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Table 1. Patients studied

No. of patients evaluated for Treatment group
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Clinical efficacy 20 16
Overall safety rating 26 18
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Clinical value 21 17
Total no. of patients 26 21
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Table 2. Patient background characteristica
Characteristics 200 mgb.i.d. 300 mgb.i.d.
Sex male 11 14
female ] 2
40-49 2 0
60-69 5
(y)
Agely. 70-79 11 11
80 2 0
in 4 2
In/out patient out 16 13
out—*in 0 1
Di . chronic complicated cystitis 10 15
agnosis .
chronic complicated pyelonephritics 10 1
monomicrobial . .
. . group 1 (indwelling catheter) 3 6
Type of infection infection
(UTI grouping) lymicrobi
polymicrobial X .
infection group 5 (indwelling catheter) 17 10
* (5~9 WBCs/hpf) 1 0
Grade of pyuria * (10~29.::B Co/hpD : 2
H# 6 5
10‘CFU/mL 3 0
10°CFU/mL 1 0
Grade of bacteriuria 10°CFU/mL 1 1
10'CFU/mL 14 14
>10'CFU/mL 1 1
- 19 14
Symptoms + 0 2
5 1 0
indwelling urethral catheter 8 15
. . cystostomy 2 0
Indwelling site ureterostomy 9 1
nephrostomy 1 0
closed system 10 2
Catheterization half-closed system 0 8
opened system 10 6
mg F A5 D 60 Bk 53 Bk (88.3%), 300mg HELHD L7=DIZkEE 572

36 Bk 32 Bk (88.9%) HHKkL, 24 TIX885% D
BHAETH o7, GPB L GNBIZFWT TR LA L
Z 5, GPB Tt 200 mg ¥ T 79.2%, 300 mg # T 100
%, 24T 86.8% (33/38 Hk) DHIHAETHH, GNB
Tid 200 mg B T 94.4%, 300 mg ¥ C 81.8%, &% T
89.7% (52/58 #k) DHWIHARETH o7 T/, BHHT
EDHLEE A DL, Staphylococcus aureus B L U
Providencia spp. DHEREFMOBEROZN L D KW
B o 7=
ENBREICNTAMICLHMBAZNDROMFE .
Table 9 IR L 720 200mg # & 300mg B 2 G h ¥ 7z
HRIZOWVWTHASB E, MICA$12.5ug/mLUTOK.T
77 Bkeb 74 Bk (96.1%) HEE LD LT, MIC
25 ug/mL L\ E D #Tid 15 kb 8 Bk (58.3%) HiH K
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RL72 200 mg BETi 20 Bl 4 6l 5 4 B, 300 mg
HT16flhepirs 6 kTSN, HEEEL
LTIIMmEEE b yeast R DL, MIBETIE5%HP3
BEAS P. aeruginosa T&H > 7:o MICHHIE SNz d o
7z Staphylococcus epidermidis B &, HEHHBEM
HOMIC iZ2vwihd 25 ug/mL U ETH o7,
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Bih 26 (9.5%) (3B DLN, MBS HLET4T
Hlrp 481 (85%) Tholo BIFAHOAEIR, wih
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Table 8. Organisms isolated before treatment
200 mg b. i.d. 300 mgb.i.d.
Isolate no. of strains no. of strains
(%) (%)
S.aureus 6 (10.0) 2(8.6)
S .epidermidis 1(Lm
Coagulase-negative staphylococci 1(L7)
GPB E .faecalis 8(13.3) 11 (30.6)
Enterococcus spp. 4(6.7)
others 4.7 12.8)
sub-total 24 (40.0) 14 (38.9)
E.coli 2(8.3) 3(8.3)
C. freundii 2(3.8) 1(2.8)
Enterobacter spp. 2(3.3) 2(5.6)
S.marcescens 1(1.7
Proteus spp. 46.7 1(2.8)
M . morganii 5(8.3) 1(2.8)
GNB
Providencia spp. 1(1.7) 4(11.1)
P.aeruginosa 70117 3(8.3
A.baumannii 2(3.3) 2(5.6)
A. faecalis 3(5.0) 2(5.8)
others 7(11.7) 3(8.3)
sub-total 36 (60.0) 22 (61.1)
Total 60 (100) 36 (100)
GPB: Gram-positive bacteria
GNB: Gram-negative bacteria
Table 4. MICs of gatifloxacin for clinical isolates
organism ::;l:t; mg:;:‘:m Range MICw MICx 2?:‘;:3 Mode
22 200 mg b. i.d. 0.39->100 1.56 25 1.95 0.78
GPB 14 300 mgb.i.d.  0.10-25 0.39 12.5 0.71 0.39
GNB 34 200 mgb.i.d. 0.025->100 0.39 25 0.43 0.2
22 300mgb.i.d.  0.0125->100 0.39 25 0.61 0.0125, 0.1
Total 56 200 mgb.i.d. 0.025->100 1.56 25 0.78 0.2
36 300 mgb.i.d.  0.0125->100 0.39 25 0.65 0.39

GPB: Gram-positive bacteria
GNB: Gram-negative bacteria
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Table 5. Overall clinical efficacy and relation between effects on pyuria and bacteriuria
Pyuria Effect on
Bacteriuria Treatment group cleared decreased unchanged bacteriuria
L. 200 mgb.i.d. 6 [} 12(60.0)
Eliminated
300 mg b. i.d. 3 2 4 9(56.83)
200 mgb.i.d.
Decreased 300 mgb.i.d.
200 mgb.i.d. 2 1 3(15.0)
Replaced
e 300 mghb. . d. 1 1 1 3(18.8)
200 mgb.i.d. 2 3 5(25.0)
Unchanged
#° 300 mgb.i.d. 3 1 4(25.0)
patient total
Effect on pyuria 200 mgb.i.d. 10(50.0) 10(50.0) 20
300 mg b. i.d. 7(43.8) 3(18.8) 6(37.6) 16
c—3 200 mgb. i.d. 6(30.0)
Excellent 300 mgb.i.d. 3(18.8)
] 200 mg b. i.d. 8(40.0) overall efficacy rate
Moderate 300 mgb.i.d. 8(50.0) 200mgb.i.d. 14/20(70.0)
300 mgb.i.d. 11/16(68.8)
— 200 mgb.i.d. 6(30.0)
Poor 300 mgb.i.d. 5(31.3)
(%)
Table 6. Overall clinical efficacy related to type of infection
Type of infection Treatment N(_)' of Excellent Moderate Poor Efficacy
group patients rate (%)
Monomicrobial  group 1 200 mgb.i.d. 3 2 1
infection (indwelling catheter) 300 mgb. i.d. 6 1 5
Polymicrobial group 5 200 mgb.i.d. 17 4 7 6 64.7
infection (indwelling catheter) 300 mgb. i.d. 10 2 3 5 50.0
Efficacy rate (%) : (excellent + moderate)/no. of patients x 100
. e 7 37
Table 7. Clinical efficacy assessed by the physician in charge 1HR5 ﬂf.?) s WINRBERLLDOTEL, y-GTP
EFRVWGEHAEICX ) IEFEICEEL 2
Treatment  No. of Excellent Good Fair  Poor Efficacy .
group patients xcellen rate (%) 3) BELeE
T s 1 32 B - AR & BRI 5 12 B L MR
200mgb.id 20 (350) @0.00 20.0) (10.0) ° L7 BEHE R 2B 3 Table 13 (7R L 72%%, 13IZREME
300 meb.i.d 16 4 10 1 1 815 D &2 F 13200 mg B T 96.2%, 300 mg B T 88.9%
mego.1. ¢ (25.0) (62.5) (6.3) (6.3) : THol

Efficacy rate (%) : (excellent + good)/no. of patients x 100

LML BERT200mg BETREKET L THIEL
#l, 300 mg HTIIEA - BHL THAEE1HITHY,
WINDOERDEEL DO TII R o7

2) BERREMRE

H & oBEEDN - BRRREMEDORE L, Table
12137 & 512200 mg BTIIR SN, 300mg FHIC
BuT16MH 24 (125%) CZHbh, 26TId4.8
% (2/42 B1) DB THo7-o REME LT, S-GPT
£ y-GTP » L5 5 & UFS-GOT & S-GPT D LA %

5. HHE%
BESDRLREMZMEL T, HBRAURMAIHEL
7-HRBtE% Table 14 ICR L 7o HFRAMA I 7 OFHIHE
B L UhREIZ, ZFhEh 200 mg BT 77.0 & 86, 300
mgHT6E94L 78 ThHhY, T/, AFAMRAITTH60
LAt o> 5 5 0 B BE 1 200 mg BT 71.4%, 300 mg H T
82.4% TH o7,
. # =

REBRBEICBVWTIE, 7V4A0% ) 0rREED
R EVWER T FYRBEPEREICBT SRR
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Table 8. Bacteriological reaponse to treatment
200 mg b. i.d. 300 mgb.i.d. Total

o ol gy 2o o it
S.aureus 8 4 2 2 2 6/8
S . epidermidis 1 1 1/1
Coagulase-negative staphylococci 1 1 /1

GPB E.faecalis 8 6 2 11 11 17/19(89.5)
Enterococcus spp. 4 3 1 8/4
others 4 4 1 1 5/6

sub-total 24 19(79.2) 5 14 14(100) 33/38(86.8)
E.coli 2 2 3 2 1 4/5
C.freundii 2 2 1 1 3/3
Enterobacter spp. 2 2 2 2 4/4
S.marcescens 1 1 1/1
Proteus spp. 4 4 1 1 8/5
M . morganii 5 5 1 1 6/6

GNB

Providencia spp. 1 1 4 2 2 3/5

P.aeruginosa 7 5 2 3 3 8/10(80.0)
A.baumannii 2 2 2 2 4/4
A. faecalis 3 3 2 1 1 4/5

others 7 7 3 3 10/10(100)
sub-total 36 34(94.4) 2 22 18(81.8) 4 52/58(89.7)
Total 60 53(88.3) 7 36 32(88.9) 4 85/96(88.5)

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

Vo % HRHE Y PR B RS 1 B PR B IR A IS R T 1R
%TahHh, FEHEEL LTGNBIZIZ T, E. faecalis
% a7 7 J — ¥ ¥ staphylococei ? & 5 7 GPB A¢3%
MLTVBZEeNBESINTEN, GPBIIHT 5
NLRBEER L GNB 2 8D LEVWHEARY M Vvi s
THEFAANL TN TS,

GFLX iZMiRRE L2 IZ L E T2 GPB LA E I
T HHENIHMEN, in vitro DHEHIZERD 7
VAo Fx/oyREEETREDEETH S sparflox-
acin & FE»PRRENR TS, /-, ¥ /0B’
SHICAMFVEAEATAILIZLY, GPBIoH
BYER A A = X LA ciprofloxacin £ 7% 5 = L AEH 6
MY, GPBADOHES, LB IcENE L,
bOLERLTVE, 4% TICHMMEREBYSEC
BVWTHEREAR®, % 3 HEBAR % £ L, GFLX
DECEHR L REUIHESNLH, wFhbhr7—
TVHEABESITORFTHY, »5—F VEBEIC
DBTRTFLERIAI LRSI TV RN,

T, SERHRBEL T T VAREARE
LT, @ROBKARTHS 10200mg 1 H2HOM
W, BENTHAHILEERLT1EH300mg 1H2M
DHEBREREL, BMEKAREERL =

UTI R%haFfli i (c X 2 R HHRZH R I 200mg BT
70.0% (14/20 #1) , 300 mg & T 68.8% (11/16 ) O
BEHEERL:, BEDO 703 0X ) 0y RBEEOL
BRRICBWT, 27 —F LV EBEMH 10 ALLETH
i ShZ-BRRABROKREEAD L, H7—T7 VREEH
TOEHEIL 23~5T% THH"", ZORKRICHRT
GFLX DRI EN= b DT o 7=, UTI ERFEE
HIZ X BRI R IE 200 mg B & 300 mg B TI2IZAL
ThHolt, HRELEMOAEEIICS 2EHRRRIZ 300
mg HOHHBAEHETC LR > T, Zhi, 300mg
BOEFTHEORTHEED S L —8B2 R L THOHX
PROON, BRVERILD 5V ELZOLLDC
HRELEMAHL) & W L2 ERA S AFELLER
DTHot,
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Table 9-1. Relation between MIC and bacteriological response
Isolate Treatment MIC(ug/mL) Inoculum size:10°CFU/mL
group 0.0126 | 0.025 0.05 0.10 0.20 0.39 0.78 1.66 3.13
200 mg b. i.d. 3/3
S .aureus
300 mgb.i.d. 1/1 1/1
200 mgb.i.d. 1/1
S epidermidis
300 mg b.i.d.
200 mgb.i.d. 1
CNS /1
300 mgb.i.d.
Gre 200 mgb.i.d
mgb.i.d. 2/2 1/1 1/1
E. faecalis
300 mg b.i.d. 1/1 6/6 2/2 1/1
Enterococcus 200 mg b.i.d. 2/2 1/1
SPP- 300 mgb. i.d.
200 mgb.i.d.
others
300 mg b.i.d. 1/1
200 mgb.i.d. 3/3 3/3 6/6
sub—total
300 mgb.i.d. 2/2 1/1 5/6 2/2 2/2
200 mgb.i.d. 1/1 1/1
E.coli
300 mgb.i.d. 1/1
200 mgb.i.d. 1/1 1/1
C.freundii
300 mg b.i.d. 1/1
Enterobacter 200 mgb.i.d. 1/1
SPP- 300 mgb. i.d. 1/1 1/1
200 mgb.i.d.
S . marcescens
300 mg b.i.d.
200 mg b.i.d. 1/1 1/1 1/1
Proteus spp.
300 mg b.i.d. 1/1
200 mgb. i.d. 2/2 1/1 2/2
GNB | M.morganii
300 mgb.i.d. 1/1
200 mg b.i.d. 1/1
Providencia spp.
300 mgb. i.d. 1/1 11
200 mg b. i.d. 2/2 1/1
P.aeruginosa
300 mgb.i.d. 1/1 1/1 1/1
200 mg b.i.d. 1/1 1/1
A. baumannii
300 mgb.i.d. 1/1 1/1
200 mg b.i.d. 1/1
A. faecalis
300 mg b. i.d. 1/1
200 mgb.i.d. 1/1 3/3 1/1
others
300 mgb.i.d. 2/2
200 mg b. i.d. 3/3 4/4 3/3 3/3 5/56 3/3 1/1 3/3
sub-total
300 mgb.i.d. 3/3 1/1 1/1 3/3 2/2 2/2 1/1 1/1 2/2
200 mg b.i.d. 3/3 4/4 3/3 3/3 8/8 6/6 7/7 3/3
Total 300 mgb.i.d. 3/3 1/1 1/1 5/5 3/3 /17 3/3 3/3 2/2
Total 3/3 4/4 5/5 8/8 6/6 15/15 9/9 10/10 5/5

No. of strains eradicated/no. of strains isolated
GPB: Gram—positive bacteria, GNB: Gram-negative bacteria, CNS: Coagulase-negative staphylococci
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Table 89-2. Relation between MIC and bacteriological response
Treatment MIC (ug/mL) Inoculum size:10'CFU/mL Not Total
Isolate group 8.26 12.5 25 50 100 >100 done (eradication rate, %)
200 mg b.i.d. 1/1 0/1 0/1 4/6
S.aureus
300 mg b.i.d. 2/2
200 mg b.i.d. 1/1
S .epidermidis B
300 mg b.i.d.
200 mg b.i.d. 1/1
CNS
300 mg b. i.d.
200 mgb. i.d. 1/2 1/2 6/8
GPB | E. faecalis
800 mgb.i.d. 1/1 1/1 11/11
Enterococcus 200 mg b. i.d. 0/1 3/4
SPP- 300 mgb. i.d.
200 mgb.i.d. 1/1 1/1 1/1 1/1 4/4
others
300 mgb.i.d. 1/1
Li.d. 1 (79.
sub—total 200 mgb.i.d 1/1 2/4 2/3 1/1 o/ 1/2 19/24(79.2)
300 mgb.i.d. 1/1 1/1 14/14(100)
200 mg b.i. d. 2/2
E .coli
300 mg b.i.d. 1/1 0/1 2/3
200 mg b. . d. 2/2
C. freundii
300 mgb.i.d. 1/1
Enterobacter 200 mg b. i. d. 1/1 2/2
8PP- 300 mgb.i.d. 2/2
200 mg b.i. d. /1 1/1
S.mar
300 mg b. i.d.
200 mg b.i.d. 1/1 4/4
Proteus spp.
300 mgb.i.d. 1/1
200 mg b.i.d. 5
GNB | M. morganii 5
300 mgb. i.d. 1/1
. ) 200 mg b.i.d. 1/1
Provid, spp. -
300 mgb.i.d. 0/1 0/1 2/4
. 200 mgb.i.d. 1/1 1/1 0/1 0/1 5/7
P.aeruginosa
300 mgb.i.d. 3/3
200 mgb.i.d.
A.baumannii 2/2
300 mgb.i.d. 2/2
200 mgb.i.d. 1/1
A. faecalis e 11 3/3
300 mgb.i.d. 0/1 1/2
200 mgb.i.d.
others g b-1 1/1 1/1 71
300 mgb.i.d. 1/1 3/3
200 mgb.i.d.
sub—total mgb.1 3/3 3/3 0/1 1/1 0/1 2/2 34/36(94.4)
300 mgb.i.d. 1/1 1/2 0/1 0/1 0/1 18/22(81.8)
200 mgb.i.d. 1/1 5/7 5/6 1/2 1/1 0/2 3/4 53/60(88.3)
Total 300 mgb.i.d. 1/1 2/3 1/2 0/1 0/1 32/36(88.9)
Total 2/2 7/10 6/8 1/3 1/1 0/3 3/4 85/96(88.5)

No. of strains eradicated/no. of strains isolated
GPB: Gram-positive bacteria, GNB: Gram-negative bacteria, CNS: Coagulase-negative staphylococci
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Table 10. Strains appearing after treatment

No. of strains

200 mgb.i.d. 300 mgh.i.d.

Isolate

GPB S.epidermudis 1

GNB P.aeruginosa 1 2

A. xvlosoxidans
subsp. denitrificans

MR Y (TR 4) 12 200 mg It T 88.3% (53
/60 k), 300 mg [t T 88.9% (32/36 %) T d v,
IRRIW &0 W E e 7o SHUIE, BB SIC BT
B =L RAGEB LA K TH oo F o, B
D5 RO MIC L iR OMEE XD L, 12.5 ug/
mL 25 (£ D HABN, MIC A¢12.5 ug/mL L F D
WTIX 77 Mo 74 B (96.1%) A5l L7zoicx L T,
MIC 25 ug/mL DL LoO#Tid 156 ¥k} 8 ¥ (53.3%) #f
MERLZDIZILE o700 S O# YIS LLBERERY & [6] Kk o)

Yeast-like organism 2 3
Total 4 - BUNTH b, o H B TS, MIC A%l
6
— — X4 7 . . . e
No.of patients in whom strains 420 616 INLHo71:S. epidermidis ZFr &, MIC XV ¥hd
appeared/total no. of patients (%) (20.0) (37.5) 25 ug/mLIA " Choteo L7z T, MBAEMHEIC
GPB: Gram—positive bacteria . BWTWRA7—7 VI IBAER & L H #E B Tid GFLX
GNB: Gram-negative bacteria DR YA I v Dk EibN7,
Table 11.  Clinical adverse rcactions
tment . . . . . .
Treatmen! Agely) Sex Type of reaction Day of tAdmlmstranon Treatment _ Day of Severity of Relationship Incidence
group appearance” of test drug disappearance reaction totestdrug (%)
76 F anorexia 2 continued none 3 slight possible 2/26
200 mgb.i.d. 1.7
54 F diarrhea 1 continued  fluid therapy 8 moderate probable :
86 M nausea,vomiting 2 withdrawn none 5 moderate possible 2/21
300 mgb.i.d. (9.5)
65 M diarrhea 1 withdrawn none 2 moderate possible .
*Day after administration (Day 0 is the starting date) Total 447
(8.5)
Table 12. Laboratory adverse reactions
Treat (v) S Items and changes to abnormal Relationship Incidence
eatment group Agely ex values to test drug (%)
200 mg b.i.d. no abnormal change 0/26
73 M S-GPT(9—+47—26") possible
+GTP(26—112—120°) possible 2/16
300 mgb.i.d. ) (12.5)
66 M S-GPT(84—173—27") possible
S-GOT(85—182—22°) possible
*follow—up results Total 2/42
(4.8)
Table 13. Overall safety rating
Al Safety Safety
Treatment No. of fe most slightly Notsafe rate
group  patients 2 doubtful (%)
24 1 1
. 96.2
200mgb.i-d. 26 903 (38 (3.8
14 2 2
. 88.9
300mgb.id. 18 gy (11 ALy

Safety rate (%) : (safe + almost safe) /no. of patients x 100
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Table 14. Clinical value assessed by the physician in charge
Clinical value score
R
200mgb-id. 2 e o) 0.0 e 77.0:21.6 86 (1.,51/?)
soomgbid 17 S S Gry Gazms ot

Ch & GFLX O RER2h 5 35 & UK o 2 10 2 3R (3,
GFLX O GPB (ST 2 il AAnMia e RBEL T3 b
DeEZLNI

Bl /& B o S B ¥ 12 200 mg ¥ T 7.7%, 800 mg #
T9.5% THBICZIZLZL, WIhOBREHLERL b
DTREDol. 2B TORERARIEKB.6% (4/47
Bl) THBARICHITS73%"LIZIZEALTHY, H
ERHOREL LTHHLBERNETHLILICEDD
Lol F-4EOBKRARKRICE VT b ERABRIER
Abhleholz, BMEKREMRNIX, 200mg #TIIM
Bashkholzht, 300mgHT16H4 25 (12.5%)
K& VAT I F—EEO LR ALNS, 2%T
124.8% (2/428)) OBREKREMBEREDORAT, K
RARIZBITH54%° L IZZRABETH), TOARED
FRERODRENETHAZ LICEVA L o7 BIfE
HALERREEREORBAZLEICHE L -BELRLE
BT, £2¥i 200 mg #¥ 96.2%, 300 mg B¥ 88.9
%T, HT 200 mg HOBRLEH LE 5 7-Af, WMEIE
iEAH6NT, 300mg HIZBWTH GFLX RELMDE
TRICHEZVODELEZ LN, LALLM, i
EEEBRELEREICBVT, F-6EXICLoTIR
GFLX DHNBBEIEBTHLHIEZLNBDT,
HHEEZEATIRARIVHEICHERETIREEEL
2% (A

BRDREZEUHLBEL THRIBYEMIHE L7
FRECBVWT, FHABAI7OFYME, R, X2
7 60 L EDFHEIZENZEh 200 mg BT 77.0, 86,
71.4%, 300 mg BT 69.4, 78, 82.4% TH Y, 200 mg
HOFRAMSGETLEE 72, Zhi, 200mg & & 300
mg HOBREICREN Lo d, BLMHET200mg
HOAPET LR TW A ENRBLEREEZLX L
F (AL

DEDXI, GFIXRAF—F VEBEFADOEY
HREERAAE SR L CRVEER R et Bons
FRGZEREZEZ ONT, $7:, UTI E%) T4 (C
EHREEREIRA 200 mg B & 300 mg B & Tl2IZH
RTHY, H7—7 VEBEGI QWM RS RESHE =5
LTHGFLXDARELTiZ 1 200mg, 1 H2HE®
BRETHITHBLEZ LN,

W o

ARFRICBM S N F RIS & BRI LES L L
TIRL, REZIMEEERLET,

EHRICBMEN-HRBRSE L UERBYES (&
)
REFR+FRLRBE: CH 4 BK B
WEBUAFPHRLREH: 8 Ed, 2FIEE,

REKS
R KFEF M KA R H: A
BRTTRMRLREH: LHEH, FREA, FRA—
X [

1) Hosaka M, Yasue T, Fukuda H, et al.: In vitro and
in vivo antibacterial activities of AM—1155, a new 6-
fluoro—8-methoxy quinolone. Antimicrob. Agents
Chemother. 36: 2108~2117, 1992

2) Wakabayashi E, Mitsuhashi S: In vitro antibacte-
rial activity of AM-1155, a novel 6-fluoro-8-
methoxy quinolone. Antimicrob. Agents Chemother.
38: 594~601, 1994

3) Hosaka M, Kinoshita S, Toyama A, et al.: Antibac-
terial properties of AM-1155, a new 8-methoxy
quinolone. J. Antimicrob. Chemother. 36: 293~301,
1995

4) Miyashita N, Niki Y, Kishimoto T, et al.: In vitro
and in vivo activities of AM-1155, a new fluoroqui-
nolone, against Chlamydia spp. Antimicrob. Agents
Chemother. 41: 1331~1334, 1997

5) Kato N, Kato H, Tanaka—Bandoh K, et al.: Com-
parative in-vitro and in-vivo activity of AM-1155
against anaerobic bacteria. J. Antimicrob. Che-
mother. 40: 631~637, 1997

6) BIFEXi, AKHEEHL #HEE, M Gatifloxacin
DEVEY PBLUTYRICBIT 2 0HNE. EBLHE
#% 26: 1651~1654, 1998

7 BEHZBE: ¥ YHEIY A AM-1155 DER R FBKF
fiil, I. &M, $43 @A X {LEHELLRE K
W, 1995 (i)

8) WHFEH, ARG, RSN, fh: HEEREESE
fE\2% 3 % gatifloxacin O & & £ AR, BiL#RE
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9) WHFEE, K HEA, REABH, f: HEERESER
fE (2 % ¥ % Gatifloxacin & Levofloxacin @ }t 8 &
it HALMREE 47: 662~679, 1999
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11) UTIHFRS (RE AREHK): UTI QMR (98 BMS-206584), a newly developed fluoroquinolone,
3 })« Chemotherapy 34: 401~441, 1986 against sequentially acquired quinolone-resistant
12) HALEREES: RREHELRE (MIC) REHE mutants and norA transformant of Staphylococcus
FBWETIC2V T Chemotherapy 29: 76~79, 1981 aureus. Antimicrob. Agents Chemother. 42: 1917
13) EHIE - FANEEERNBZRAE: RMKICLD ~1922, 1998
BREMAICBITINIER, BRREMRYOUTE 17) WHFEE, AN, FIENR, M SR BB %
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RSERE 64: 1416~1424, 1990 acin O lLBMET, Chemotherapy 37: 646~669, 1989
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EREEFIRRME. FEHWR 56: 222~227, 1994 fiE | %t § % Fleroxacin & Ofloxacin M ES; Che-
16) Fukuda H, Hori S, Hiramatsu K, et al.: Antibacte- motherapy 38 (8-2): 571~590, 1990

rial activity of gatifloxacin (AM-1156, CG 5501,

Study on the clinical value of gatifloxacin in complicated urinary tract infections
associated with indwelling catheters

Yukimichi Kawada", Yoshito Takahashi’, Isao Saito”, Hiroshi Nito?,
Masaya Oshi”and Tatsuro Doi®

l)Depart.ment of Urology, Gifu University School of Medicine, 40 Tsukasa-machi, Gifu 500-8705, Japan
®Department of Urology, Tokyo Kyosai Hospital

’Department of Urology, Musashino Red—Cross Hospital

“Department of Urology, Tokyo Metropolitan Fuchu General Hospital

®Department of Urology, Gifu Municipal Hospital

We evaluated the clinical value of gatifloxacin (GFLX) , a new 8-methoxy quinolone antibacterial agent,
in the treatment of complicated urinary tract infections associated with indwelling catheters. Forty—seven
patients, 20 to 80 years old, with pyuria of at least 5 WBCs/hpf and bacteriuria of at least 10‘CFU/mL
were enrolled in the study and orally treated with GFLX at doses of 200 mg b.i.d. (200 mg group) or 300
mg b.i.d. (300 mg group) for 7 days. Clinical efficacy was evaluated according to the criteria of the Japanese
UTI Committee. The overall clinical efficacy rate (excellent and moderate) was 70.0% among the 20
patients in the 200 mg group and 68.8% among the 16 patients in the 300 mg group. The overall
bacteriological eradication rate was 88.3% of 60 strains in the 200 mg group and 88.9% of 36 strains in the
300 mg group. The incidence of clinical adverse reactions was 7.7% (2/26 cases) in the 200 mg group and
9.5% (2/21 cases) in the 300 mg group, and the incidence of laboratory adverse reactions was 0% (0/26
cases) in the 200 mg group and 12.5% (2/16 cases) in the 300 mg group. None of the adverse reactions were
serious. The overall safety rating was 96.2% (25/26 cases) in the 200 mg group and 88.9% (16/18 cases)
in the 300 mg group. Based on the above results, we conclude that GFLX is safe and effective in the
treatment of complicated urinary tract infections associated with indwelling catheters, and that 200 mg b.i.
d. is a sufficient dosage of GFLX.



