU RT3 5 4l
&%, C. trachomatis 7% 27 ¥k (77.1%),
3tk (86%) THo7z

RBAEBIONREZ, 7953V 7HRELTEC tra-
chomatis & M. genitalium O & & J& 4 2% 2 ], M. geni-

BRI 3 G- 3 7z 44 61T

M. genitalium %°
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Table 4. Patient profiles

M. genitalium-

M. genitalium-negative

Chlamydial Total
Parameter amydia positive nonchlamydial °
n = 27 n=1 n=7 n =235
Age (yr) mean * SD 30£8 26 29%9 30+8
Weight (kg) mean + SD 65.4+8.6 60.0 67.1+8.1 65.6 £8.4
Complication No 23 (85.2%) 5 (71.4%) 29 (82.9%)
Yes 4 (14.8%) 0 2 (28.6%) 6 (17.1%)
n: Number of patients
Table 5. Pathogenic microorganisms
M. italium- ti
. . Chlamydial M. genitalium-positive genitatim “efga ve Total
Diagnosis o _ nonchlamydial _
(n = 27) m=1) (n = 35)
(n=17)
No. of patient ith
©- OF patients with - 27 (100%) 1 4 (57.1%) 32 (91.4%)
pathogenic microorganisms
C. trachomatis 27 (100%) 0 0 27 (77.1%)
M. genitalium 2 (7.4%) 1 0 3 ( 8.6%)
M. hominis 0 0 0 0
U. urealyticum 6 (22.2%) 0 3 (42.9%) 9 (25.7%)
U. parvum 6 (22.2%) 1 1 (14.3%) 8 (22.9%)

n: Number of patients

Table 6. Mixed infection type by pathogenic microorganism

Pathogenic microorganisms Patients
C. trachomatis 13
C. trachomatis + M. genitalium 2
Chlamydial C. trachomatis + U. urealyticum 6
C. trachomatis + U. parvum 6
Subtotal 27
M. genitalium-positive M. genitalium + U. parvum 1
U. urealyticum 3
M. genitalium-negative U
. parvum
nonchlamydial
Subtotal 4
Total 32

talium Yk BR 38 9 O 1 6113 M. genitalium & U. paroum O
REBGTH o720

3. ARk O

1) EEEHEEE - RS E ORISR (Ta-
ble 7)

BREE, FEMBEEIRE S D41k T 886% (31/35,
95%CI=780%, 99.1%) TdH o7

2) RIREEIHE - #2250 F % @ microbiological
outcome

Eradication 13, 77 3 Y 7RI % T 852% (23/
27, 95%CI=718%. 986%)T® YV, M. genitalium LR
HBROD 11d [Eradication] & Shiz,

3)  TOMOHEREICET 5 Al EH H

(1) Clinical outcome

JEME IR EREERTO cure i, MYERHET
48.6% (17/35), TRIIFERHIE T 91.4% (32/35), HHEH
ET926% (25/27) THoiz,

75 IV THIRIERD cure T, WHERHET
444% (12/27), %ISR HE T 889% (24/27), HHH
ET895% (17/19) TH-o7z,

M. genitalium TERE D 1 BIL, HIIZERDH E, 7]
FRPHE, HEHEOVWTIUIBWTD [Cure] LHIE
iz,

F7 7 3V 7 IE M. genitalium VE IR 38 %5 D cure
&, IIIEERDH T 57.1% (4/7), B E T 100%
(7/7), WRHETL00% (7/7) TH-o7z
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Table 7. Overall clinical efficacy 1—2 weeks after end of treatment
Overall effi %)
Excellent Moderate Poor Total verall efficacy (%)
(95% CI)P)
Chlamydial 23 (85.2%) 0 4 (14.8%) 27 85.2 (71.8, 98.6)
M.genitalium-positive 1 0 1 100 (100, 100)
M. italium- ti
genuanum-negative 7 (100%) 0 0 7 100 (100, 100)
nonchlamydial
Total 31 (88.6%) 0 4 (11.4%) 35 88.6 (78.0, 99.1)

3 (Excellent + Moderate)/No. of patients X 100
b 95% confidence interval

(2) REA I 7 HAIMERE

FEMBH IR E RO RO EFLEFE, AN E T
91.4% (32/35), HWIFEAIHIE T 94.3% (33/35), HEH
ET926% (25/27) THo7z

79 IV THRERTOIEEEFZ, AN ET
88.9% (24/27), IR FIE T 926% (25/27), iHHEH
ET5% (17/19) TH -7z,

M. genitalium PR BERD 1P B LK 7 I T 7 %
I M. genitalium VEFRFEIED 7 HIL, HISERHE, %
FaPHE, HEHEOVWITICBWTD TIEF] &3
E SNz

(3)  JRIEARB DI I

RERB OWIEIE, C. trachomatis |32 IASERIH E T
96.0% (24/25), WHHIE T 100% (17/17), U. urealyti-
cum (IR H 2 T 889% (8/9), I E T 85.7%
(6/7), U. paroum 1T HIZERNH 2 T 100% (7/7), HHECH
E T 833% (5/6) TH Y, M. genitalium \ZEIFERH 2
T 3R 2 BRAS, WERHE T 2 HRd 1 BRDSTH R L 72,

(4)  C. trachomatis ¢ % #& % (PCR# B X U'EIA
#:) & clinical outcome ®B4£% (Table 8)

PCR B & OVEIA # & b 1T C. trachomatis 73 b P T
H o 7IEBN, BGBMEEIZ 2261 TH o 7225, STFX
BTHHEOCTNOHERIZB W TS PCR #:3 X ' EIA
FEBDICHEMETH - EMMITFAD SN h o 72 PCR
B0k C EIA Rt o ERNIE, $5-FIRREC 5 HITH -
7278, ISR ERICIZ SIS R, 05 B 260k
clinical outcome 25[ Cure] &} Sz, BAISEH 2
WX 1B 0, % 3% 4E B @ clinical outcome 1E
[Cure] &I SN7z. PCR &M T EIA M0 5EF)
TRECHE R ICIERRD b o 72,

Be G- BRI S EIA FERRMETH o 72IERIE 22 B TH -
78, PSRRI R, BRISEARERE, RRCHERO
WENOHERICB VTS BEMALL 72,

4. BEMWEOFHM

HFERLOFBHEIL 364% (16/44, 95%CI=22.1%,
506%) THY, HEBLIUCEELAERZIAONL
M olze STEX OG-l SN7-ERNE, GEAHE A
HOF VD 1BITH -7 RERIL, BEERS-HGE

2HICHIL, Bk 6 HITHE Lz, miEgE e ol
RERE TZ5HED Y | EHESIhT,

FIVEH O—% % Table 9 IZ/R L 72

AVEH o3 BL313 27.3% (12/44, 95%CI=14.1%,
404%)TH Y, FREWEH CHL )X, THA136%
(6/44), LJEEBIHAT23% (1/44) TH o7z BHEHOE
FEREIE, WINOBEF I EETH o 72,

m. £ £

AKIGER T C. trachomatis 3 £ O M. genitalium % JiL A
WA & U RIS 1 o ke DT 258 & 3 L 724G
C. trachomatis TEWHERERIGONIzo 72, HEBRER
5 FGHT B S 7z M. genitalium (X 3D 9 b 2 4k
AHR U720 M. genitalium \ZIEMRA IR & 9 D ¥R &
DOBIE DR <, HEIRBIIZ levofloxacin, minocycline & 5
Wi clarithromycin (CAM) % 7 H &5 L7220 M.
genitalium DI RIIZ, ThEN 33% (4/12), 67% (6/
9), 90% (9/10) &HHEEhTWB", F7- gatifloxacin
O 1EEHS T, HEEIZ80% (4/5) L OWME L H
%o %H & OGS (47th Interscience Conference on An-
timicrobial Agents and Chemotherapy, 2007 4f ; L-
503) \2& % &, STFX @ M. genitalium |23 % MIC
12 0.06~0125 pg/mL TH Y, =2—F /0 RIHE
O THRODBOPIR I Z R Lz, RigETI, miish
TR D R 0 REPTE LRdh o 7205
STFX & M. genitalium (255 U5\ W) 52 I R0 S 3 14
FECEBEHLEZ NIz KEBBRE FMFRICPCRET
C. trachomatis D & % 5l L 72 AZM @ 55 I A BRI
BRCiX, 1,000 mg HM$: 5 T C. trachomatis D {H 53
&, 5545 15 H H T 88.1% (52/59), ¥5-Biis 29 HH
T 836% (46/55) Lt (FFEDOKFEICHT H1EH : ¥
A0 < v 7§ 250 mg A 5 E. http://www.info.
pmda.gojp/shinyaku/r04html) TN T3, AZM I3,
FEMFE IR ERDOEHIEL LTHHINTEBY, STFX
DWHRFENAIM ERIFEETH 722 05, STFX &
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Table 8. Relationship between the detection of C. trachomatis by PCR assay and EIA and clinical outcome
Before 1—2 weeks after 4 -6 weeks after
End of treatment
treatment end of treatment end of treatment
Clinical Clinical Clinical
n
outcome outcome outcome
EIA Cure 0 Cure 0 Cure 0
- 22 0 0
PCR positive Failure 0 Failure 0 Failure 0
positive EIA Cure 2 Cure 1 Cure 0
) 5 1 0
negative Failure 6 Failure 0 Failure 0
EIA Cure 0 Cure 0 Cure 0
- 0 0 0
PCR positive Failure 0 Failure 0 Failure 0
negative EIA Cure 15 Cure 31 Cure 24
. 8 27 34 26
negative Failure 12 Failure 3 Failure 2
Total 35 35 35 26
n: Number of patients
Table 9. Adverse reactions
Patients evaluated for safety 44
Patients with adverse reaction (%) 12 (27.3)
95% CI? (14.1, 40.4)
System Organ Class® Preferred Term® Patients (%) Events
Headache 1(2.3) 1
Nervous system disorders
Subtotal 1(2.3) 1
Vertigo positional 1(2.3) 1
Ear and labyrinth disorders
Subtotal 1(2.3) 1
Abdominal pain 1(2.3) 1
Abdominal pain upper 1(23) 2
Gastrointestinal disorders Diarrhoea 6 (13.6) 6
Flatulence 1(2.3) 1
Subtotal 9 (20.5) 10
Blood bilirubin increased 1(23) 1
o Eosinophil count increased 1(2.3) 1
Investigations Neutrophil count increased 1(2.3) 1
Subtotal 3 (6.8) 3
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Clinical study of sitafloxacin in male nongonococcal urethritis

Yukimichi Kawada”, Tetsuro Matsumoto”, Shoichi Onodera’,
Mitsuo Kaku" and Seiji Hori”

Y Department of Urology, Gifu University School of Medicine, 1-1 Yanagido, Gifu, Japan
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¥ Department of Infection Control, Jikei University Affiliated Hospital
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¥ Department of Pharmacology, Jikei University School of Medicine

The clinical efficacy and safety of sitafloxacin(STFX), a fluoroquinolone compound, were evaluated in
male patients with nongonococcal urethritis treated orally 7 days with 50 mg b.i.d. of STFX. Clinical efficacy
was evaluated based on criteria for evaluation of clinical efficacy of antimicrobial agents on urinary tract in-
fection (draft, fourth edition).
Overall clinical efficacy was 88.6% (31/35) for nongonococcal urethritis and, by diagnosis, 85.2% (23/27)
for nongonococcal-chlamydial urethritis, 100% (7/7) for Mycoplasma genitalium-negative nongonococcal-
nonchlamydial urethritis, and excellent in 1 case with M. genitalium-positive nongonococcal urethritis. Eradi-
cation by microorganism was 96.0% (24/25) for Chlamydia trachomatis, 88.9% (8/9) for Ureaplasma urealyticum,
and 100% (7/7) for Ureaplasma parvum. Two of 3 strains of M. genitalium were eradicated. The incidence of ad-
verse reactions was 27.3% (12/44), the most common being diarrhea. All symptoms were mild or moderate.
Results suggest that STFX was effective and safe in the treatment of male nongonococcal urethritis.



