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ORGSO NAEEIR SN h o725,

1394.7% (36/38) TH ),

MRAE R I CHERFT T AL NT,
7z

DEofEF LD,
WELBEEZ BN,

Key words . AM-1155, gatifloxacin,
A2 A -

Gatifloxacin (BLF GFLX) 13 A MRBSERRA b o
fFgEprCAIB X, norfloxacin, fleroxacin (FLRX)
WHiCHHR 7V A 0x )0 r JIIHETH 5, REHNL
FOUUBHROIMIZY 70T VE, 6627 v E,
TRIZ3-AFNERT VoV, SALICA MRV HEEE
THHHE-AMFIF /0 rTHb (Fig. 1). REH
X /O BROBAIIA MFUEEBEATLILIILD
Streptococcus pneumoniae (L LD &5 7T LHHE B £
OBEMERE T 2 AN A S, & 512 Chlamydia
spp., Legionella spp., Mbycoplasma pneumoniae B & UF
Mycobacterium spp. \2b FNFNREIFRIIEGEEE AL,
EROTZLAOF O REEICLL, REANRS b
FLBIWARLTWE ", T/, BIWERIZIBWTS
pneumoniae i T T I &2 L& T 5 KHEEYET T ) TE
N7z invivo I BEDHER EINTEB Y, invitroBUE I O¥E
ERFRENBESNRBEEINDDE VN LT,

RO TVATX ORI ER Y 7 LEHE (S
pneumoniae) 3§ § 5 5 —FEMBEFE % topoisomerase IV
ELTWES, GFLXOEIEREERIZDNA gyrase T
HHIEITRBEEN, EROTIVFOF O RIEE
LOERBFOECOHL 2L ODH L,

ANDIF#EES S 3 2L — b L7zin vitro pharmacokinetic
model % F \» 7z Escherichia coli 8 & U Pseudomonas
aeruginosa DI F R F1L levofloxacin (LVFX) &[5 T,
Staphylococcus aureus 3 £ O° S. pneumoniae |23 L T3,
tosufloxacin (TFLX) & R FOKEEL/RL, TFLX
BLULVFXIZR OGNS &9 7 24 BRRE# OME O B HEHE
EGFLX RO AW b HE SN TV B,

T, REWOETLF /0 BHEOSHIZA XY
HABALLER, ftko7rviuoFx ) orRZEHET
ML Lo TWAHFBUX I ABLOT v F W
HHENHBRTROONTY, KT 2LEWD L L
bDEWwR LS, Zofh, FERREBCTER SN/ KHE
DEFHEHERTY, FFICHEO LW LATRBIN TS,

NS DIEFRIRARERDKE R & A A O i R E G s 1 1

G- HERERR RN R 2B 5 HEEO A%

SHIZERHIT21.1 % (8/38) & LAES.9% (2/34)
KOMEE6.3% (2/32) & D Eh ol BRI ORER,
FAE R BRRSN R O P EEOHEEA L ROME L D BTz, —7,

SUESHRE (RE3y) RO
RIVEH K OYRRIR

RIEM ORBIRIEEL b SRR TR LD TH -

T FEIRGHIE |2 A GFLX O @A H & 13 200mg X 2 [nl/H

TEKATR, R,

ED

aN, FIHERRBRSERS N, # 1 HERAERT
IFH AR5 513 100mg 2> 5 5 & 600mg THE S i,
KAEFE 4% 512 300mg X 2 [Bl/B O & THREF S 7",
RIEF) O B 0% 5-H O RS MR (C..) 13%58 100mg
L7:00.9 pg/mLEEOEEGTHEKFNTH Y, M
B (t.) ZT7T~8BERITH -7z, F72, MERTDEE
EHMELTOIRIEZETH ), B2 MAEKBIT A TRIE
ENFe PRI ICEPEMA T 5% T2 05 £ TIOHRX
580#80 % RENMAEE L TRBICHEES 2y —7,
TEEIZOWTIIFFICHEIIRD S 2 h o 72,
BRI TWE 70+ 0% 0y ZEEOS 14
BRRAEROFER LB L 2B A", H5=2200mg 2817
% GFLX O iz & Ifl % i# B 13 lomefloxacin (LFLX)
(1.9 ng/mL) B ELVFX (2.0 ng/mlL) &R%T,
sparfloxacin (SPFX) (0.7 xg/mL) & V) @&\l dig
EThotzo $72, MApFEIILILVFX (6.0h) & LFLX
(8.5h) LIZZFAETHDLLEEZOLNTVE, INHDFE
BOOFR4ELA L IRE L OEBHREREEY 2
g e UCHIEISE AR IR B 2 £ L 72 AER D2
MR ERGSE T 5 100mg X 2[8/H, 150mg X 2[0]/H,
200mg X 2 R/ HOFE®IEIE, 100% (22/22), 93.3%
(14/15), 95.7% (22/23) THbhH, fo7r+ox/
Oy RIMEELFRZED LLRFRUEOHEIES L
720 FEMERB L OHAMREHEET BHRFIZ4.2% (8/
192) BLU10.3% (16/156) TH b, FrIHEE %

0
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Fig. 1. Chemical structure of gatifloxacin
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THLARAE (RGey) 2 RERLETHI L L LT,

ERGIE FRE 164, FRZFHIE LT80mAKmME L,
RRYLGE & L CAEIK - BT [ty (P £7213PM#%), CRP
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R 228 L, 7, AR -SRI DLW
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HENHENTH > 7 BH

2) MOPEEREIC L VIERILE L 20D L EHE

3) EELMEMRE, AMHETAL, HBREROEROD
Al SR EE T B B HBE

4) MoPHEHHEERLLEEL T HEH

5) ML, M, BEHEERENDH L ES

6) TADPASEORBEREOEHE F/EZInon
BE0» L EE

7) 7uAuF U REEISSL, TLLF-55
WIREELEEHOBREOH 5 BE

8) ik, fHRL TV A alfigtod b EHE F o3I
D EHE

9) Zofth, AERIHMIEMAAE Y &I L 7 EE

LB, REBRIEIHLEBROHMB LOLE FHsh

E
LREB LU RS OVWTEZIZHEL, BE0H

BEEIZLVEBSNOREL XEE7ZIIOETHS
REErMBETLIEE L, £, FEERENE XL
FILIVBERNORELEL I EVNEELL G2,
FOEERBANEEENRbo THELR LELIEDNM
BEEELIEE LT,

2. REREAB L ORE HiL

1) REREA

REBRIIERICR TG B ESRET I L e L, 1
AR OHEIZDOWTIE Fig, 212K L7,

(1) L # : GFLX 100mg/[] X 2 [El/H

(2) M# : GFLX 150mg/[alx 2 [al/H

(3) H#: : GFLX 200mg/[al X 2 [Al/H

L#13 100mg $e 9238 1§ & E3 & 3 AFE % 100mg ¢
BXU150mgiED 77 REE, Hl1iErHAaGhbELZ
L& L7 MEEIZ 150mg SEEHE 1 e & 3 Ll AN Re %
100mg$E D77 v REE, 28 MAGbEr I L L7,
H#L100mg $EEH 2 §7 & £ L #AIAFE % 150mg 5
DT T EREE, 1EEHAEDELI L ELT,

FEE100meg iR L P 150mg $Eld & 4 1§29 12 GFLX
PHAYE LT100mg $7213150mg 2 &H L, KFEHE
EHIIARETERETER LAVEAEY 7T RELT S
kL7,

Fig. 21Z/R L7z X942, &8 (L#, MEE, HE) o
FERIERASZ1aL L, 28@% 1EREL LT TAM-
DFS (R) | &R L7240 RRBIANHE 2 /NFE LD BB
FT5I Ll L, BERERONBIEDOBNAREEIZOW
TiE, Iy hbu—F— 12X VERTHILE LT,

3 bO—=F—PEEGER2ENST O % 16 ER
&L TEH OSSN F BES TV, —EOEHFS (M-
) #f4ZL & L7, key codelday ha—5—2%4
ERiC T CHAMEE S22 & Lz, B, o bo—
T — ZEFOET T RIEBRER  BES B L, 2
WA KFERFHE (FF  kHEFEIR) 12 IERER,
wERER, REIAAER, wEEHARAZRHETLILEL, &
REEIZBWTHKADOHKIEET A L, RBREMOT
T REEFFELEFETHIET 2 EE L THNARET
HHZ L, LB, MB, HEIBEFETIGENAETH 2
AR TAIEE LT,

Treatment group

Contents of a dose

Group L : 100 mg X 2/day
Group M. 150 mg X 2/day
Group H . 200 mg X 2/day

e O [J
o O n
e O [

. gatifloxacin 100 mg tablet

0O®

. gatifloxacin 100 mg tablet placebo

B : gatifloxacin 150 mg tablet
[]: gatifloxacin 150 mg tablet placebo

Fig. 2. Contents of a dose
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BEEAERIIZ 35\ THABRIE Y R L B O BB~ DL A
ATUELZ, HOHFEOER ARSI L, 1H1E, 1H2MH,
B VERIIEREROKRSG T E L, 12750,
BHRGHOHEGIEE - FEBTL LI Vwb DL L, %
RIOMHZERFZNEIAT, B FoOFEHIE—A
DEFZHMALL, MMOBFICIFEHRH L2V EE L,
&5%ﬁiEWtLTMHHthﬁ Y-Sl
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;wbttLto 2B, HS5ErHhIEL B AIEFORS
THREZROFTEDREL EL, O, HhzE
BlitskicieE T A L L L,
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(1) HEENEERL, ZhLLEOKREDIRE & 4
SINBLBEE
(2) fER - FTROUEEDOOSNT (EBILE &), #
AR 5RE Y LT L2 (72720, Zof)
Wrid 3 HM oL b 5% ICHIT T2 DL F Lw)
(3) EELEIER, BMRMEBEREEHIHRLE

AN
=]

(4) BHHEDWET 2 MEREORE (FEOHEN T
L) LoHa

(5) BERFSOLEFXLEL LBE

(6) L2 o> B H T S BRSE F AT I & 0038 <7 AT T g

’)f:iia/i/ﬁ\

(7) HABREMGRIC, WREBB L UEEORFILHEC
ERLTWAZEDHEL B4

(8) BEEIIEEMBAEI L2 RAEZEOHE

(9) ZOMEERELERMORIMIIZ L O kAL E L &
NnoEs

3. PERZEH - Wi

EBEAI S, MoOPEE (erythromycin D4 &

BEB LY ED Y B, streptomycin,

rifampicin, enviomycin,

kanamycin,
lividomycin, capreomycin
B Uviomycinz &), EIEEREAT7OA FE, FEX
TUA NEERERE, -0 V8K G-CSF#
Rl T I L Lz, 72, EBREF OB
BRI BERIZITEEZONDHABEEB L UR
BEQFEAE LTHEREZITLEVWI L E L, 2721,
RUEHFTHHLLEAR, 20EHE, K52, 8
M 2 ERIRCERICREMT A 2 b & L, B, BEEH
DRI RIZTHEBPHRIN TR AL T L, <
TATIL, TVMIZTLEERT AHIEER, A, v
A8 I VHZEREMEBLC T 7100 AALBHIRIE
THBEVHERIN TR WT 7 1) v 8ANIHEH %8
FaHrZEE LT,

%7, %W%$ BOHE DIGHR L E R R 2555 L
TVAHEILE, LROEAMEZRSERNE L TR LA

ZAAHAZEBLCHERLTL LW, 20EHE, 58,
DFRBIE 2 SEGIGCER I iET A 2 L & L7,

BERER OGBS RICEEL RIZTEEZONDLNEIL
TEBZTHITAZILE L, 2L, RUEETIT-
EE, ZORES, FEHED (R Fi2owTERIG
FRICEEEMT AL E L7z,

4., REEHB L OHARY

1) BEES - REIRR - BURER

BRARAEIR - IRERIIZOWTIE, HHBIET A L
ZILvD, YL bixG5RGH (&5 HEA AT
R AIE 1 HED, 5 3H%, H57THEBLIVOKRS
4 HBRICIZLTERETL e L, LY2L, FrEDH
%53 0%, HS5THRBIUKRG148% (2138
ki)l CERTERVEEICEMB /23R HICE
BLTOI W e L7, 2B, 14BRBTHES % HiE
L7:%Ed, PIEBETLIEBETLILE L,

( ) %%AEE
BEERIE, BEL (122 xL), WY, 2L7%
5, fEE, ABE - ALk, KE, BRYYEZW R, FERE,

EASERSUIARIL, FEBERE - GOHE, ZOEEEB L
BEHIEDRHE - PRICKIZTER, BUEBICMEGRS LM
TEEE, BUREE, AEFHGEMOLFEE TrtoF
/0 YRR EOIRERE, 7TLL¥-BEESELRET
HI Ll

(2) RREERR

AREIRVLIERIZ IS & 0 IREDOHERR 21T\, fEFIZCEIC
T sZ L L,

(3) ERRAEIK

Eﬁﬂk@éﬁﬂiﬁﬁcﬂpam D& L7ns, ZFofty

HEBDNDZEHEFHIVTEEEML T LI EL

726
& I %(Wﬁ
% W 2+ (EHERSBEEINLEE),
+ (8R), — (&Ll) O3ER
W % & 44+ (=2100mL), 3+ (<100mL~=
50mLL 2+ (<50mL~=10mL),
+ (< 10mL), — (OmL) @ 5EgR¥
%ok IR P O(BRM), PM (BRHM), M (W) o
3Fxl’*t
MO R #E 2+ (G ORFENMIRARRE), + (BREE),
- (&L) 03Kk
i) o+ (BD), — (BL) O2ER
Mg 7 & 2+ (FW), + (BE), — (L) 03
1511
BAKHE K + (HY), — (&L) D2ER
FT/—¥ + (HY), — (HL) O2ERK

2) MU FHIRRA
MRFRE EOSH, e, HEE) &, &
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Al & L THESEMICB VTS5 BGE, %53 1%,
X5 T7THHBLOHS 14 Hik (F72033% 54 k) 124
FTEETLIEE Lz, 72720, BR - wEICLY, &
BN o2 EI121E, MBFENREIZfTHhE
CThrnItelL7, BRES IO ETETHE
Miax Tdh AR ZFMb ¥ — o — (L F# L7
FITEM L, HEOBEELIRBREA, TFLXBIV
ofloxacin (OFLX) (2347 % f/NEEBLIEEE (minimum
inhibitory concentration : MIC) % H A L#EES
SRR (10°CFU/mL) IXft->TllET A2 & LT,

3) BgER X #%

Z5HGEMB L OHRS 14 Bk (F72034%5 Pk 12
J’EL, ERRBIIEETAILE L, WX HEE
BAEBRESICRRRT L L,

4) FEPEAEIR

BERERX GG CHEER SR L g A 121,
FOREIR, FEEE, A, WE, HEHSEEERREIC
RRHTLIIEE L, BHHGRTHOMEL TV BHEAIC

B EEIT, TOMEERET A L L L, B
FElx, BA(LEREEROHERE" (2o T, BE,

e, EEOIEMTHET AL L LE,
5) Bkt A

Table 1.

BEARMAOIEE B L OEHELIC oW TIid Table 112
L 7o EBRERIE G RMG R CERREEO REMEAH
HBL, Ihr5raREOEL ) LEAAOMEMIZH L &
s 5E (RELE) L TEHRRAEST) S
L7,

5. EHE

1) FhEEHE

WIRHIE IS LTI B HEERIC BV T2 IR Y iGBRTH Y
RSB OEMEB#E L THET A L L LT, &
B D G AE BAE VL, 3% 5-BAAAET O BRI B & OERR
AR LD, [8E], [HFE], [EHE] O3B
HETAZEE LT,

(1) BRAR#IHE

PRIRIAELR, MREFIMERRE WHXHEEE, [k
¥, CRPHEOHFMREMEOEF(LEV LAEORE
bz, [F%], TA#), [Ref%0]), (&S], [HE
Rig] OSEBETHETAI L E LT, BB, BERIDE
HElL, Table 2OFEELBEIITLILE LT,

(2) HMEFREIFR

RREOHELX DL LI, [BM] BEEHELE
Yitr, FAHEGETRC, AR EICLD, BED
HoN% R )V HEFIREIRE/RTH > 72358), [

Items and schedule of laboratory tests

Item

Day 3 Day 7 | Day 14

Chest roentgenography

Arterial blood gas analysis

O

erythrocytes
hemoglobin
hematocrit
WBC
hemogram
platelets
reticulocyte

Blood
analysis

S-GOT
S-GPT
. Al-P
Hepatic | hijirybin (total, direct)
function test | [ Dy
y -GTP
LAP

BUN
serum creatinine

Renal
function test

protein

sugar
urobilinogen
sedimentation
occult blood

Urinalysis

*
©
*

electrolyte (Na, K,Cl)
blood sugar*'
ESR (1h value)
CRP

Others

Bacteriological examination

® 0000 00000 00 0000000 (000000 (|0
00000 00000 000000000 (000000
@ 0000 00000 00 0000000 H00O0OCOCO (OO

000

® . indispensable O

* |

should be performed as often as possible
. should be commented about relationship between blood sugar and

timings of determination, penetration, and meals

*2

. should be performed when urinary protein is positive
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Table 2.

Criteria for clinical response (for reference)

Excellent

Good

Body temperature

decreased to less than 37°C within 3 days decreased to less than 37 C within 14 days

two steps or more improvement within 14 days

CRP decreased to 1+ or less within 7 days
(to the degree if it was 1+ at the start)
WBC decreased to less than 8000/mm’ within

7 days
Sputum volume

changed from P or PM to M, or
disappeared, within 7 days

disappeared within 7 days

Sputum property

Causative organisms

decreased to 1+ or less within 7 days

decreased to less than 8000/mm® within 14
days
one step or more improvement within 14 days

one step or more improvement, or disappeared,
within 14 days

disappeard within 14 days

Fair . when some or all of the above symptoms and findings are improved but not clinically significant.
Poor . when the above symptoms and findings are not improved or are aggravated.

LT ERIEL] GREAEOEEAEIIKD L72EE,
FRREBOREESRO LN, FO—EAEELE
[HERf] (&SRB R RREATETHEL, #H
REREVSHBL725E), 1] (BEREOREELWM
EfEbLLRVES), THEARE| (BRESAHLEA,
ISR EF OB S A THVEE) OSSR THE
TrZkELT

(3) BEPEAEIK
BEREAERATEIR L 72358 1 1B BREEH & O R RBRIZD
W, [BHOMCHEBRS Y | (B 2 3 Ed ki & 0 EIR
AHEL, BHREICLIVERBALLES), [£58%
D1 (50 %L LOEETHGRD ) LEDLNEEE), [H
b 2Hb L] (BRd D OHEEH50 %A & B
bNBHE), [BEREZVS L] (BREZEEICEETE
BV S, FOREFRIIFEFIERVEBDNLEE), R
L] (BRE*EEICEETELHE) OSBRBTHET
Il Z0HhL, THLMIMERSY ], 458
] BLY (BRI 2Lk LHESRE
WEPERER A BMER & L THRDIRS 2L & L7,

(4) BRRMAEMEE

BRI G RIGHICEN L e ZL oL BEE (B
FHEB) OWIUL, BRICFEBEFROHEREY 126
JZ ek L7z, BEES LA LA ICE, HEBREA
EDORRRARIZOWT, BEOEMESR, AHESLH

&),

KL LT, BEMHERORRBEMREFEKC, (855128
®aphl, [Z08FESY ], [HRdL,E L],

[FAtRZ S L], [BHRL L] DSEETHET S &
L7, To9h, THHE2IERB Y, [S58EH Y |
BIU THEHL220 L] CHEESN-IHE %
RRAEERFE L LTI/ Z &L L,

(5) HHM

AR, METOHR, BER, WRREERE%
BEMICHEL, TBROTER], THHL [RXRFH],
[HR TR, THEARR] OSRETHETAZLEL
720 12720, BERMED [HEARE] THRIER X723

PRR AR E R BES CEARM L HET A 2L e L

6. IMEEHKRIZL D

FEBIRCERIC DWW T, ERIF S, Mixh, 7, E5R
HEEMYSEE 7740 ML, HI2EESLL TR
REFET LI E L7, MEXMEEIZOWTD R
2, HEEk%, BER, WEHEYAS LEGTRER LT
LI LT, HAFEZEDO D SEN SIN-6% (FiE
B, WEAT, SARHE RIEME RERE, OKRBEK
) X074 B/ANRESIHIESNE S %5 L fERIEE %
IZEDWTERIOIRT, HEOGH, HEAEE, BASHR
MR FRhE, BEEER, BRREERE LB L0H
HEOHEFICOWTRZYM A RAT LI L L L,
AEETHIEFII OV TINERR R L) HBRIAYEMA~
fuwabed LT, GEOLTR#EHEETSZ
Ll L7, B, AMMIEIBEEDE L EIER - BRRE
HERFEEHABGDEHRANOH E L (Table 3) (2
IWHETEIEE LT,
RNEEREFOFIR I LTI, key code BIEHTIC

INNEEENI Y P O—F DT ERVDL &, [EERAER
DOFEHRIICET A FI A4 2 | ICHERL T, 18]

BRALIEAE IS 5 b 0),
8 FEAE % DB TiEERIH

GERFEEIZAK LWL D,
[k (A%, BIER, AL,

LERMOEZEIHIMNIC L G2k L2 b o), [Hidk%-
BEAEE ] (BFOERE, £ZI1C, ABBmoHD, Kk

O T F AR B & EHEGRO L WHERIZL 54T
0), [EER] (- EER, 5O BHLER
FHRBREMTBE L OR 30, [WLEAET] (BEIE
BIBUEMOIEREB Y ICIREL L h > 7258) 1K
TAHIEE L7z BITIZE L TIEF OBV 2 g L,
ETOT=YDEEINHIZT L bo—F —hkey code
PRETAIEE LT,

7. AT

I T Y b E =T —OIRED b & THEKEEKRA S
7R EEEAT ) 2L & LT,
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FRATIE E R EHE (BRARRE, BIEH B L OERR
BERE) CEHA B L E LD, Zoft, AKEH|
BIRMZEHIZOWTOMR
THITHI T L& Lz, BHIIEIZ, VST X MY v ok

DFFEH L 2T 570

’

WZHEVy, 7= OMHEIZIE U T Kruskal - Wallis o H#: 1. JEBIRERL
%E, Wilcoxon DNEN FIkE,

Table 3. Criteria for judgment of usefulness

ERFHESEHVL L L, REDHEKEIIHE
S5ETHIEL LT,

I & & B #&®

X ¥, Fisher O E# FRIT XY R B DAEBIRERL = Table 412, KoL - BEOR

Side effects and abnormal Clinical efficacy

laboratory findings Excellent | Good | Fair | Poor |Not assessable
Nonappearance 2+ + + — ?

Mild n ¥ | = | - ?
Moderate + + — - —
Severe - - — — -

2+ Markedly useful, + : useful, =+ : Slightly useful, — : Useless,

?

Total no.

of cases
Group L : 42
Group M: 39
Group H : 41
Total : 122

. Unevaluable

Table 4. Case distribution

No. of cases included
in statistical analysis

Statistical
analysis*

Total : 104

r‘ Clinical efficacy

Group L : 34, Group M: 32, Group H: 38

No. of cases excluded
from statistical analysis

- p=0.265

Total : 18

Group L :8, Group M: 7, Group H:3

No. of cases included
In statistical analysis

Total :

~L Side effects I—

Group L :39, Group M : 35, Group H: 40
114

No. of cases excluded
from statistical analysis

— p=0.352

Total :

Group L :3, Group M:4, Group H: 1
8

No. of cases included
In statistical analysis

Total : 106

—| Laboratory findingq-

Group L: 34, Group M: 34, Group H: 38

No. of cases excluded
from statistical analysis

—p=0.277

Total : 16

Group L :8, Group M:5, Group H:3

No. of cases included
In statistical analysis

1

Usefulness ’»—

Total : 107

Group L : 35, Group M: 33, Group H: 39

*

No. of cases excluded
from statistical analysis

- p=0.200

Total :

Group L :7, Group M1Z56, Group H: 2

. Fisher's test
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% Table 51/ L7z, MixGHEIZ 1226 TH - 72,
FRAR RN B O R AT 6113 104 Bl CARIRABIZ 18 BITH -
72 (BR4F - BREE 17.3 %) o ARAGIOMNERIZA A4
B2, RYERAHE2 B, EAERGAE LG, F-&
IV — FT70FaF /00 RPEEEN B, #%
EEARE BEWeMIcThil) 261, H5HROBEA TSI
Bl, ERNZ7VATF 0 REERS 1B L OPF
HEERSHITH -7,

BIVER DT S50 114 B TARBABNII8BITH - 72,
ARG ONFITEIEBRGSE L6, HS5HOBERNT
1B R OBEREGER (JEAT 04 W REREFA) 6
BITHo720 NERBELZSBIIOVWTIE, BUERA»R
SNBE BN ONREE L TW9S, KEBRTIZE
ERDR SN Do 727D L D R L 72,

BRR AR A O R AT A 525013 106 B CARIRRIBFIL 16 BT
Hoto BRREICEL T GHRBROMEIZ OV TIIR
53 B S50 E £ T8, 5T (k)
20w, #H5KT (Pik) FRIH2»S54BEETIC
FERsh, oM EE, FEERE R OB R
FEO#ADD) bEREIER ESER STV B ER % i
RARAE O M BB & L 720 ARSI O MR IS EAE K
YefE 160, BEREGER GEA T 04 NN KERENH)
6 51 K OBRR R AEA T4 (BRI A A EM R A E A

B) 9BITH -7 Bk, AIRH L LZ16FION, BRIR
BARERD 6B BV 72 10F11c oW T, Bk AE
BENRONLEEICIBNTOGRLE L TnD, Kb
BTIBRREBEEEVPRON Lo 20 BT LD
BEab L7,

HREO BN REIL 107 B TARIFHAFNIT 156 TH -
720 A RO IEAT I G R IR %D S R AT R 05 T A OBl
YER B & OCBRRRAEME D IR SNERI & L7 72
2L, BRMESAFATH - HERIIBVWT, BIEH
F 7T ERR R A AE R VR BL L BN A PR AT
S L7,

ZHER & EEH key code & FE L 2E, SHIHO
WG PIBIILEE426), MBE396I, HEF416IT, #
DL, ERIDEO BT RENE L34 6], ME: 32,
H#386), BIWER O RENILEE396I, ME: 354,
HE 406, BRMEMEOMBITT BT LEE346], ME
34060, HE386I, HHMOMHTRENILEFEISHF, M
B33, HEE3OBITH > 720 RIEHDIEFTMHIZOW
T, 3HMTHEEIAON G- T,

2. BRERAT

BRSO AT G012 BT B IEGI A (L s, R,
HEAEE, EBERE - AHEORE, HS5HIM, AR -4
sk, BEAERE, BEALFREOAE, HHECFENER

Table 5. Reasons for exclusion from evaluation

. : No. of cases
Reasons Cflflmcal folde L?.b (zipatory Usefulness
eflicacy | etfects | findings Group L|Group M|Group H
Non-targeted disease X O O X 2
Without definite sign of infection X O O X 1 1
Serious tract infection X X * X ** X 1
Invahd case of quinolone and insufficient clinical laboratory test % O o % 1
items
Insufficient dosing | discontinuance caused by side effect and « O O O 1
case with pretreatment of new quinolones
discontinuance caused by side effects and « O « O 1
clinical laboratory test not completed
Insufficient observation in treatment and clinical laboratory test > w* « « 1
not completed
Case with pretreatment with new quinolones X O O X 1
Violation of prohibition of * x
. X
concomitant drug NSAIDs X X X 3 2
NSAIDs and insufficient ~ «* s % 1
clinical laboratory test items
antibiotics X O O X 1
antibiotics and side effect X O O O 1
Insufficient clinical laboratory test |clinical laboratory test not
completed O O x O 2 1 1
insufficient clinical . .
laboratory test items O O x O 2
Total no. of cases excluded 18 8 16 15 12 8 4

O evaluated, X . excluded

x* . If side effects are observed, the case should be evaluated.
X**. If abnormal laboratory findings are observed, the case should be evaluated.
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HFIoBWC3HEBTEEEIIFO SN LD -7 (Table H#21.1% (8/38) TH-o7,

6)o LorL, MRIIBWTIEERIZEEF DM OE D A5 A DT BRI O R B X 5,

Stz (p=0.110, HEKH#O0.15), 1) 5B ERR) R

3. ERRZE FEHEAERSNE % Table 8I1I/R L7z, BHERKEL RIS

x5 & HER S % Table 712

W Gh A (LT AT 1

RL7c EWEH
ZFNENLEIT.1%

WY LEHOEFITFNENLEEI.4% (17/18),
M#81.8% (18/22), H#E90.9% (20/22) TH Y,

(33/34), MH£87.5% (28/32), H#94.7% (36/38) SEMICEEEIAON o7, —F, RETIRAE (5
THY, IEMICHEFEEIAON P70, BB, E® Pels) I T A BHOEMEIIETI00% (LE16/16,
FIFNEFNLHESI% (2/34), MHEE6.3% (2/32), M#10/10, H#16/16) TH o795, NHFREEZHW
Table 6. Background of patients
Treatment group Statistical
. U atistica
Characteristics Group L | Group M| Group H | analysis
34 32 38
Sex male 16 23 24 p=0.110"
female 18 9 14
Age I (years) 20-39 3 2 5 p=0.741°
40-59 6 5 6
60-79 22 21 23
80- 3 4 4
Age T (years) <64 16 10 16 p=0.410"
=65 18 22 22
Diagnosis chronic bronchitis 18 22 22 p=0.410"
bronchiectasis
with infection 16 10 16
Severity mild 20 20 27 p=0.540*
moderate 14 12 11
Underlying disease absent 19 13 16 p=0.379'
and/or complication present 15 19 22
Duration of test drug 1-8 16 12 12 p=0.707*
administration (day) 9-13 3 5 8
14 15 15 18
In/out- patient out 29 24 29 p=0.572"
in 4 7 9
in-out 1 1
Disease history absent 27 25 35 p=0.207"
present 7 7 3
Pretreatment with absent 30 29 31 p=0.510"
antibacterials present 4 3 7
Concomitant drugs absent 13 6 9 p=0.174"
present 21 26 29
y’test, ' Kruskal-Wallis test
Table 7. Clinical efficacy by group (daily dose)
Trg;;(t)r&lsnt I;I;)‘Seosf Excellent | Good Fair Poor fg&%ﬁ’, Statistical analysis
Kruskal- Wallis test p=0.091
Group L 34 2 31 1 97.1 Tukey’s test L :M p=0.669
L:H p=0399
M:H p=0.080
Group M 32 2 26 2 2 87.5 1’ test** p=0.272
Group comparison (Wishart distribution)
L:M L:H M:H all NS
Group H 38 8 28 1 1 94.7 --Cochrari—Armitage tes.{
p=0.623
Total 104 12 85 4 3 93.3
* o ("excellent” + “good”) /no. of cases, N.S.:. not significant

**

. Data on cases with “excellent”

or “good”

response were tested.
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Table 8. Clinical efficacy by diagnosis

Diagnosis Tr;(t)rl?pent I;Tg.seosf Excellent | Good Fair Poor f;ftféc(%/ggl* Statistical analysis
Kruskal- Wallis test p=0.574
Group L 18 2 15 1 94.4 Tukey’s test L M  p=0.560
L:H p=0915
M:H p=0.787
Chronic Group M 22 2 16 2 2 81.8 (;3(“' test™ p=0.419
" roup comparison
bronchitis (Wishart distribution)
L:M NS
Group H 22 2 18 1 1 90.9 L:H NS
M:H N.S
Subtotal 62 6 49 4 3 88.7
Kruskal- Wallis test p=0.004
Group L 16 16 100 Tukey’s test L :M  p=1.000
L:H p=0.009
M:H p=0.027
Bronchiectasis | Group M 10 10 100 é(: test™” -
R : roup comparison
with infection (Wishart distribution)
L:M NS
Group H 16 6 10 100 L:H NS.
M:H N.S
Subtotal 42 6 36 100
Total 104 12 85 4 3 93.3

* . (“excellent” + “good”) /no. of cases, N.S.:. not significant

**

PR TIILES LU MBI L HBERICEDDS
BRIRI R DA F I EIL Tz, (Kruskal-Wallis : p=0.004,
Tukey : L :H p=0.009, M:H p=0.027)

2) EIE R RIERIR RN R

EIEERIBER RN % Table 9IZ/R L7z, BIEICKHT S
FHOFNRIIZFNZFNLEEL00% (20/20), MEES0.0%
(18/20), H®92.6% (25/27) THY, IHMIZEE
ElEAON ol —F, FFEIIHTLEHOER)
IIZFNFNLEEI2.9% (13/14), MH#S3.3% (10/12),
HE100% (11/11) THhorzh, FExhdzhzn 16,
16, 6BITHY, LEBLIOMBICLKL HEOBK
SEFEEIZEN TV (Kruskal - Wallis : p=0.008,
Tukey : L : H p=0.027, M:H p=0.013),

3) EEERE - BUFHEORERERRR R

EBERE - AUHEOF ERERR%E % Table 10127R
L7o BEBERE - ABHED R VIEFNIIT 2 K HOER)
RIIENFNLEELI00% (19/19), M#ES84.6% (11/
13), H#93.8% (15/16) THh oA, FEMIZNZE
nigl, o0fl, s5BITHH, MBI L HEOBKRMSE
VA EIEN TV (Kruskal-Wallis : p=0.039, Tukey :
M:H p=0.030). EBEHEE - BURED D HREGNII TS
HEBOEMBIZENZFNLEIZ3% (14/15), MEE
89.5% (17/19), H#95.5% (21/22) TH1, 3#E
MICEEZTALN R D o T,

4) T B ERIR X R

RERE R E S Table 111IR L7, REFHIR

. Data on cases with “excellent” or “good” response were tested.

HENZZ61BIIHT 2 HRFRITENENLEEIS.8% (23/
24), M#94.4% (17/18), H#89.5% (17/19) T
otz HMREELEF O S4BT 2G5 ITENEFN
L#95.5% (21/22), M#93.8% (15/16), H#87.5%
(14/16) TH o7z, BEEE BG4 < 2 HEL T
SNIEGIALE26, ME26], HE3IGALK, &
MBI ETI0 % TH o7z, EREZBFOFMFEL LT
\ZRT &, S. pneumoniae TIZETOEETI00% (LEES/5,
M##3/3, H#2/2), Haemophilus influenzae T3 L B
100% (5/5), M#100% (6/6), H#83.3% (5/6),
P. aeruginosa TIZL#66.7% (2/3), M#T75.0% (3/4),
H#100% (4/4), Moraxella Branhamella catarrhalis Tl
LEBLOMEIIHRE SN IIZ100% (LEE3/3, MEE
1/1) DEHETH 72,

4. MHE AR R

1) HEFRRR

RERIPE SNZ6160 9 5, HOHRIAHTH -
72260 (M# . P. aeruginosa 1%, H# . H. influenzae
161) % Bpva72 59 BIOME FRIRIE (HEBEMEL3E) % Table
1213R L7z, BB b E AR e b RBEMILERIT £
NENLAET5.0% (18/24), MET76.5% (13/17),
HE72.2% (13/18) THY, IHBIIHFEEEIALN
Lol B, ETOHIIBWTHERREB L UHRG%
HIHE I AN Lo 72,

RICERFENOBEDOHEFEA Table 1312/ L7z, &1
DHEERFIEIENENLEET6.9% (20/26), MH78.9%
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Table 9. Clinical efficacy by severity

. Treatment | No. of . Efficacy e .
Severity group cases Excellent Good Fair Poor rate (%) * Statistical analysis
Kruskal-Wallis test p=0.662
Group L 20 1 19 100 Tukey’s test L : M p=0.644
L:H p=0.881
M:H p=0.881
_ Group M | 20 1 17 1 1 90.0 | x* test** p=0.378
Mild Group comparison
(Wishart distribution)
L:M NS
Group H 27 2 23 1 1 92.6 L:H N.S
M:H NS
Subtotal 67 4 59 2 2 94.0
Kruskal- Wallis test p=0.008
Group L 14 1 12 1 92.9 Tukey’s test** L :M p=0.929
L : H p=0.027
M: H p=0.013
Group M | 12 1 9 1 1 833 | x° test™ p=0.338
Moderate Group comparison
(Wishart distribution)
L:M NS
Group H 11 6 5 100 L:H NS
M:H NS
Subtotal 37 8 26 2 1 91.9
Total 104 12 85 4 3 93.3
* o ("excellent” + “good”) /no. of cases, N.S.: not significant
** . Data on cases with “excellent” or “good” response were tested.
Table 10. Clinical efficacy by underlying disease and/or complication
Underlying .
Disease/ Treatment | No. of Excellent |  Good Fair Poor REfﬁc(;a)/c)y* Statistical analysis
Complication group cases ate (%
Group L 19 1 18 100 Kruskal-Wallis test : p=0.039
Tukey’s multiple comparison .
L: M p=0.39
‘ Group M 13 11 1 1 84.6 L:H p-0333
Absent M: H p=0.030
Group H 16 5 10 1 93.8 7% test** © p=0.210
Subtotal 48 6 39 2 1 93.8
G L 15 1 13 1 93.3 Kruskal-Wallis test . p=0.752
P xX* test** o p=0.757
Group M 19 2 15 1 1 89.5
Present
Group H 22 3 18 1 95.5
Subtotal 56 6 46 2 2 92.9
Total 104 12 85 4 3 93.3

* o ("excellent” + “good”) /no. of cases,

. Data on cases with “excellent” or “good” response were tested.

* %

(15/19), H#E76.2% (16/21) Tho7zo FEBERK M#E1/1) OB#ETH o7z,

HRIORHEEIL, S pneumoniae TIZFNFNLE100% 2) RREHEOERIEZ
(6/6), MEE75.0% (3/4), H#100% (4/4), H. BRIRR RO MBI RBIC R SN REE DD 5, H

influenzae TII LHEES5.7% (6/7), M#100% (7/7), BIE R CTHlE S 7z 36 BRI 5 GFLX, TFLX,
H#:83.3% (5/6), P.aeruginosa TIZL#EHO0% (0/4), OFLX o #fEli# % Fig. 31Z/RL7:o GFLX, TFLX®
M#0% (0/3), H#25.0% (1/4), M.(B.)catarrhalis L TOFLX & MIC,, fliE # N £41.0.39 ng/mL, 0.78
TRLEBLOCMEIIHRE SAIIZ100% (LEE3/3, pg/mL BLUNL56 pg/mLThol,
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5. w&M 2) EERMRAEMERE
1) EIER BRI FRAS O M AT S50 106 65123517 5 B AR M ALl B

EIER OB REI 114 B BT HEIEHEHREL #
DM:R % Table 1412 L7z, BWEABHBLIZNEFN
M#2.9% (1/35),

L#5.1% (2/39),

40) THVY,
DWFRIE B EBAVHRIE 2 41,
1B,

FETHWEELRLOEIALN R 572,

H#7.5% (3/
SHBTEREEZETIRAON o7, BITER
M - T 5, 2 31,
BEHRAIRLIFIT, TOREIEET 3PS

LR i K -

BB E ZDOWNR% Table 15I1IR L7, BRKREMER
FRBERIZFNFNLEL14.7% (5/34), M#EE0% (0/
34), H¥53% (2/38) THYH, 3HEHMTHESENA
S REEERIE R - 7, BEREHEREOHAR
13 FFEREREEO—BD FH 446 (S-GOT L& 14,
y-GTP E&1%l, S-GOT - y-GTP L% 16l, LAP
E&H 1B, WFEREkIEM2 6, RepARIMEROIE N1 F T,
FORBEIXETEETH 7,

Table 11. Clinical efficacy by causative organism
Causative organisms Trg';l(t)r&l;nt T:éeosf Excellent | Good | Fair | Poor rgg(cf)}:fl
Monomicrobial | Gram- positive | Staphylococcus aureus Group L 3 3 100
infection bacteria Group M 1 1 100
Group H 2 1 1 50.0
Streptococcus pneumonoae | Group L 5 5 100
Group M 3 3 100
Group H 2 2 100
Subtotal Group L 8 8 100
Group M 4 4 100
Group H 4 3 1 75.0
Gram-negative | Haemophilus influenzae Group L 5 5 100
bacteria Group M| 6 6 100
Group H 6 1 4 1 83.3
Pseudomonas aeruginosa Group L 3 2 1 66.7
Group M 4 3 1 75.0
Group H 4 4 100
Klebsiella pneumoniae Group L 2 1 1 100
Group M 1 1 100
Group H 1 1 100
Moraxella Branhamella Group L 3 3 100
catarrhalis Group M 1 1 100
Haemophilus parainfluenzae | Group H 1 1 100
Serratia marcescens Group L 1 1 100
Subtotal Group L | 14 1 12 1 92.9
Group M | 12 11 1 91.7
Group H | 12 1 10 1 91.7
Subtotal Group L | 22 1 20 1 95.5
Group M | 16 15 1 93.8
Group H | 16 1 13 1 1 87.5
Polymic‘robial two pathogens Group L 2 2 100
infection Group M 5 100
Group H 2 1 100
Totals Group L | 24 1 22 1 95.8
Group M | 18 17 1 94.4
Group H | 19 3 14 1 1 89.5

Sixty one cases were evaluated for clinical efficacy

*Efficacy rate .

(“excellent” + “good”) /no. of cases
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Table 12. Bacteriological effectiveness
Bacteriological effectiveness
Treatment I\‘Io.‘ o\f . Decrea_sed Erad1(c(;;t;(in Statistical analysis
group cases | Eradicated |or partially| Replaced | Unchanged | rate(%
eradicated
17 test*™*
Group L 24 18 2 4 75.0 p=0.957
Group comparison
(Wishart distribution)
Group M 17 13 1 3 76.5 L:M NS
L:H NS
M:H NS
Group H 18 13 2 3 72.2 Cochran- Armitage test
p=0.868
Total 59 44 5 10 74.6

* ¢ ("eradicated” + “replaced”) /no. of cases, N.S. : not significant
** . Data on cases with “eradicated” or “replaced” response were tested.

Table 13. Bacteriological eradication of causative organisms

Causative organisms Trg?(t)ﬁl;nt g?éir?i Eradicated | Persisted Erritgéc(%/zifn
Gram- positive Staphylococcus aureus Group L 3 3 100
bacteria Group M | 1 1 100
Group H 4 4 100
Streptococcus pneumonoae Group L 6 6 100
Group M 4 3 1 75.0
Group H 4 4 100
Subtotal Group L 9 9 100
Group M 5 4 1 80.0
Group H 8 8 100
Gram—nggative Haemophilus influenzae Group L 7 6 1 85.7
bacteria Group M | 7 7 100
Group H 6 5 1 83.3
Pseudomonas aeruginosa Group L 4 4 0
Group M 3 3 0
Group H 4 1 3 25.0
Klebsiella pneumoniae Group L 2 1 50.0
Group M 2 2 100
Group H 1 1 0
Moraxella Branhamella Group L 3 3 100
catarrhalis Group M 1 1 100
Haemophilus parainfluenzae | Group H 1 1 100
Serratia marcescens Group L 1 1 100
Klebsiella oxytoca Group H 1 1 100
Enterobactor cloacae Group M 1 1 100
Subtotal Group L 17 11 6 64.7
Group M 14 11 3 78.6
Group H 13 8 5 61.5
Totals Group L 26 20 6 76.9
Group M 19 15 4 78.9
Group H 21 16 5 76.2

Sixty-six strains were evaluated for bacteriological eradication.
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=0.025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25
MICs (pg/mL)
Drugs | =0.025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25
GFLX 33.3 52.8 63.9 77.8 91.7 94.4 100 100 100
TFLX 41.7 52.8 69.4 86.1 88.9 94.4 97.2 100 100
OFLX 11.1 33.3 41.7 58.3 69.4 75.0 91.7 97.2 100

Fig. 3. Cumulative % of gatifloxacin and reference drugs against clinical isolates

Table 14. Side effects
) Treatment group
Side effects No. of cases
Group L |Group M|Group H
Stomach discomfort 2 1 1
Vomiting + Nausea 2 1 1
Abdomen enlarged feeling of - Diarrhea 1 1
Anorexia 1 1
No. of cases with side effects 6 2 1 3
No. of cases evaluated 114 39 35 40
Incidence (%) 5.3 5.1 2.9 7.5
Statistical analysis (Fisher’s test) p=0.871

6. HMME

RO RO 107 BB 2 HFHREETEN
L#94.3% (33/35), MH84.9% (28/33), H#£92.3%
(36/39) TH Y, B THEEIALNLEH o7 (Table
16) o

m = =
Gatifloxacin (I M EERN S CRIB S N HH 7
VAOF o REETHD, F/0EROALIC
AMFOENEAINTVD I EDHEEN SR E Lo

Twb (Fig. 1)o AEAHNI A PXF X SMIEALL
ZEZkY, fEROTVAOF O REEICLLS
pneumoniae X L & § 5 77 LIEHEE» S BRAER,
Chlamydia spp., Legionella spp.,
B & U Mycobacterium spp. T THLE A XY VAL KL,
BIfMEEELHF L TWE,

# 1 MR REBR TR SN ARNEREOFE, Ral
RIS E100mg 472 0.9 g/ mLEEOE ST
HEKFHTHY, Ml (1) 37~8FHTH -
2o

Mycoplasma pneumoniae



VOL. 47 S—2 R R E BYE

249 % GFLX O R sk alBr

433

PAEDORER & IR ERRGEIC L THEREEZ, %
[AHESER B T2 ICMEI VW b 2 A L2 LT
FIHASE T AHGRBR & 92 L 7o aiiAss DHIREROER L Y,
&M R EEGEIZ 3T 4 100mg X 2[8l/H, 150mg X 2
ml/H 3B & 0°200mg X 2 [1l/HDOEFEIZZENZFINI0 %L,
ETHo7 s T, BIEANOBATHEORET R T,
2 A DB FE RGRE B H ORE R Tl RS IE R iR L2~
AFFRIICE SN, $55 8 150mg BEI2130.9 ng/mL, %
H&200mgFEi213 2.1 pg/mL Th b, xFMiFtbiddkic
FL1THho7" MMERS 1257V F 0% /0
‘/%?‘E@—‘E@li FLRX (xFIfiEtt @ 1.4) 8 L OSPFX (3¢
Mgk © 1.3) AAHHN TV B,

/\[EIGFLXO)TJ\_EW MHEL#FT T 5HMT, GFLX
D 100mg X 2[]/H, 150mg X 2[E/HB LT200mg X
200/H o 3 #EM O BAELEIHTIC X 5 B E MR
ABRE FEH L 72,

2 E ORI, 50mg X 2 [nl/H O iR ¢ it
THEEREOMIC. HEEET LI EWEELRZ L0 b,

VORRZ-R S TR OFES L 0, 18R R GE

(3/61) BLUBRMREMEFEHEI6% (5/52) %
EELCHE L, 150mg X 2[0/H I3 HEMEH G % #
95 ETHRELL,

T/, MEERLEEL oo -BHE, xR LA
E3N5OFLX BL U TFLX S0A3MHE L ket
SO _EERIEM BB E &L O R R R EBR O B
MOHERREE ZZ OGN TH 5D,

MEFEBIREROH,S, 7t ax /oy
HECHFHHEENSVEZEZONIEBUAEZIRB LY
UG SIRAE (RGemE) & L7z,

RGOSR, KFHGEHINADRIZNEFNLE
97.1% (33/34), M#87.5% (28/32), H#94.7%
(36/38) THhH, IHMICHAEEIALN D720,
ENFIIFNEFNLEES9% (2/34), ME6.3% (2/

32), H#21.1% (8/38) Tah, HEIMO2EELD
EWNHD o 720 KESTHRIE (E4HE) DERRDR

RO EEENBRDROFEEIZONT, EEREH
W BRI R IT o2 2 A, HEERMO2EICHARE
BIZENEREPBEOOSNT, SRE SN 1B E R

I L THMMED S B R SN E0 100mg X GHEICH S B GFLX OFFEIEL, o7 rtox/ oy
2hl/HeHExEABRTORIKAEE Lz, 7, &S AUEFE (OFLX", CPFX*, TFLX*, SPFX",
H&E?200mg X 2 [nl/H (X [ifx 52 T ORI %EH%E4.9 % LVFX®) % ERIAHETH > 72,
Table 15. Abnormal laboratory findings
Treatment group
Items No. of cases
Group L |Group M|Group H
Eosinophil 2 1 1
S-GOT 1 1
S-GPT - y -GTP 1 1
y -GTP 1 1
LAP 1 1
Microhematuria 1 1
No. of cases with 7 5 2
abnormal laboratory findings
No. of cases 106 34 34 38
Incidence (%) 6.6 14.7 0 5.3
Statistical analysis (Fisher’s test) p=0.045

Table 16. Usefulness

Treatmnt | No. of | Markedly . Slightly Usefulness S .
group cases useful Useful useful Useless rate(%)* Statistical analysis
Kruskal-Wallis test p=0.154
Group L 35 1 32 1 1 94.3 Tukey’s test L : M p=0.824
L:H p=0.408
M:H p=0.148
Group M 33 2 26 2 3 84.9 x° test** p=0.371
Group comparison (Wlshart dlstnbutlon)
L:M L:H M: 1 N.S.
Group H 39 7 29 1 2 92.3 Cochran- Armitage test
p=0.704
Total 107 10 87 4 6 90.7
* . ("markedly useful” + “useful”) /no. of cases, ~ N.S.: not significant
** . Data on cases with “markedly useful” or “useful” response were tested.
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MR AR E (FBEMEE) 3FAFNLEET5.0%
(18/24), ME76.5% (13/17), H#72.2% (13/18)
TdHo72h, Th#%ETdHAS pneumoniae, H.
influenzae, M.(B.)catarrhalis \Zxf L TiE, 3L HITHW
Bk RER L, TNOSOFHIIHT 2 EWEE LRI
MWVITHE N B L BN R EIREAS RS 7z b 0 L i
HENL, hB, ETOEICBVTEHERAB L R Gi%
HHE EA SN otz, —RIZ7 VAT F /02 R
FEOMESE L LT, 7 I ABMEIIT 2 P0H 559
Wizw, MR ERRYYE IS T A BRIRMIR DS B L EbN
TWBY B3, 8. pneumoniae 5D 77 LHVEE 23 L TH
BUORHEAEARLEZ LS, GFLXZBFO 7V A
OF /0 AMEERLD LX) EVERIDEIIARGFTE
LEREFE 2 5Nz, P.oaeruginosa \ZX T ALEE, MBS
SJUHBOBEHBEEEIZ0% (0/4), 0% (0/3) BLU
25.0% (1/4) T, 11BI0H B 1BIOREATHE L 72D H
THo7120 LI L P aeruginosa x#4H &35 11 B0
5 9B DR EIZENTH o720 P. aeruginosa |ZH 5 1L
LEHER L BEDREOEMHSR IMO 7V F0F /1
PRMEETLHE SN, N T T 4V LDEE R
ENTWEST T bbb, HEERNTOREYIREDSMIC
EEHBABRHINSE EEDNAHETH, BESNLD
BFERTH Y, NAF TV LIRES R —HOR
BRE SN, FBERLSBR2NS & FUHEE L CTEEXE
EAIEDOFHRAY (D RTEEZOLN TV,

BIEH BRI ZNZFNLEES1 % (2/39), ME2.9%
(1/35), HEE7.5% (3/40) Th-o7:75, 3HHMTHE
A ONT, FHERFEEL AL NG o7, BIK
A EREEERHERIIFNFNLELL.7% (5/34), ME
0% (0/34), HEES.3% (2/38) THY, IHEMHTH
BaEPAONVPHERTFEE o7, BIERHB LT
FRMAMERE ORI WTNOBENLHEETH Y,
FELLOIEAON o7, BT VAOF /0 r R
MEEOBEHB L CHRMEMREE OME"* LK
LTh, #OHEBLUONFTL IR TS bNDIE%
molz,

ARMEICOWTO LB, ME, HEEO3IRMICHESE
EAONL D72,

18R EEGSE I 5 GFLX O Bl R & % 5T
Lo, S ERIAME, RERMRICIEMTAH
HEEEAON o7, LaL, HEE (200mg X 2 [/
H) OF%EIZ94.7% (36/38) THhH, SHIZEHME
$21.1% (8/38) L@mho7z, BRMEH QRS IER
R (RYeRE) B & OVEAEE PR R )R O S HE
2BV T200mg X 2[E/HOEMENFEIZEP 5720 —
¥, BER B L OERRMAEMRE I CHERFEIR ST
T, BEHOMECIERE b KM THEZ LD TH - 72,
DEO#ER LD, 18MREEIEICHT 5 GFLX O F#

AR EI1Z200mg X 2[ml/HAZ YK EEZ LN,
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DOSE-FINDING STUDY OF GATIFLOXACIN, A NEW ORAL
QUINOLONE, IN CHRONIC RESPIRATORY TRACT INFECTION

Atsushi Saito', Mitsuhide Ohmichi*, Masaaki Arakawa®, Koichi Wada’, Hiroki Tsukada’,
Fumihide Iwata®, Shigeyuki Hoshino”, Nobuki Aoki*, Osamu Sekine’, Yasutoshi Suzuki’,
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Hiroshi Miura®, Harumi Shishido'’, Fumio Matsumoto'’, Iwao Sakurai''’, Shigeki Odagiri®,

Kaneo Suzuki®, Kenichi Takahashi'¥, Takashi Ogura", Hiroshi Takahashi",
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Rinzo Soejima'”, Niro Okimoto'”, Takao Sasaki, Yukio Matsumoto™, Kotaro Oizumi”,

Tsuneaki Shiraishi'’, Keizo Matsumoto®’, Kazunori Oishi*”, Kohei Hara*', Atsushi Saito™,
Jun Inadome*, Hiroshi Fukuhara®, Mitsuyoshi Nakashima®

Department of General Internal Medicine, The Jikei University School of Medicine, Kashiwa Hospital,

163-1, Kashiwashita, Kashiwa, Chiba 277-8567, Japan

* Department of Respiratory Disease, Sapporo Hospital of Hokkaido Railway Company

Second Department of Internal Medicine, Niigata University School of Medicine and Affiliated Hospital

" Department of Internal Medicine, Shinrakuen Hospital

" Department of Internal Medicine, Suibarago Hospital

The Second Department of Internal Medicine, The Jikei University School of Medicine
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' Department of Internal Medicine, Kanagawa Prefecture Midwives and Nurses Training School Hospital
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Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University

Second Department of Internal Medicine, Nagasaki University School of Medicine
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We performed a double-blind, randomized, multi-center dose-finding study of gatifloxacin (GFLX)

to determine the optimal dose regimen for chronic respiratory tract infections. The daily dosage
of gatifloxacin was 100mg b.i.d. (Group L), 150 mg b.i.d. (Group M), or 200 mg b.i.d.(Group H).

The results were as follows .
1. Clinical efficacy was evaluated in 104 cases. The clinical efficacy rates (excellent or good)

in Groups L, M, and H were 97.1% (33/34), 87.5% (28/32), and 94.7% (36/38), respectively,
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with no significant differences among the groups. "Excellent” response rates were 5.9% (2/
34) in Group L, 6.3% (2/32) in Group M, and 21.1% (8/34) in Group H, significantly higher
than the former two.

2. Bacteriological efficacy was evaluated in 59 cases of identified bacteria. Eradication rates
in Groups L, M, and H were 75.0% (18/24), 76.5% (13/17), and 72.2% (13/18), respectively,
with no significant differences among the groups.

3. Side effects were evaluated in 114 cases; 5.1% (2/39) in Group L, 2.9% (1/35) in Group
M, and 7.5% (3/40) in Group H. Laboratory test findings were evaluated in 106 cases, and
the incidences of abnormal findings were 14.7% (5/34) in Group L, 0% (0/34) in Group M,
and 5.3% (2/38) in Group H.

4. Clinical usefulness was evaluated in 107 cases. The usefulness rates (very useful or useful)
were 94.3% (33/35) in Group L, 84.9% (28/33) in Group M, and 92.3% (36/39) in Group H.

These results indicate that no significant differences in clinical or bacteriological efficacy
among the three dosage groups were found, and that there were no dose-dependent side effects
or abnormal laboratory findings, nor dose-related differences in type or severity of side effects.
However, since clinical efficacy rates in bronchiectasis-related infections and in moderate-type
infections were significantly higher in Group H, as well as the clinical "excellent” rating, the
daily dosage of 200 mg b.i.d. of gatifloxacin is considered optimal for treatment of chronic respiratory

tract infections.



